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Introduction

Purpose of the Cost Recovery Implementation Statement

This Cost Recovery Implementation Statement (CRIS) provides information on how the
Therapeutic Goods Administration (TGA), within the Department of Health?, implements and
cost recovers its regulatory activities. The TGA’s regulatory activities are associated with the
registration and listing of medicines and inclusion of medical devices, including in vitro
diagnostic (IVD) devices, and biologicals onto the Australian Register of Therapeutic Goods
(ARTG) and the ongoing monitoring and surveillance of them.

Description of the activity

The TGA protects the health and safety of the community by regulating therapeutic ¢ »>.ds for
safety, effectiveness/performance and quality. The TGA aims to deliver efficien’, v <t p. actice
regulatory outcomes through international collaboration and reform.

To achieve this outcome, the TGA approves and regulates products based 0. an assessment of
risks against benefits. The Australian community expects therapeutic goc 's in che marketplace
to be safe, of high quality and of a standard at least equal to that of c. npar wle countries. The
TGA regulates therapeutic goods through:

¢ pre-market assessment;
e post-market monitoring and enforcement of st. ndai 1s; an .

* licensing of Australian manufacturers and ver'cying ~verseas manufacturers' compliance
with the same standards as their Australian cc nterparts.

Therapeutic goods are divided broadly intc “ree classes: medicines, medical devices and
biologicals. Medicines must be entered = eith. ~'registered’ or 'listed' medicines on the ARTG.
Medical devices and biologicals must ye 'n *ded’ on the ARTG before they may be supplied in
or exported from Australia, unless ~xe1 'pbt.d.

If a problem is discoverec with » med cine, device, biological or manufacturer, the TGA is able to
take action. Possible regula. vy ac..ons vary from continued monitoring to withdrawing the
product from the market and 1 oking or cancelling a manufacturing licence.

In addition, the TG’ v der :kes a number of public health activities in the public good. These
activities are disc 'ssed 1 detail in this CRIS.

Risk rianayement approach to regulation

All therapeut'c goods carry potential risks, some of which are minor, some potentially serious.
“he 1 "A applies scientific and clinical expertise to its decision-making to establish that the

b .. ~fits of a product outweigh any risk. The level of regulatory control increases with the level
of ris< a medicine or medical device can pose. The risk-benefit approach assures consumers that
the products they take are safe for their intended use, while still providing access to products
that are essential to their health needs.

1 The TGA contributes to Health’s Outcome 5 - Program 5.1: Protect the Health and Safety of the Community Through Regulation
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Industry/regulatory groups

The TGA'’s cost recovery arrangements cover the following industry sectors:
e prescription medicines;

¢ over the counter medicines;

e complementary medicines;

* medical devices, including in-vitro diagnostic (IVD) devices;

* Dblood, blood components and biologicals; and

e good manufacturing practices (GMP)2.

The TGA provides a number of fee-free services for the public good some of whichd' nr¢
directly relate to any particular product or industry group. The costs of undertalking v =<e'cypes
of activities cannot be appropriately recovered from a particular sponsor or incust: - group.
Some (and not all) of the costs of these services are met from the Governme at a, nropriation. A
review of the TGA fees and charges is underway to determine the costs ana e appropriate
funding source of the TGA activities.

While some funding is also provided by the Government for meeti~g s. ~r<.ariat costs for
medicines and chemicals scheduling regulation, and in the forr . of ar interest equivalency
payment against the special account balance (reserves), the va. - ma‘ority (around 96%) of
funding is generated through fees and charges set under _ost =covery arrangements.

Policy and statutory authcrity to cost recover

In the 1997-98 Budget, Budget Paper No.. ~ud Part [I: Revenue Measures it was stated that
from 1998-99 the TGA would fully recover ai. asts of its activities covered under the TGA Act
from industry.

The 2016-17 Budget measure “I.iprovi 7 che Regulation of Therapeutic Goods in Australia”
provided $20.4 million (from T ‘A res rves) to meet the costs of implementation of a number of
regulatory reforms for com: 'etic ~.ithin a period of 24 months. Any increase in ongoing costs
will be met via cost reco ery « rangements through new and revised fees and charges.

In the 2019-20 Mid- ~ar . onomic & Fiscal Outlook (MYEFOQ) as part of ongoing measure
Improving Access to Me licines Item 7, the Government agreed to provide funding of $33 million
over the finz 2ial | ~are 2019-20 to 2022-23. This includes an ongoing funding of $15 million per
annum fron. . 22-2.3 for meeting the costs of fee-free services provided for the public good and
other co~ws whic.. cannot be appropriately cost recovered. While the Government asked that the
TCAre ~.ce are maintained at existing levels, a review of TGA fees and charges to determine
the | sts of _nargeable and non-chargeable activities in accordance with the Australian

L veri. “ent Charging Framework is underway.

As the TGA operates on a cost recovery basis, to enable pre- and post-market regulatory activity,
there are a number of fees and charges for therapeutic goods. These include annual charges,
application and evaluation fees, conformity assessment fees and inspection fees which are
imposed on sponsors and manufacturers of medicines and medical devices.

The Therapeutic Goods Act 1989 (the Act) provides a legal authority for the TGA to charge for its
activities within the scope of the Act. The Therapeutic Goods (Charges) Act 1989 (the Charges
Act) provides a legal authority to levy annual charges (a type of tax) on sponsors and

2 While not a separate industry sector, reporting separately on GMP activities provides greater transparency to stakeholders
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manufacturers of medicines and medical devices. Applicable fees and charges are prescribed in
the subordinate regulations made under these Acts.

Australian National Audit Office audit on
Application of Cost Recovery Principles

In 2018-19, the Australian National Audit Office (ANAO) conducted a cross-entity performance
audit on application of cost recovery principles in the Commonwealth. The Department of Healt’
(Health) for the TGA was one of the selected entities subject to the performance audit. The
objective of this audit was to assess whether the selected regulatory entities effectively app’.cc
the cost recovery principles of the Australian Government’s cost recovery framework.

The audit found the TGA'’s cost recovery policies and methodology were largely com.tiar.c witn
the CRGs, although it had scope to improve the effectiveness of cost recovery arrang. -.ent .. The
key TGA specific recommendations were:

1. Ensure that the TGA’s CRIS is fully compliant with the CRGs and cost re<ovei_ verformance
at the regulatory activity level is reported annually in the CRIS

2. Health seeks a decision from Government in relation to funding .  TGA s fee-free services

3. Implement ongoing stakeholder engagement strategies for cost r- covery arrangements in
consultation with stakeholders and include performance n. 2sues for engagement on cost
recovery in the CRIS.

While specific information recommended by the AN+« M is _-~'uded in this CRIS, further
improvements are being made to it to ensure that thelT A’s CRIS remains fully compliant with
the CRG as per Recommendation 1 of the ANAO.

Recommendation 2 has been implemented: e Government has agreed to provide funding of
$33 million over four years from 2019-Z. to cc ‘er the costs of such activities which are not
appropriate to be cost recovered. In ¢ 1dcic ., TGA is conducting a review of all its fees and
charges.

Information about the stz’.ehoi 'er er jagement strategy has been included in the CRIS as part of
implementing recommenda. ~n 5. A survey for measuring performance of stakeholder
engagement was condr-ed in  ctober 2020.

The complete ANA U 1. ~or. s available on the ANAO website.

Cost rec >very model

A: re-market regulatory activities for therapeutic goods

L. F escription medicines

Medicines are grouped into schedules according to the appropriate level of regulatory control
over their availability to consumers. Higher risk medicines, such as prescription medicines, must
be registered on the ARTG before they are made available for supply in Australia. However,
certain prescription medicines can be registered provisionally for a period of time. The
requirements for a provisional registration of prescription medicines are set out in the Act.
Prescription medicines are available from a pharmacist, supplied with a doctor’s prescription.
Otherwise, only authorised health care professionals can supply prescription medicines, such as
in a hospital setting. Examples include vaccines, blood pressure tablets, diabetes medications,
contraceptive pills, antibiotics and strong painkillers.
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There are some legal exemptions to the requirement for a prescription medicine to be registered
on the ARTG before they are supplied in Australia. These are implemented through:

¢ the Special Access Scheme (SAS);
¢ the authorised prescriber scheme; and
e the clinical trials systems (CTX and CTN).

The business area responsible for administering these exemptions ensures that they are
administered in accordance with the legislative and regulatory frameworks.

To enable recovery of the costs of pre and post-market regulatory activities there are a num* _
of fees and charges for medicines. These include annual charges, application fees and eval- ition
fees.

Regulatory framework

Regulatory decisions are made within a framework of guidelines. The guideli=- s mu. - maintain
currency with scientific and technical developments.

International regulators, or regulator groups such as the International Cc ~ferc ace on
Harmonisation of Technical Requirements for Registration of Pharn. ceuti ..ls for Human Use,
may publish guidelines that are reviewed, and may be adopted, '., cthe . “.

Registration on the ARTG

Before being placed on the ARTG, prescription mec ~ine ' are 3 .sessed for quality, safety and
efficacy. Most prescription medicines are registered-* -ou,'. the standard registration pathway.
As part of the implementation of a number of regi latory ‘eformsin 2017-18 the TGA
implemented “provisional” and “priority” pathway. ‘o~ registration of certain prescription
medicines, provided they meet the legisla. e criteria for such a pathway.

Applications

All applications for registration of | res virdon medicines must be preceded by a pre-submission

1

planning form (PPF). The TGA : ssessc 5 all PPFs to ensure that application dossiers for
registration on the ARTG contar all *ae appropriate and required information. The information
provided in the PPF allov s rv ~urces to be effectively assigned to the evaluation process. If the
PPF is insufficient for p. nning purposes or indicates that mandatory requirements have not
been met, the TGA »= -7 de m the PPF to be ‘not effective’ and the application will not proceed to
the dossier subm’ssion tage. The submission of the PPF improves the quality of applications
and helps in v cet. < lezislative timeframes.

Data e~ aluativn

The data sub-aitted with an application is divided into three types.

*  Qua .ty data evaluated by chemists, biochemists, microbiologists and other TGA officers
1. cludes:

— the composition of the drug substance and the drug product;
— batch consistency;

— stability data;

— sterility data (if applicable);

— the impurity content;

— non-clinical data evaluated by toxicologists;
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— pharmacology data;
¢ Toxicology data; and

e (linical data evaluated by a medical doctor (mostly results of clinical trials).

Decision making

Before making a decision around the suitability of a prescription medicine for registration on the
ARTG, the delegate may take into consideration independent expert advice provided by the
Advisory Committee on Prescription Medicines.

Regulatory decisions in relation to new chemical entities or fixed dose combination product. « =
published through the Australian Public Assessment Report (AusPAR).

Any person whose interests are affected by the decision may seek a reconsideration -t th
decision under section 60 of the Act.

Applications to change details of registration

Once a product has been registered, the sponsor can make further appli~ati. s to change the
details of registration. Some examples of the types of change that might b. appiied for include:

¢ achange in manufacturer;

e anincrease in shelf-life;

¢ achange in patient population (e.g. allowing childre to us the medicine); and

e changing the intended use (usually adding an r «tr.. neaical condition that can be treated).

Changes may or may not require evaluation of data 7“ne TGA and the prescribed fees apply
accordingly. Certain low risk changes to tt. details of registration can be made through the
notification system implemented in 2017-18.

Export

Medicines for export from Aust ‘alia n ist be of a similar quality and safety standard as those
supplied domestically. How~vei, “he; are not required to comply with the labelling standards or
advertising requirement in. -ce in Australia. Export only medicines are required to be listed
(not registered) on the. RTG betore export.

Regulatory Re¢ forn: 5 - Opioid prescriptions

A number of . <ulatury reforms to address inappropriate/excessive use of certain opioid
medicine~ was . “oduced in late 2019; implementation will be complete in 2021. A broad
educati yn =L tegy and campaign to address regulatory changes and other related matters for
incr asing av.areness of practitioners and consumers is proposed to commence on

.~ Jan ary 2021.

m ot ..er to reduce the burden due to regulatory changes and to assist sponsors to make changes
to their products, a fee waiver has been provided for variations to pack sizes and product
.nformation. Some of the 2019-20 MYEFO funding covers the costs related to such applications.

2. Over the counter medicines

Over the counter (OTC) medicines are defined in the Therapeutic Goods Regulations 1990 (the
Regulations). OTC medicines can be supplied as pharmacy medicines, pharmacist-only
medicines and general sales medicines. Registered OTC medicines are considered to be of lower
risk than prescription medicines, but they require an appropriate level of scrutiny.
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OTC medicines can be purchased for self-treatment from pharmacies, with selected products
also available in supermarkets, health food stores and other retailers. Examples include cough
and cold remedies, anti-fungal treatments, sunscreens, non-prescription analgesics such as
aspirin and paracetamol.

OTC medicines can be registered or listed on the ARTG depending on the level of risk associated
with making the product available and accessible to consumers.

Registering an OTC medicine on the ARTG

Registered OTC medicines are considered to be of relatively higher risk than listed OTC
medicines, based on their substances or the indications made for the medicine. Registered
medicines are evaluated for quality, safety and efficacy prior to being accepted on the ART(C anc.
able to be marketed.

The pre-market regulatory processes for OTC medicines include:

* lodgement of an application for product registration or listing on the ARTG;

e administrative and technical screening;

¢ scientific evaluation;

¢ label assessment;

e ensuring appropriate good manufacturing practice (GMP) 5 in pl ce;

* requesting advice from the Advisory Committee on run-L =scription medicines;
e advising the sponsor of the outcome of the applit *io. ~*jcess; and

e updating the ARTG.

Once a product has been registered, the sp. “sor can make further applications to change the
details of registration. Examples of chap~es ti. * may be sought include details related to labels,
shelf-life, formulation, indications or /.ire_. ars for use. Some of these changes can be made
through the recently implemented noti (cafion system.

Listing an OTC medi_ine ‘u tl e ARTG

The listing process for ar OTu medicine is the same as listing a complementary medicine which
is explained in the com. ~mentary medicines section of the CRIS.

Brand equiva ence statement for registered OTC medicines

The TGA recc. =s requests from sponsors for brand equivalence statements for the purpose of
Pharmac~.cical = .aefits Scheme (PBS) listing either as part of an application to register an OTC
medici’ e 7. a ‘er a medicine has been registered on the ARTG.

\ppi. tic..s to register an OTC medicine infrequently include requests for a brand equivalence
s1 “emc .t. As TGA provides advice for the purpose of PBS listing at the time of approval for
cegis ration a separate fee is not charged for this service.

Requests that are received after a medicine has been registered on the ARTG may or may not
require evaluation of clinical data - typically bioequivalence data. Post-registration requests for
brand equivalence statements that do not require supporting clinical data are charged a lower
fee than the fee charged for a request that requires supporting clinical data or a justification for
not providing such data.
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3. Complementary medicines

Medicinal products containing such ingredients as herbs, vitamins, minerals, nutritional
supplements, homoeopathic and certain aromatherapy preparations are referred to as
'complementary medicines' and are regulated as medicines under the Act. Complementary
medicines may be either listed or registered, depending on their ingredients and claims made
for the medicine. Most complementary medicines are listed on the ARTG.

Listing a complementary medicine on the ARTG

Listed medicines are low risk medicines that are listed on the ARTG. There are two pathways to
list a medicine on the ARTG.

Medicines can be listed via a streamlined electronic listing facility following self-certificati. 1 by
the sponsor of the safety, quality and efficacy of the product. This process for listing p> o 'cts
allows for early market access for the lowest risk complementary medicines.

Unlike other medicines, there is no evaluation of these products prior to the mcdic. = being
listed on the ARTG. To be eligible for this pathway a medicine must only:

e contain certain low risk ingredients in acceptable amounts that are| =rn. “ted for use in
listed medicine;

¢ they can only make indications (for therapeutic use) for hezicn maii..enance and health
enhancement or certain indications for non-serious, self-li viting .onditions; and

* be manufactured in accordance with the principles ¢. Goo." Manufacturing Practice (GMP).

Under the recent reforms, sponsors who apply to li=x . nev. ..iedicine will be required to select
the indications for their medicine from the list of = ermii. °d indications that is maintained by the
TGA.

Medicines can also be listed in the ARTG fol: ving sponsor certification of the safety and quality
of the product, coupled with TGA assersu. ™nt ¢. the efficacy evidence supporting the proposed
indications. This is a new listing path.vey th .. will allow sponsors to apply for indications that
fall outside the permitted indicat’s.is li. =¥ at in all other respects the medicines meet the current
eligibility criteria for listed mer icines [e.g. contain only permitted ingredients and are
manufactured under GMP)

A proportion of listed ¢ nplem -ntary medicines are reviewed following their listing for
compliance with the »2gu. tory requirements.

Applications cen . = mar e for evaluation of new substances proposed for suitability for use as an
ingredientir ‘sted u.cdicines. New approved ingredients are added to the permitted ingredients
list. In 201 2-20, ™ _.re were ten such applications actioned.

Trarsiuon o rangements

¢ The ssessed listed medicines pathway has been introduced alongside the permitted
_~dications reform.

+ Athree year transition period commenced on 5 March 2018 for existing listed medicines to
be re-listed.

¢ During the transition period, sponsors of existing listed medicines will need to comply with
the new provisions as follows:

— sponsors of existing listed products with low level indications will be required to
transition their products to the new requirements by selecting appropriate indications
exclusively from the list of permitted indications; and
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— existing listed products with indications not eligible for inclusion in the permitted
indications list, will be required to either, transition their products to the new assessed
listed medicines pathway, or alternatively, choose low level indications from the
permitted indications list.

e To assist industry to make the early transition to permitted indications, sponsors are
allowed to make the transitional application without payment of a fee during the transition
period. While the TGA was able to absorb these costs for the first 18 months of the transition
period, at the 2019-20 MYEFO, a decision was made by the Australian Government to fund
fee waivers for the remaining period from October 2019 to March 2021.

Registering a complementary medicine on the ARTG

Registered complementary medicines are considered to be of relatively higher risk than lis. 4
complementary medicines, based on their substances or the indications made for the me .icinc.
Registered complementary medicines, like any other registered medicine, are fully e =.uat .d for
quality, safety and efficacy prior to being accepted on the ARTG and therefore a’sic 0 be
marketed.

4. Medical devices

The Australian medical devices regulatory framework sets out the req rire nents for the quality,
safety and performance of medical devices, based on a series o” Essertial Principles, rather than
a prescriptive framework. All medical devices must demonstrz = cor pliance with the Essential
Principles. The extent of evidence required to demonstre’.e c. mpuance with these principles is
based on the risk classification of the device, with k'she risk ¢ :vices undergoing greater
assessment prior to being allowed into the Australi=* ma.. L.

In order to recover costs of pre and post-market r. Tulatory activities, there are a number of fees
and charges for medical devices. These ir. 'ude annuai charges, application fees, conformity
assessment fees and application audit fees.

Applications to include medica’ d¢ . «ces on the ARTG

Under the Act, medical devices .iust be uicluded on the ARTG prior to supply in Australia unless
exempt from that require aent, "uch 7 s exemption under sections 41HA, 41HB or 41HC of the
Act. The level of assessment ~naucted at the point of application for ARTG inclusion depends on
the risk classification of ihe de. ce, the conformity assessment evidence supporting the
application, and whethe1 here are any concerns with the application that would require the
TGA to request fu' cher aformation for review prior to inclusion.

High-risk me cal .. ices must have an ARTG entry for each device (with the unique product
identifier) Lov. ~risk devices can have multiple similar devices included under one ARTG entry
(a ‘kind of m~ical device’). As the application fee is payable per ARTG entry and the value of the
fec is higuer four higher risk medical devices, representing higher overall costs associated with
~ighe risk medical devices.

«pp- ~val for each medical device is exclusive to the sponsor applying for inclusion, so approval
for one sponsor cannot be used by other sponsors, even where the medical device is identical
"however devices can be distributed by multiple distributors on behalf of the same sponsor).

All medical devices must comply with regulatory requirements for quality, safety and
performance, and manufacturers of devices other than the lowest risk must have conformity
assessment document, covering an assessment of a manufacturer’s quality management system
and assessment of design dossiers, where applicable, issued by an independent assessment body
or trusted overseas regulator (e.g. European Notified Body, US FDA, etc.).
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In addition to the requirement to provide a conformity assessment document with an
application for ARTG inclusion, the application process also may involve an assessment of other
information required by the TGA.

Application audits

Some applications for inclusion of medical devices in the ARTG will undergo an audit
assessment.

¢ Applications to include certain medical devices in the ARTG must be selected for an
application audit—for these compulsory audits an application audit assessment fee is
charged.

e The TGA may also select any other application for inclusion for an audit - an audit
assessment fee is not charged for these audits.

There are two levels of application audit—Level 1 and Level 2 for non-IVD medic=l a. ‘ice. and
one level of application audit for IVD medical devices. If an application audit is .o bc ~onducted,
the TGA determines what level of application audit is appropriate for each zpp. -ation. There are
different fees for each level of audit assessment, which apply if the audit is . " mpu.sory.

Conformity assessments

A conformity assessment is a systematic and ongoing examinat on of 2vidence and procedures to
ensure that manufacturers of medical devices have systems an ' pror :sses that provide
assurance that the device conforms to the Essential Principic  for yuality, safety and
performance.

A manufacturer must implement and maintain a p~st-. arket monitoring system for devices
after supply, with reportable events reported as s_ ecifie .. in the Regulations. A manufacturer’s
quality system certification may be subje-* to periou.. surveillance audits.

For the majority of medical devices and IVD: he TGA accepts documents issued by the
assessment bodies and/or overseas reguw ‘ors .nat provide evidence that that body has assessed
the manufacturer’s compliance with taf co'normity assessment procedures or procedures
comparable to conformity asses<.uent ¢ ~% found it to be acceptable. As the Australian and the
European Union (EU) regrlator ' requ rements are similar, many manufacturers of medical
devices authorised for supy 7 in. »~.ralia, have EC Certificates issued by EU conformity
assessment bodies (also’.nov. as Notified Bodies).

For certain high risk meau "2l devices and IVDs, manufacturers must obtain Conformity
Assessment Certif.cate. issued by the TGA, regardless of whether they have a market
authorisation/2p, -oval issued by an overseas regulator/assessment body. This requirement for
TGA conforr. assessment certificate applies to medical devices containing medicinal
substanc-. or n. " _rials of animal, microbial, recombinant or human origin and Class 4 IVDs.
MaAnufz ctr-ci may also choose to seek conformity assessment certificate from TGA for medical
dev’ “es supriied in Australia, rather than relying on overseas certification.

rx, ort

Sponsors wanting to export medical devices from Australia must meet regulatory requirements
set out in the legislation. Before a sponsor can export a medical device from Australia, the device
must:

¢ Dbeincluded in the ARTG; or

¢ be exempt under Item 1.2, Part 1, Schedule 4 of the Therapeutic Goods (Medical Devices)
Regulations 2002.

A medical device that is intended by the manufacturer to be for export only is classified as Class I
medical device, i.e. there is no requirement for the manufacturer of such device to have a
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certification/approval issued by an assessment body and/or regulator. The labelling or
packaging of such device should contain the words ‘for export only’. The export only medical
devices are still required to comply with the essential principles.

If a medical device is imported/manufactured and supplied in Australia, and exported from
Australia, the device is classified in accordance with the classification rules provided in
Schedule 2 or 2A of the Therapeutic Goods (Medical Devices) Regulations 2002.

5. Other therapeutic goods listed and registered on the ARTG

All medical devices listed and registered on the ARTG (including in vitro diagnostic) prior to
2002 (previously called therapeutic devices) have been transitioned to the new regulatory
framework and are now regulated as included devices under Chapter 4 of the Act. The fuli
transition period for in vitro diagnostic (IVD) medical devices ended on 30 June 2017.7" ~re . a
small number of other therapeutic goods that do not meet definition of a medical de' ice,
medicine or biological and are regulated under Chapter 3 of the Act. These includ~ ta. ‘no».s and
menstrual cups; and hard surface disinfectants.

The TGA is implementing reforms in the regulation of other therapeutic gc ds. A. a result of this,
tampons and menstrual cups are no longer required to be listed on the : RTG. Hard surface
disinfectants that are currently listed (hospital grade without specifi< clai1. -) will be exempt
from the requirements of entry in the ARTG. Registered hard surf-<e ¢ 'sir.ectants with specific
claims will be moved from registered to listed other therapeut’:s goc1s. These reforms will
reduce unnecessary regulatory burden and sponsors would be equi_ed to pay lower annual
charges for these products.

6. Biologicals

Biologicals include human tissue and cell therapy ‘rodu_:cs. Tissue therapy products involve the
use of tissues as therapeutic goods, while -ell therap, products involve the use of isolated living
cells either as therapeutic goods or as repla ~ments for cells that are defective or deficient in
particular disorders.

Some examples of tissue therapies cucr.ntl, oeing used are:

e skin replacement after seve e burns;
. s .
e transplantation of hear. -idi._, tiver, lung or pancreas;
* bone, tendons and 1. aments to repair injuries;
e heartvalves t repi ce defective heart valves; and
e corneas vesto.. eyesight.

Some exampr!es or cell therapies currently being used, or currently under development are:

e . hondror ytes used for cartilage regeneration;
» isol.ced pancreatic islet cells for the treatment of diabetes; and

* mesenchymal progenitor cells for the treatment of musculoskeletal defects and in a range of
other clinical applications such as cardiovascular repair.

Inclusion on the ARTG

The regulatory activities for biologicals involve the following registration and approval
activities:

* management of applications for inclusion in the ARTG;
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* sponsors of Class 1 biologicals are required to attest compliance with relevant mandatory
standards;

¢ C(lass 2, 3 and 4 biologicals undergo pre-market evaluation prior to ARTG inclusion;

e highly manipulated Class 3 and 4 biologicals are subject to the highest levels of pre-market
evaluation; and

e manufacturers of Class 2, 3 and 4 biologicals are required to demonstrate compliance with
manufacturing principles equivalent to the Australian Code of Good Manufacturing for
human blood and blood components, human tissues and human cellular therapy products
(2013).

7. Blood and blood components

Blood, blood components and plasma derivatives are regulated under the Act. Under che act
'blood' means whole blood extracted from human donors and 'blood components' m “.ns
therapeutic components that have been manufactured from blood (including rea ¢ 'ls, white
cells, progenitor cells, platelets and plasma). 'Blood components' do not incl.. oroaucts
derived through fractionation of plasma. Plasma derivatives are prescripti 1 meu ‘cines subject
to full regulation, including compliance with set standards, licensing of i. anu. >cture and
inclusion in the ARTG after review of manufacturing, pre-clinical an-! clinic ! data.

Some blood and blood components are exempt from regulatior oy TGA, including those:

¢ collected by a medical practitioner in the course of me~i-al . ~~.ment and for the purposes
of diagnosis or testing for a medical condition;

¢ manufactured by a medical practitioner for the a,. utic application to a particular patient
under the practitioner's care; and

¢ manufactured by a blood collection ce *re for a medical practitioner for therapeutic
application to a particular patient under “e practitioner’s care.

8. Regulatory activities prov d=d .ur the public good

a) Patient access to vnay orov :d therapeutic goods

There are circumstances wh. e pauents may require access to certain medicines or medical
devices that have not b>n app. sved for supply in Australia. Under the Act access to unapproved
goods is available to natic °ts under two schemes as follows:

Special Arcrss Sch.me

The Special Ac. ss Scheme (SAS) refers to arrangements which provide for the import and/or
supply 7 r ap ~napproved therapeutic good for a single patient, on a case by case basis. Patients
are prowped i.to three categories under the scheme:

\ “teg. v A is a notification pathway which can be accessed by a prescribing medical

v.a ‘itioner or a health practitioner on behalf of a prescribing medical practitioner for patients
who are seriously ill with a condition from which death is reasonably likely to occur within a
natter of months, or from which premature death is reasonably likely to occur in the absence of
early treatment.

Category B is an application pathway which can be accessed by health practitioners for patients
who do not fit the Category A definition and where the unapproved good is not deemed to have
an established history of use and cannot therefore be accessed through Category C. An approval
letter from TGA is required before the good may be accessed. Approvals for medicines accessed
through this pathway are typically only issued to medical and dental practitioners.
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Category C is a notification pathway which allows health practitioners to supply goods that are
deemed to have an established history of use without first seeking prior approval. The goods
deemed to have an established history of use are specified in a list along with their indications
and the type of health practitioner authorised to supply these products for the respective
indications.

Authorised prescribers

In these circumstances a medical practitioner may be granted authority to become an
Authorised Prescriber (AP) of a specified unapproved therapeutic good (or class of unapproved
therapeutic goods) to specific patients (or classes of recipients) with a particular medical
condition.

The TGA assess applications to grant medical practitioners authority to prescribe a specific ?
unapproved therapeutic good or class of unapproved therapeutic goods to specified r_ui, ‘enc

or classes of recipients with a particular medical condition. The medical practitioner bs on es an
‘Authorised Prescriber’ and can prescribe that product for that condition to indi~ - 'ua. ;~.ents
in their immediate care without further TGA approval.

The TGA does not charge a fee to the users of these services. These service. are p. s>vided free of
charge to enable timely access to unapproved medicines or medical dev. =s ¢ -ential for treating
a terminally ill patient in highly time sensitive situations. It is in the ~ublic -terest to save a life
or alleviate suffering through timely access to critical therapeutic ;oo. = v nere possible.

The fee waiver is consistent with the Regulations as they do nc “prov de for charging of
applications under these two schemes.

In 2019-20, there were 42,232 SAS category A notifi. “tic s. 675,026 SAS category B applications,
16,234 SAS category C applications, and 1,419 AP .ppL. ations. The annual cost of these fee free
services is estimated to be $3.12 million or arounc $26 1er application/notification. Recovering
this cost through a large number of small’ nplication 1ee levied on patients and or the medical
practitioner is unlikely to be cost efficient 1. *n administrative sense. Moreover, this would also
impact on the access of these products. *he s -iously ill patient in a time critical manner.

While the costs of these functions were pre viously recovered indirectly through the annual
charges levied on therapeutic g-.ods anpioved for supply in Australia, as per the 2019-20 MYEFO
decision Government has agree ' to fi ad this activity in future.

b) Orphan drug progran.

A medicine, may br c.. ibic ‘or orphan drug designation if all orphan criteria prescribed in
regulations 16] (71 or 11 ] (4) of the Regulations are satisfied. A medicine with a designation in
force for the tive, ‘~-ication, dosage form and sponsor can have subsequent submissions
reviewed as p.. - ofthe program.

Tk=2TG \ ~.ph in program can be seen as part of a global movement to address treatment of
app. Ximat<~.y 7,000 rare diseases.

J-..119-20, the TGA assessed 22 orphan drug applications, compared to the total fee paying
applications of 142 for prescription medicines (new chemical entity, major variation and
extension of indications). There were no orphan drug designations for registration of new
generic products, compared to seventy-seven fee paying applications in 2019-20. The total cost
attributed to the orphan drug program in 2019-20 is $4.4 million.

The orphan drug program is an activity undertaken for the public good, with the objective of
assisting sponsors bring medicines for rare diseases or new dose forms for special patient
populations to market that may otherwise not be available. The incentive provided is in the form
of a fee waiver. Application and evaluation fees (under regulation 45 (12) of the Regulations) for
the assessment of orphan drugs are not charged by the TGA but the quality, efficacy and safety of
orphan drugs are assessed at the same standard as for other registered medicines. Once an
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orphan drug is entered on the ARTG, the annual charge is payable subject to the annual charge
exemption (ACE) scheme.

The costs of the orphan drug program were cross-subsidised by the prescription medicine
industry thus far, however recognising growth in demand and cross subsidisation issues, the
Government has now agreed to fund this program in future. However, as the number of orphan
drug applications continues to rise, additional costs of this program would need to be absorbed
within cost recovery revenue until further funding is provided by the Government.

B: Compliance, monitoring and enforcement

The TGA’s Regulatory Compliance Framework outlines how the TGA manages its complianre
function under its legislation and sets out the overall approach to compliance. This also ou. ines
the TGA's general approach to ensuring uniform and proportionate responses where “.u..
compliance with regulatory requirements is identified.

The TGA actively monitors the quality, safety and performance of therapeutic gooa. "vhen they
become available to consumers to promote the on-going compliance of the r.ro. 1cts with TGA’s
regulatory requirements and has an ongoing program of verifying the suita ility ¢/
manufacturers to produce therapeutic goods for supply in Australia. The "GA lso actively
monitors unlawfully supplied products and takes appropriate regul. *ory a . ion where these are
identified.

Risk-based compliance and monitoring

Australians have a right to expect that each of the n. dic. “es tt ey take and the medical devices
they use meet acceptable levels of safety and quali’y.

One of the roles of the TGA is to regulate therapeut. »»oducts based on a scientific and clinical
assessment of the evidence of both the ris. and the benefits of those products. It is important to
recognise that in doing so, the TGA cannotav ‘d all risks - that would be impossible - our
approach is about managing risks, so “nat e irnpact of any risks identified in relation to a
therapeutic product are kept to an acce stalle level.

The TGA uses this same risk-bz :ed ap »roach in its monitoring and compliance activities. There
are several different source of . “>=chat can arise in relation to therapeutic goods - they can be
product risks (risks that .re 1. ~erent to the product), compliance risks (risks occurring from
products failing to mee. equirements), and unlawful products (risks of unauthorised products).

Approach to i roni.oring

The TGA empi. s a combination of monitoring strategies to support its compliance program.
Underpi.inine ali rorms of monitoring is the legislated requirement for sponsors to monitor the
pcoforr Lice  f their products in the marketplace and, where higher risk products or serious
heal. isstu_s are involved, to report problems to the TGA in a timely manner.

" ne TGA uses its strategies to monitor the market for signals of potential non-compliance across
the range of regulatory areas covered by the Act. The TGA employs a uniform risk-based
'pproach to determining the significance of any signals detected and the appropriate regulatory
response.

Approach to compliance

The TGA takes a risk-based approach to compliance that attempts to identify entities at risk of
unintentional or deliberate non-compliance and enable the development of appropriate
strategies to prevent non-compliance. The below diagram depicts TGA’s approach to
compliance.

Cost Recovery Implementation Statement Page 17 of 40
V1.0 February 2021


https://www.tga.gov.au/regulatory-compliance-framework

Therapeutic Goods Administration

Criminal
prosecutions

Civil penalties
Infringement notices

High compliance risk

Advertising directions notices

Enforceable undertakings

Cancellations from ARTG .

Suspensions from ARTG ‘\

Education & guidance ‘-

The TGA made legislative and regulatory amendments to broa en th' enforcement options
available to the TGA and provide enhanced sanctions and < Alu.cs 1n relation to advertising
offences. The amendments commenced in March 21718 s andai lising TGA’s enforcement and
compliance powers modelled on those in the Regula: *y. »+_rs (Standard Provisions) Act 2014,
and aligning with contemporary Government poli y anc ~ther Government regulatory agencies.

Low compliance risk

The enhanced sanctions and penalties in< 1de:

e Substantiation Notices;

* Directions Notices;

¢ Cancellation or suspension f ther \peutic goods from the ARTG;
¢ Public Warning Notices,

* Injunctions;

* Infringement Notice j;

¢ Enforce~. ~Undertakings;

e Civi. per_'ties; and

> U ‘mir_.. prosecution.

7ne TGA uses a range of tools when taking action on a compliance matter. It publishes
information about regulatory compliance activity on its website.

Regulatory education

The TGA provides regulatory education to market-entry applicants and information to SMEs
prior to market entry in order to minimise the risk and likelihood of non-compliance. The
majority of stakeholders comply with regulatory requirements. Through interaction with the
TGA it is possible to foster understanding of the compliance framework within which they
operate and thus facilitate compliance.
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Consumer health literacy and confidence in the regulatory scheme

Overall, Australian health literacy including consumer awareness of the TGA’s role and activities
and regulation of and information about therapeutic goods is very low. A central objective of
Australia’s National Medicines Policy is the quality use of medicines, which includes their
appropriate selection. Yet unlike other regulators, the TGA provides very little public
information about therapeutic goods, and almost none relating to medical devices and
biologicals. Today, consumers are becoming more involved in decisions surrounding their
treatment and healthcare, and have greater access to information and therapeutic goods than
ever before.

Restriction/Warnings

There may be a need for the TGA to act in the interests of consumers to restrict or revie= an
indication for use of a therapeutic good. Sometimes this may be based on informatio 1 fr.m other
jurisdictions.

Suspension/Sanctions

The identification of more serious contraventions of the TGA Act and/or “egu 1tions may
require therapeutic goods to be suspended from the ARTG or sancti. s, su . . as enforceable
undertakings, to be applied.

Cancellation/Prosecution

Some products may be seized and/or cancelled froi. the \RT( in the event of deliberate non-
compliance or discovery of non-compliant systems or . -tivity associated with the therapeutic
good. The discovery of activities with criminal int ntin clation to therapeutic goods - e.g.
counterfeit medicines - is dealt with unde - provisio.._ uf the Act and Regulations, not necessarily
only through the imposition of civil penalti.  but also, on occasion, through criminal
prosecution.

Prioritisation of compliar.ce a. 7 enforcement matters

The TGA's monitoring pregram  rece ve signals of possible non-compliance with regulatory
requirements from many so. <es. A risk-based approach is taken to prioritise complaints and
other signals of possib! non-cu apliance with regulatory requirements, in order to provide the
greatest overall benefit fc the Australian public. The actions taken in response to signals of
potential non-cor pliat. e will depend on the likely risk associated with the non-compliance.

The followip_ -ritei.. dre indicative of the factors guiding the prioritisation of monitoring and
complianco act. »-.

e ©issl. . cha may have adverse health consequences for consumers as a result of public access
v ‘nay .copriate or dangerous goods; and

g ~sues that may affect the TGA's reputation among key stakeholders leading to a loss of
confidence in the regulatory processes and subsequently loss of confidence in available
therapeutic goods.

In cases where the TGA decides not to engage in regulatory action in relation to non-compliance,
the TGA may:

e provide information to the party to help deal with the issue and gain a better understanding
of the Act;

e postpone or cease investigations, where insufficient information is available, with a view to a
later investigation once more information is available;
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e draw the possibilities of contraventions of legislation to the attention of the party and
provide information to encourage rectification and future compliance;

e place relevant parties on notice about TGA's concerns and the possibility of future actions
and investigation should non-compliance continue; and

¢ deal with a matter informally, where parties have attempted to correct possible
contraventions and provide information to prevent recurrence.

The TGA is less likely to pursue matters that are one-off events, unless non-compliance is a
deliberate and a blatant breach of the law and/or there are public health consequences.

Other agencies

Where appropriate, the TGA works with other agencies in performing its monitoring and
compliance functions. This may involve an exchange of information, or more direct erga, “me °t
in joint investigatory activities.

Therapeutic Goods Advertising

The TGA reviews advertisements for therapeutic goods, where permitted, . : ensu e compliance
with the conditions of inclusion on the ARTG that are detailed in the Reg latic 2s and the
Therapeutic Goods Advertising Code (TGAC). These advertisements may b . ‘n, but are not
limited to, broadcast and mainstream print media, billboards, cir~ma. '™, or the internet.

From 1 July 2018, the TGA became the single body responsible for he 1dling complaints about
therapeutic goods advertising to the public. It considers c~._ ~la.. "~ about advertisements for
medical devices and other therapeutic goods appearing’ n bro. dcast and mainstream print
media, billboards, cinema films, the internet etc. The aj. ~itv of activity in this area is related to
assessing the validity of complaints about current adve “isements that are claimed as not
meeting the requirements.

Where a complaint about a product adver. ement is received, the TGA will assess the validity of
the complaint and, if necessary, ensure that 1. tifying action is undertaken.

In its review of advertising, the TGA 1 ‘ors . ¢h the following stakeholders:
e therapeutic goods industry;

¢ health practitioners;

e consumers;

e advertising indi-try;

e Australian Cao npetit on & Consumer Commission;

e Medsafe | "7 therapeutic goods regulator); and

¢ Mec.a.

~

.. egulation of manufacturers of therapeutic goods

Good manufacturing practices

a Australia, manufacturers of therapeutic goods are required to hold a licence, except for
manufacturers of medical devices who are required to have conformity assessment certification
(issued either by the TGA or by one of the European Notified Bodies). To obtain the licence, a
manufacturer must demonstrate that they have the ability to comply with good manufacturing
principles (GMP), which include relevant Codes of GMP and Quality Systems, and have
appropriate facilities to manufacture safely. Overseas manufacturers of therapeutic goods
supplied to Australia must provide evidence of compliance with equivalent GMP standards or
otherwise undergo on-site inspections in the same manner as manufacturers based in Australia.
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GMP is a generally accepted term internationally to describe a set of principles and procedures
that, when followed by manufacturers of medicines and biologicals, helps to ensure that the
products manufactured will possess the required quality.

The GMP related regulatory activities undertaken are as follows:

Licensing

The TGA usually undertakes on-site inspections of Australian manufacturers prior to the issue of
a licence to ensure that the manufacturer can comply with the manufacturing principles set
under the Act and has suitable premises to undertake the proposed manufacturing steps. The
extent of the inspection depends on the size and complexity of the manufacturing processes.

The TGA participates in international harmonisation activities to ensure that GMP require~ents
applied in Australia are best practice.

Monitoring GMP compliance

The TGA has an on-going program of verifying the suitability of manufacture»- to pr. duce
therapeutic goods for supply in Australia. The TGA undertakes periodic pl~tinea nd unplanned
inspections of manufacturers to assess the level of compliance with the ~op.. ~able
manufacturing standards, both domestically and overseas. The level and 1. ~quency of
inspections for a particular manufacturer is influenced by its size anc. ~omlexity but also by its
compliance history. In particular, manufacturers with a history ut lowelr ievels of compliance are
subject to a higher frequency of on-site inspections, compared vith r ore compliant
manufacturers, to help ensure that therapeutic goods supy.. 1 1. ..ustralia are of appropriate
quality and to allow TGA to take appropriate regul>tory iction wvhere safety concerns are
identified.

D: Clinical trials

The TGA reviews the use of unapproved mea. ‘nes and medical devices to be made available to
patients participating in a clinical tria’. Tk ~e are two schemes under which clinical trials
involving medical devices may be cornd:.cte 1:

e (Clinical Trial Notification (( [N) Si heme—this involves a notification only with a nominal
notification fee (no appr 2va. >+ “ecision is made by the TGA)

¢ Clinical Trial Exemrtion (L X) Scheme—this process comprises an assessment of summary
data and usage gnide. nes for a proposed clinical development program, and if approval is
granted the svoseq enutrials must be carried out under the terms of the approval and be
notified fo the TGA, .nd

e apilotnrog m for Good Clinical Practice (GCP) inspection program was completed in the
2017-20 fnancial year. The GCP inspections program strengthens the clinical trials
env..onm :nt by addressing a gap in regulatory oversight of the conduct of Australian clinical
L. ls.‘sne TGA has assessed the effectiveness of the pilot program and is implementing an
ong. ing GCP inspection program that will strengthen Australia as an attractive clinical trial
.. .stination for both local therapeutic goods sector and in attracting internationally
sponsored clinical trials.

Design of cost recovery charges

Costs of TGA activities

In line with the Australian Government Charging Framework costs are categorised into the
following groups for cost allocation:
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Direct costs: can be easily traced to a cost object3 with a high degree of accuracy. The allocation
of direct costs to a cost object is relatively straightforward. The most common direct costs are
staff salaries (including on-costs such as training, superannuation and leave) and supplier costs
(e.g. contractor costs).

Indirect costs: are the costs that cannot be easily linked to a cost object or for which the costs of
tracking outweighs the benefit. Indirect costs are apportioned to a cost object using the internal
costing methodology. Common indirect costs include overhead costs such as corporate costs
(e.g. finance, human resources, IT, office accommodation) and salaries of staff in support areas
(e.g. regulatory practice and support functions).

While most capital assets are funded through TGA cash reserves, depreciation and amortisat®
costs are included in costing as direct or indirect costs. This cost is also taken into conside~ ition
in the bottom up costing for new items of fees and charges.

The TGA uses a software solution for activity based costing (ABC). The staff work efl \r* cay cured
through a work effort survey attributes the time of regulatory effort to each reg-... *or, = _cvity
and determines the direct cost. Indirect costs are allocated to regulatory acti***ies o.. the basis of
full-time equivalent (FTE) allocated to each cost object.

The diagram below depicts how the current cost model attributes direct. ~d 1. direct costs to
TGA activities. The current cost model is being reviewed as part of r. 7iew 0. TGA fees and
charges.

Aggregation based © ~tuc. " "Localon by Salary of FTE

Allocation by FTE
Cop tek
Suppe.
TGA & Reguiatory
Division Executive
Aliccation by FTE
Direct Allocation
Departriental Support Mm
Adhisory Commitiess Executive
Aliccation by FTE
Direct Allocation
Deparimenta Regulatory Secion
Support Staff
Activity [ Sub-process | Other Cost Pool
Siaff efiort data and mapping (Allocation by Revenue or Wolume)
3 A specific process, output or activity to which costs are assigned.
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A summary of TGA costs by industry sector can be found in Appendix 1 - Financial performance
by industry sector group.

Fees and charges

“The characteristics of a government activity determine the type of cost recovery charge used.
There are two types of cost recovery charges.”

“Costrecovery fees: Fees are charged when a good, service or regulation (in certain
circumstances) is provided directly to a specific individual or organisation. Fees are used to
recover the cost of the pre-market services performed. Fees are designed to reflect as closely as
possible the underlying cost of service.”

For example, application, evaluation and inspection fees. TGA has limited authority under “1e
Act to waive or reduce fees.

“Cost recovery levies: Charges are imposed when a good, service or regulation is p: ovide( to a
group of individuals or organisations (e.g. an industry sector) rather than to a sy ~ific ~~.vidual
or organisation. A cost recovery levy is a tax and is imposed via a separate tay~ion . -t. It differs
from general taxation as it is ‘earmarked’ to fund activities provided to the ¢ ,rou, that pays the

levy. ”

All therapeutic products registered, listed or included on the ARTG ~ve sut ~ct to annual charges
(a type of levy) except for export only products. Annual charges 2»~us 4 t, recover the costs of
pharmacovigilance and other post market monitoring and comr slianc~ activities where:

* they cannot be reasonably assigned to individual sporse =

* revenue generated through levies is earmarked . ~ th acti’ ity provided to the group of levy
payers

Different levels of pharmacovigilance are required . ~ .ifferent classes of therapeutic goods
depending on the level of risk the good cou. ! pose. Annual charges have been set to reflect the
level of pharmacovigilance and post-market v rk required (and associated costs) for the
regulated good rather than the size of che . dividual business. For example, the annual charge
for a class I medical device is ninetv ao’ ars whereas for a high-risk prescription medicine
(biologic) the annual charge is $/,410. '1.us is because post market monitoring cost of a low risk
device (such as band-aid < .ad gi ves) s much lower than the costs of a high risk biologic
medicine (blood product an vacu.ues).

Regulatory r<a1.ns: Review of medicines and medical
devices rzcula.ion

In order to ens ‘e that Australia continues to be well positioned to respond to emerging global
trends, “a 205, an expert panel undertook an independent review of medicines and medical
devices . cgul- don to identify areas of unnecessary, duplicative, or ineffective regulation that
oult “e sueamlined and opportunities to enhance the regulatory framework.

To . ~hieve long-term sustainable reform, a strategic and systems-based approach and the
response to the Expert Panel Review of Medicines and Medical Devices Regulation was released
in September 2016. It supported 56 of the 58 Review recommendations. In summary, those
recommendations were:

¢ expanding the pathways by which sponsors can seek marketing approval for a medicine or
medical device, including making provision for utilisation of assessments conducted by
comparable overseas regulators, and for expedited assessments in defined circumstances;

* identifying comparable overseas regulators using transparent criteria;
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* enhancing post-market monitoring of medicines and medical devices and streamlining post-
market requirements for products in the ARTG;

* improving transparency and predictability of processes and decisions, to ensure Australians
have timely access to high quality, safe and efficacious products;

* expanding the pathways by which sponsors can approve an ingredient for use in a listed
medicine, and for marketing approval of a listed complementary medicine;

* enhancing the transparency and predictability of processes and evidence requirements
associated with ingredient approvals and complementary medicine marketing approvals;

* improving and clarifying the interface and synergies between the market approval of
therapeutic goods and advertising requirements that ensure consumer protections ar.
balanced with the availability of information for consumers and health profession-1. o
make informed spending and health decisions; and

* enhancing and streamlining the advertising framework to facilitate and ma .n.. -e
compliance and the management of complaints.

The majority of the reforms have been implemented, while some longer *eri. reforms are still
progressing, including particular reforms that commenced later in the im"=»mentation. The
staged approach allowed adequate transition times to safeguard the ¢ "ntir ued availability of
therapeutic goods on the Australian market.

Consistent with the 2016-17 Budget decision, the reforms * ~nlc ~.tation costs were met from
the TGA reserves. Therefore, it had no impact on industr v. The ongoing costs, if any, are being
recovered through fees and charges levied as per the Au. +ali.n Government Charging
Framework.

2020-21 Fees and Annual "harges — effective 1 July 2020

A. Indexation increase for 202%5-2 .

In January 2020, the TGA budgr ¢ forerast for 2020-21 suggested that an increase of 4.3% would
be required to the TGA fecs anc ~har<,es to absorb the anticipated increase in known costs only,
while maintaining the TGA 1. 'ources at existing level. The majority of the increase in costs was
because of the estimatc * incre..es in staff and contractor expenses due to salary increase as per
the Enterprise Agreemen. ‘$3.8 million), and corporate costs and depreciation ($3.3 million).

This forecast asst med c ynstant demand for the TGA services in 2020-21, however, following the
outbreak of - » COv..-19 pandemic, a significant downturn is expected for certain TGA
activities. " aa. “i.n, medical devices revenue will reduce by approximately $2.6 million
becauss of ! rer annual charges for certain classes of medical devices (discussed later in the
CKIS). Tue in rease in medical devices applications as a result of COVID19 has stabilised and the
“lin ~acuof the COVID19 is not known yet.

Witl. 2 view to minimise the impact on industry, an increase of 1.95% was approved by
Government to most fees and charges from 1 July 2020 which was based on an indexation factor
s follows:

¢ 50% of cost price index Sep 2018 to Sep 2019 of 1.7% : 0.85%
¢ 50% of wage price index Sep 2018 to Sep 2019 of 2.2%: 1.1%.

The 1.95% increase is consistent with the long-standing practice which industry is well familiar
with. Indexation of fees and charges is also consistent with government policy. The indexation-
based increase to fees and charges not only provides certainty to sponsors but also offers
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opportunities for efficiency gains through TGA’s business process improvements. The TGA
would need to achieve significant internal efficiencies to absorb additional costs in 2020-21.

In applying the indexation factor, fees and charges are rounded to the nearest $10 for items less
than $10,000 and to the nearest $100 for items $10,000 and above. Due to the rounding policy
and low indexation increase, a number of low-level fees remained unchanged for 2020-21.

B. Revision in fees for consent to supply goods that do not comply with
applicable standards

Under sections 14 and 14A of the Act, sponsors can seek the Secretary’s consent to supply
medicines and biologicals that do not comply with the applicable standards. Similar provisi~ns
exist in sections 41MA and 41MAA for seeking the Secretary’s consent to supply medical a ~ices
that do not comply with the Essential Principles. Generally, non-compliance relates to .. 1l ~
and changes to the details (name/address etc.) of the sponsor or manufacturer. The ‘er.eti ry’s
delegate grants consent when the sponsor/manufacturer can provide evidence »“2n
appropriate risk mitigation strategy.

Different fees applied for medicine (including biologicals) and medical dev. ‘e con.ent
applications until 2019-20 - even though the processes are broadly sim.. >r. 5, onsors of medical
devices also raised a concern that the current fee was too high espec‘ally fc . a single application
with a large number of products covered by different ARTG entr?

While the previous fee was set at the appropriate level where « ~ons’ nt application contained a
single ARTG entry, the cost of processing an application cunw ‘niug multiple entries rises
marginally for each additional entry included in the sam. » appl :ation, and not proportionately to
the increase in the number of entries.

To address the above issues, we introduced a revi. ~d fe : structure for obtaining the Secretary’s
consent for all types of therapeutic goods ~om 1 July 2020 as follows:

» application containing one entry - $490; a. 1

e application containing more than o.e e 1try involving the same non-compliance issues for
such entries - $490 for the fi st entr, plus $100 per additional entry included in the
application.

This fee structure is com Jliai. with the CRGs and would benefit majority of sponsors of consent
applications. For exam}. . for a medical device sponsor, an application with 10 device entries
would only require .. 'me *of afee of $1,390. This is a saving of $3,220 on the previous fee (10
x $460 previous f ‘e per pplication = $4,600). The overall impact on the TGA revenue is not
significant.

C. Fer fe. rarly scientific advice for generic medicines

Yarl, ~cier Lric advice is designed to assist companies to confirm the data requirements prior to
s' “mit. 1g an application for registration of a new generic medicine where current guidance is
aot . citable due to the unique technical complexities of the product. The targeted external
consultation in 2019 consistently supported the introduction of early scientific advice on
roposed justifications for bio waivers for prescription medicines and a fee that is
commensurate with the effort and resources required to evaluate the requests.

A fee of $8,570, which is based on staff effort as per activity-based costing, was implemented
from 24 July 2020. This is an optional step (and associated fee) for applications for registration
of certain generic medicines although sponsors can continue to submit their applications
through the current processes without the proposed step and associated fee.
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D. Lower annual charges for certain medical devices in 2020-21

In response to significant decreases in income by parts of the medical devices industry supplying
to elective surgery (as a result of its suspension during the height of the COVID-19 pandemic),
the Government agreed to provide some relief from TGA charges to the sponsors with the most
affected products. This relief is provided to higher risk medical devices that have been
particularly affected by the hold on elective surgery. These are Class Ila, IIb, IIl or AIMD medical
devices that are listed prostheses as defined in the Private Health Insurance (Prostheses) Rules
(No.1) 2020, as in force on 8 April 2020 (e.g. implantable defibrillators, cardiac pacemakers and
Cochlear implants). The Therapeutic Goods (Charges) Regulations 2018 prescribe 50 per cent
lower annual charges for the above classes of medical devices that would otherwise have
applied, to help alleviate the impact of reductions in elective surgeries because of COVID-19

As a result of this, the annual charge for 2020-21 (only) for the inclusion in the ART«
and where the device is a listed prosthesis will be:

a. for all kinds of medical devices that are Class I1a and Class IIb medical devic.s $4. 2, and
b. for all kinds of medical devices that are Class III and Class AIMD medica de\ -es - $600.

Currently there are 297 AIMD, 2,534 Class Il and 1,867 Class Ila and IIb ~ea. al devices that are
listed prosthesis. The impact on the TGA revenue in 2020-21 will be  redvu. tion in revenue by
approximately $2.6 million.

A summary of fees and charges for 2020-21 can be found on T\ A we'ssite.

Stakeholder consultation

Stakeholder engagement < ‘rategy

The TGA has a long standing practice 7. u deri.king targeted consultation with peak industry
bodies regarding fees and charges. Bi.af:ra .neetings are conducted each year to discuss the
detailed financial performance a-.u cha. 7_s to fees and charges with focus on the forthcoming
financial year. The TGA asks pe 'k boc es to bring any proposals for fees and charges to the
attention of their members Aro. - ‘ne same time, the TGA publishes a public consultation
paper on fees and charge s to , ovide an opportunity for wider industry and other stakeholders
to comment on the prop. sed fees and charges.

Industry associations a = aiso regularly consulted in the process of regulatory development and
reform, and feedt ckis caken into account in developing regulatory impact statements, and any
relevant cos. ~coveiy arrangements. The TGA uses a number of forums to consult and
dissemin-zint. .ation regarding the TGA cost recovery, including:

e = the . A Consultative Committee consultation forum with industry and non-industry bodies
1i. olved in the manufacture, use and consumption of therapeutic goods;

. e TGA Industry Forum is a sub-committee of the TGA Consultative Committee, providing
consultation and feedback on industry specific issues;

¢ industry working groups for prescription and non-prescription medicines;

e the TGA-Industry Working Group on Good Manufacturing Practice which facilitates
consultation between TGA and the industry on matters relating to good manufacturing
practice; and

¢ the Regulatory and Technical Consultative Forums for medical devices and for
complementary medicines.
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The TGA uses additional means of consultation to ensure that stakeholders have been provided
sufficient opportunity to comment on more significant changes in cost recovery policy or where
more complex changes to fees is being considered or where there are multiple options for
setting fees and charges.

Under the Government’s guide to regulation, direct financial costs such as fees and charges
attached to a regulation are excluded from the Regulatory Burden Measurement Framework.
Accordingly, the TGA does not prepare a Regulation Impact Statement for amendments to fees
and charges for therapeutic goods and manufacturing licenses. This is consistent with advice
from the Office of Best Practice Regulation. Activity-based costing is the well-established
mechanism for setting fees and charges and a comprehensive targeted communication strategy
is TGA’s established consultation approach.

The TGA also reports to stakeholders against a set of agreed Key Performance Indicators.

Based on stakeholder feedback, the TGA enhanced its consultation process for fee at 1 .nar zes
from 2019-20 onwards. In addition to inviting three additional medical industry . ~dic_, .ne TGA
also brought forward the bilateral meetings to December each year to provid- nore otice of
changes to sponsors.

The TGA'’s stakeholder engagement strategy was also included in the con. lta.ion paper on the
2020-21 fees and charges proposal to seek comments from stakeho. "ers wi.h a view to further
improve the strategy. However, no specific comments were rece’,cd.

Stakeholder engagement survey

As part of implementing the recommendations from “e. ~n!cation of Cost Recovery Principles
report issued by ANAO in May 2019, the TGA und' rtoo. 2 targeted survey in October 2020 to
gain feedback on the TGA’s engagement on cost re ~very matters from sponsors and industry
bodies. This survey was in addition to the nnual stakeholder survey conducted by the TGA to
obtain feedback from the wider stakeholder ~mmunity including health professionals and
consumers. The survey was distribute~ w. 2 sa. .ple of around 6,000 sponsors who paid TGA fees
or charges in the last two years and L.iv: pi v vided their email address and the thirteen peak
industry bodies which attend the ..inu. ' F.lateral meetings.

Out of the 831 response receive ' (rec ponse rate 14%), approximately 65% were from medical
devices sector, 15% from co. nlementary medicines,12% from combined prescription and over
the counter medicines - ctor a. d 2% from blood, tissues and biological sector. The rest
indicated ‘Other’ as t-= be * representation of the sector. Around 87% of the respondents were
aware the costs 0" the 1 7A's regulatory activities is recovered through fees and charges levied
on the thera~etiv 70or's industry in accordance with the Australian Government Charging
Framework: v -=rall, the quantitative data showed high level of satisfaction in the consultation
process.

The TGa will.ook at increasing direct communication to sponsors through direct emails,

"ebii. rs and other forums. The TGA will explore ways to enable more sponsors to provide
ir ..t to che yearly consultation on fees and charges. This will include providing sponsors with
direc. notice about the publication of a consultation paper and presenting information in a
manner that will improve understanding of the policy basis and considerations for the TGA’s
proposed fees and charges.
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Consultation on the 2020-21 fees and charges

Consistent with previous practice, the TGA consulted with thirteen industry representative
groups in December 2019 through a series of bilateral meetings:

¢ Medicines Australia;

¢ Generic and Biosimilar Medicines Association;

* AusBiotech;

¢ Medical Technology Association of Australia;

¢ Pathology Technology Australia;

* Australian Dental Industry Association;

* Australian Self Medication Industry;

* Complementary Medicines Australia;

* Accord Australasia;

* Optical Distributors & Manufacturers Association of Australia4:
* Assistive Technology Suppliers Australasia;

e Australian Medical Device Distribution Association; 7 ad
e MTP Connect.

In order to obtain broader feedback from industry and r ther stakeholders, the TGA undertook a
public consultation of its fees and charge: “hrough its website, which ended on 28 February
2020.

The majority of the industry bodies ir dicu. 1 their support for the increase to fees and charges
by the indexation factor at the bilateral me :tings and six industry bodies took the opportunity to
present their industry view in t’.e pub'ic consultation. Eight submissions were received through
the public consultation - Cix frc ~ ind .stry bodies and two from sponsors of therapeutic goods.
Three of the submissions frc ~ inuustry bodies confirmed their support to increase the fees and
charges by 1.95%. One ~:ak be 'y supported the indexation-based increase at the bilateral
meeting in December 20. ™ however later requested that the Government not apply any
increase because st the ‘ikety impact of the COVID-19 pandemic on business and the economy.

Two industr »odie. .1 the medical devices sector were not supportive of the increase to TGA’s
fees and charge e to the increasing costs of doing business and inability to pass on such costs
to their cust- mers to remain competitive in the market. A not-for-profit organisation sponsoring
clinical u1als did not support the increase in fees and requested to abolish fee increases for not
“arp. fit academic organisations.

".he ~edback from the submissions was put forward to Government for consideration along
with the proposed fees and charges for 2020-21.Feedback was taken into account and with a

iew to minimise impact on industry only indexation increase of 1.95% in fees and charges was
approved despite more than 4% increase in expenses in 2020-21.

4 Optical Distributors & Manufacturers Association of Australia couldn’t attend this year’s bilateral meeting. Therefore, the bilateral

meeting presentations were provided to them for their feedback.
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Financial and non-financial performance

a) Financial performance

Financial performance in previous financial years

Details 2015-16 2016-17 2017-18 2018-19 2019-20

Actual Actual Actual Actual Actual
$m $m $'m $m $'ms

Revenue from 3.177 2.574 2.439 2.257 8.534

Government

Sale of goods and 141.539 139.037 152.905 159.000 luc.vd4

services

Other revenue and 0.148 0.012 0.001 04y -

gains

Total A 144.864 141.623 155.34, 161.305 176.578

Employee expenses 66.158 78.781 /5.8L " 93.619 86.728

Suppliers 57.849 61.686 62.837 57.556 74.838

Depreciation and 4.672 4.286 6.846 7.518 7.995

amortisation

Write-down and 0.105 .61 2.895 1.448 1.599

impairment of assets

Total B “28., 1 146.715 148.380 160.141 171.160

Surplus (deficit) 16.080 (5.092) 6.965 1.164 5.418

Retained su ~’us 48.680 43.589 50.554 51.717 47.683

% of Re.ained surplus 34% 31% 33% 32% 27%

t. TGA "~ .uge’

U il 20.8-19, the TGA's activities were primarily cost recovered from industry except for the
cost . { the medicines and chemicals scheduling function for which an appropriation is provided
by the Government. In addition, the TGA continued to receive appropriation funding in the form
uf an interest equivalency payment for funds held in the TGA special account (reserves). From
2019-20 onwards, an additional funding was approved by the Government for activities that are
not appropriate for cost recovery from the industry.

The surplus in 2019-20 was $5.42 million above the approved budget. The revenue ended up
above budget by $7.49 million primarily due to increase in medical device applications and
appropriation revenue. Expenses were above budget by $1.76 million due to increase in

5 Extract from Department of Health 2019-20 Annual Report
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corporate expenditure by $5.99 million, offset by reduction in employee expenses of $4.24
million, compared to budget. The appropriation funding for 2019-20 included $2.78 million for
the opioids campaign and $3.47 million for the fee free services.

Detailed financial performance information is discussed with industry representative bodies at
bilateral meetings held each year.

The TGA aims to maintain reserves to provide a buffer for volatility in revenue streams (the
number and type of evaluation applications) and respond to major external or unplanned
impacts (recalls, product tampering). The target for the reserve balance is set at around 25% of
operating budget. While until 2014-15 accumulated reserves remained within the target level,
since 2015-16 these have remained above that target although reduced in 2016-17 as a resp’” »f
the costs of implementing the 2016-17 Budget measure “Improving the Regulation of
Therapeutic Goods in Australia” which involves expenditure of $20.4 million from TGA rese. "es
over four years. The surplus in 2017-18 allowed the TGA to recoup earlier than plan’.ed . part of
the $20.4 million drawn from its reserves.

In view of the 2020-21 Budget decisions to make investments of $22.8 millio» ‘n the "GA
business systems and UDI, retained surplus would drop in coming years.

Depreciation is accumulated in cash reserves for the replacement of asse. ~ T1.> Government
expects the TGA to manage within its cost recovery resources and ti. refor - investment in new,
or replacement of existing, business systems, must come from tF_ ‘esp. sible management of
cash reserves.

Financial estimates for budget and three forward ye: cs

Financial Estimates 2020-21 2022-23 2023-24
‘ Estimate Estimate

’

$'m m

Revenue from Cost 172, *70 173.378 175.061 179.494
Recovered activities (see
Note 1 for 2020-21 Budget)

Government Appropria‘ion 11.979 8.727 15.564 15.523

Expenses (see No*_ . “or 180.615 183.536 192.057 195.494
2020-21 Budget,

Surplus(Pefic. (1.166) (1.431) (1.432) (0.477)

* Rev nue from .overnment includes the current government appropriation for Scheduling function and interest
. “orop. “tion for TGA Special Account along with the 2019-20 MYEFO funding provided by the Government.

Note.

1. Assumes constant volumes, includes 1.95% increase and takes into account $2.576 million reduction in medical
devices revenue due to lower annual charges in 2020-21 certain classes of medical devices. However this doesn’t
take into account the potential loss of revenue of $9.2 million due to COVID 19 as follows:

a. Loss of overseas GMP inspection revenue due to pause on international travel until 31 December 2020
$3.058 million; and

b.  Decline in new prescription medicines applications because of halt on clinical trials $6.1 million.

2. Known increase in expenses in 2020-21, maintaining existing resources, is estimated to be $7.1 million as
follows:
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a. Increase in salary and contractor expenses is mainly due to a 2% increase in salary, and increment
advancement as per Enterprise Agreement - $3.8 million;

b. Increase in corporate expenses - $2.5 million;
¢.  Increase in depreciation $0.8 million.

We need to find internal savings of $3.703 million to absorb increase in non-discretionary costs because TGA revenue and
appropriation would only increase by $3.397 million in 2020-21.

Financial performance by industry sector group is included in Appendix 1.

b) Non-financial performance

Each year we provide information about our regulatory performance through the TGA *»nu."'
Performance Statistics Report and the Half Yearly Performance Snapshot. We also re yor.
annually on our performance against the Regulator Performance Framework throug, che . GA
Self-Assessment (Key Performance Indicators) Report.

The statistics contained within this report cover the period 1 July 2018 to ™) Jun. 2019, and
contribute to annual publications that track our progress against the pr. ritic - we have
established for the financial year.

Risk assessment

A cost recovery risk assessment for the annual increases co fe. 5 and charges was undertaken in
April 2020 resulting in an overall low risk rating fo, TG = cos’ recovery arrangements. The cost
recovery risk rating of low is based on assessment ur v. = criceria using the Charging Risk
Assessment (CRA) template. The key medium to I ¢h ris s for cost recovery are that the amount
to cost recover exceeds $20 million and t* e source v ccovery is through fees and levies. All
other risk factors render a low risk rating.

The most likely risks identified for an- or_~ing changes to cost recovery arrangements were:

e costrecovery fees creating a ~...inc. »*.ve to products entering the market;
* inherentrisks in imp!.men ‘ng dj erse cost recovery arrangements; and
e potential for misundr sste. 1ing of how fees and charges are calculated.

These risks are addresse * by:
e continued im rover ents in regulatory and administrative functions;
e implemcn ngbest practice in ABC methodology;

* _wo Kirg < osely with stakeholders and industry representatives to mitigate the cost impact
*1 busines.s; and

* ens..ing charging practices are aligned to our services and are transparent and defensible.
From a regulatory perspective risk management is applied to regulating therapeutic goods by:

* identifying, assessing, and evaluating the risks posed by therapeutic goods before they can
be approved for use in Australia (pre-market assessment or evaluation);

* identifying, assessing, and evaluating the risks posed by manufacturing processes before a
manufacturer is issued with a licence to manufacture therapeutic goods (licensing of
manufacturers); and

* identifying, assessing, and evaluating the risks that may arise following approval of the
product and licensing of the manufacturer (post-market surveillance).
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Key forward events

Key forward events schedule Next scheduled update

Fees and charges for 2021-22

1July 2021

Portfolio Charging Review

2022

CRIS approval and change register

Date of CRIS Approver CRIS change
change
-
01/07/2016 Secretary Department | Consolidated CRIS updated.o: * July 2016
of Health
30/06/2017 Secretary Department | CRIS updated for in ~oduc . g new fees for a
of Health number of regul-"sry  ~f~rms and other
changes to fee and charges from 1 July 2017
20/12/2017 Secretary Department | CRIS up-.ated ‘or introducing new fees for
of Health Pri. ~ity 2evie v pathway for medical devices
frein - Tanuary 2018
28/03/2018 Secretary Departm~nt | CR.. _pdated for introducing new fees for a
of Health number of regulatory reforms from 19 March
2018
24/06/2018 Secretary Denar’ meiit | CRIS update for introducing changes to fees
of Health and charges from 1 July 2018
12/10/2018 First. -sistaut CRIS update for lowering the application fee for
S-cretair, Regulatory | exportonly medical devices
Pr. “tice & Support,
+ PRu
05/02/207 . Deputy Secretary, CRIS update for financial information
HPRG
11°96/201% Deputy Secretary, CRIS certified for introducing changes to fees
HPRG and charges from 1 July 2019

B

| 19/v6/2019 Minister for Health CRIS approved for introducing changes to fees
and charges from 1 July 2019
27/11/2019 First Assistant CRIS update for financial information
Secretary, Regulatory
Practice & Support,
HPRG
25/01/2021 Minister of Health CRIS for 2020-21
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Appendix 1 - Financial performance by industry
sector group

1. Prescription medicines

Revenue and 2015-16 2016-17 2017-18 2018-19 2019-20

expenses Actual Actual Actual Actual Actual
$'m $'m $'m $'m

Costrecovery 71.7 68.5 72.9 74.8 80.6 1

revenue

Total A 71.7 68.5 72.9 74.8 0.0

Direct 36.9 40.0 394 41.5 44.6

Indirect 26.3 28.3 28.8 54 30.7

Total B 63.2 68.4 68.2 7.9 75.3

Surplus (deficit) 8.5 0.1 4. 2.9 53
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2. Over the counter medicines

Revenue and 2015-16 2016-17 2017-18 2018-19 2019-20
expenses Actual Actual Actual Actual Actual
$'m $'m $'m $'m $'m
Costrecovery 6.7 7.8 9.0 10.3 9.9
revenue
Total A 6.7 7.8 9.0 10.3 9.9 ’
Direct 2.8 3.0 2.9 3.7 4.2 |
Indirect 2.3 2.6 2.4 3.0 > —|
Total B 51 5.7 53 6.7 J_ .4
Surplus (deficit) 1.6 2.1 3.7 34 | 2.5
Cost Recovery Implementation Statement Page 34 of 40

V1.0 February 2021



Therapeutic Goods Administration

3. Complementary medicines

Revenue and 2015-16 2016-17 2017-18 2018-19 2019-20
expenses Actual Actual Actual Actual Actual
$'m $'m $'m $'m $'m
Costrecovery 15.7 13.8 14.5 15.1 16.6
revenue
Total A 15.7 13.8 14.5 15.1 16.6 |
Direct 7.2 7.3 6.9 10.2 2
Indirect 5.2 5.6 5.3 7.6 | o5
Total B 12.4 129 121 17.C 19.7
Surplus (deficit) 3.3 0.9 2.4 (2.7, (3.1)
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4. Medical devices, including in-vitro diagnostic (IVD)
devices

Revenue and 2015-16 2016-17 2017-18 2018-19 2019-20
expenses Actual Actual Actual Actual Actual
$'m $'m $'m $'m $'m
Cost recovery 34.3 37.2 40.6 411 46.3
revenue
Total A 34.3 37.2 40.6 41.1 46.3 |
Direct 171 19.6 20.6 22.0 N0
Indirect 12.2 13.8 16.9 18.2 1,.4
Total B 29.4 33.3 37.6 40.” 44.0
Surplus (deficit) 4.9 3.9 3.0 (W] 2.3
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5. Good manufacturing practices

Revenue and 2015-16 2016-17 2017-18 2018-19 2019-20
expenses Actual Actual Actual Actual Actual
$'m $'m $'m $'m $'m
Costrecovery 11.2 9.9 13.2 12.4 15.2
revenue
Total A 11.2 9.9 13.2 12.4 15.2
Direct 7.8 8.7 8.8 8.6 .0
Indirect 5.4 5.7 6.2 5.9 | i
Total B 13.2 14.4 14.9 14.7 15.8
Surplus (deficit) (2.0) (4.5) (1.7) (2.1, (0.6)
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6. Blood, blood components and biologicals

Revenue and 2015-16 2016-17 2017-18 2018-19 2019-20
expenses Actual Actual Actual Actual Actual
$'m $'m $'m $'m $'m

Costrecovery revenue 2.2 2.6 2.4 2.7 2.7
Total A 2.2 2.6 2.4 2.7 2.7
Direct 1.6 2.0 2.0 2.3 2.6
Indirect 1.3 1.6 1.7 1.9 1 ‘3-
Total B 2.9 3.6 3.6 4.2 ) 4_ |
Surplus (deficit) (0.7) (1) (1.2) (a7 I (1.7)
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7. Other activities (such as laboratory, medicines and
chemical scheduling etc.)

Revenue and 2015-16 2016-17 2017-18 2018-19 2019-20
expenses Actual Actual Actual Actual Actual
$'m $'m $'m $'m $'m
Revenue 2.0 1.7 2.7 49 5.1
Total A 2.0 1.7 2.7 4.9 5.1
Other Expense 2.0 2.7 2.6 4.9 4 \
MMDR Expense N/A 6.9 4.1 N/A I /|
Total B 2.0 8.6 6.7 4.0 l 4.5
Surplus (deficit) 0.0 (6.9) (4.0) (O.L_‘ 0.6
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