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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) implements cost recovery activities 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 is a part of the Department of Health and contributes to Outcome 5 as outlinec n th:
2016-17 Portfolio Budget Statements:

Outcome 5: Regulation, Safety and Protection

Protection of the health and safety of the Australian community and prepai ~dness to respond to
national health emergencies and risks, including through immunisatich, initlatives, and
regulation of therapeutic goods, chemicals, gene technology, an« biood ai.u organ products.

5.1: Protect the Health and Safety of the Comr..unity l.rough Regulation

The Government aims to provide a world class, efi cient nd tir ely regulatory system for
therapeutic goods. In 2016-17, the TGA will contiruc o proiiiote best practice regulation
through business improvement and regulatory r- form, hile meeting the Australian
Government’s expectations under the Regulator Fc¢ -forrnance Framework.

To achieve this outcome, the TGA approves and regulates products based on an assessment of
risks against benefits. The Australian Coiimuii ity expects therapeutic goods in the marketplace
to be safe, of high quality and of a stuadura 2t least equal to that of comparable countries. The
TGA regulates therapeutic goods throu sh:

e pre-market assessment;
e post-market monitouring «nd enforcement of standards; and

e licensing of Aii_iraliai: manufacturers and verifying overseas manufacturers' compliance
with the sa1 e stai dards as their Australian counterparts.

Therapeut.c 7oods «.e divided broadly into 3 classes: medicines, medical devices and
biologic:ls. Melicines must be entered as either 'registered’ or 'listed' medicines on the ARTG.
Medi al devices and biologicals must be 'included’ on the ARTG before they may be supplied in
or exported rom Australia, unless exempted.

“a pioblem is discovered with a medicine, device, biological or manufacturer, the TGA is able to
tak action. Possible regulatory actions vary from continued monitoring to withdrawing the
product from the market and revoking or cancelling a manufacturing licence.

Risk management approach

All therapeutic goods carry potential risks, some of which are minor, some potentially serious.
The TGA applies scientific and clinical expertise to its decision-making to ensure that the
benefits of a product outweigh any risk. The level of regulatory control increases with the level
of risk a medicine or medical device can pose. The risk-benefit approach assures consumers that
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the products they take are safe for their intended use, while still providing access to products
that are essential to their health needs.

Industry groups

The TGA’s cost recovery arrangements cover the following industry sectors:
e Prescription medicines

e Over the counter medicines

e Complementary medicines

e Medical devices, including in- vitro diagnostic (IVD) devices

e Good manufacturing practices

¢ Blood, blood components and biologicals

While some funding is provided to the TGA by the Government in the form o. ~n intcrest
equivalency payment against the special account balance (reserves), the vinlk oi funding is
generated through fees and charges charged under cost recovery ari ingemc nts.

Policy and statutory authority to ~ost recover

Where specific demand for a government activity is crei red by 'dentifiable individuals or
groups, they should be charged for it unless the gov rnm:nt h- s decided to fund that activity.
Where it is appropriate for the Australian Goverr nen' to participate in an activity, it should fully
utilise and maintain public resources, through ap ropriite charging. The application of charging
should not, however, adversely impact disadvantag. /iustralians.! The Australian
Government’s overarching cost recovery policy is that, where appropriate, non-government
recipients of specific government activiti=s s;.nuld be charged some or all of the costs of those
activities. The cost recovery policy pomou s consistent, transparent and accountable charging
for government activities and sunnort: the proper use of public resourcesz2.

Cost recovery involves tlie governme nt entities charging individuals or non-government
organisations some or all ¢ the ¢ .ent costs of a specific government activity. This may include
goods, services or regl/ation, or a combination of these. The Australian Government Cost
Recovery Guidelines (L *Gs) set out the overarching framework under which government
entities design, i.ip.-ent and review cost recovered activities.

In the 1967-98 L ndge!, Budget Paper No.2, Part I[I: Revenue Measures it was stated that the TGA
would fully i ccover all costs from industry from 1998-99. As the TGA operates on a cost
recove!y basis, \0 enable pre- and post-market regulatory activity, there are a number of fees
and chargcs ‘or therapeutic goods. These include annual charges, application and evaluation

fe s, conforiiity assessment fees and inspection fees which are imposed on manufacturers of
mea rines and medical devices.

The Therapeutic Goods Act 1989 (the Act) provides a legal authority for the TGA to charge for its
regulatory 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

1 Australian Government Charging Framework, 2015, available at www.finance.gov.au.

2 Under the Public Governance, Performance and Accountability Act 2013 (PGPA Act), revenue from cost
recovery is a public resource for both corporate and non-corporate Commonwealth entities. Section 8 of
the PGPA Act defines ‘proper’ use or management of public resources as efficient, effective, economical
and ethical.

Cost recovery implementation statement 2016-17 Page 6 of 35
V1.0 June 2016


http://www.finance.gov.au/resource-management/charging-framework/
http://www.finance.gov.au/resource-management/charging-framework/
http://www.finance.gov.au/

Therapeutic Goods Administration

manufacturers of medicines and medical devices. Applicable fees and charges are prescribed in
the subordinate regulations made under these Acts.

Cost recovery model

Outputs and business processes of the activity

1. Prescription medicines

Higher risk medicines, such as prescription medicines, must be registered on the ARTG befc 2
they are made available for sale in Australia.

Prescription medicines are available from a pharmacist, supplied with a doctor’s prescijtior
Otherwise, only authorised health care professionals can supply prescription me..cines, ciici as
in a hospital setting. Examples include vaccines, blood pressure tablets, diabet=: mea. ations,
contraceptive pills, antibiotics and strong painkillers.

There are some legal exemptions to the requirement for a prescription n.-dicin to be registered
on the ARTG before they are supplied in Australia. These are implen.onted i irough:

e the Special Access Scheme (SAS); and
e theclinical trials systems (CTX and CTN)

The business area responsible for administering t.:2se e emptions ensures that they are
administered in accordance with the legislative an< ' ~gulalory frameworks.

As the TGA operates on a cost recovery basis, to e:1able pie- and post-market regulatory activity
there are a number of fees and charges ior medicine.. these include annual charges, application
fees and evaluation fees.

Regulatory framework

Regulatory decisions are made within a "-amework of guidelines. The guidelines must maintain
currency with scientific und te hnica' developments.

International regulator, or i~ gulator groups such as the International Conference on
Harmonisation of Tect. ical Requirements for Registration of Pharmaceuticals for Human Use,
may publish guidclines tiiot are reviewed and may be adopted by the TGA.

Registration on the ARTG

Before hring placed on the ARTG, prescription medicines are assessed for quality, safety and
efficacy. This utilises the following process.

Applicauons

Al hpplications for registration of prescription medicines must be preceded by a pre-planning
submission form (PPF). TGA assesses all PPFs to ensure that application dossiers for registration
on the ARTG contain all the appropriate and required information. The information provided in
the PPF allows resources to be effectively assigned to the evaluation process. If the PPF is
insufficient for planning purposes or indicates that mandatory requirements have not been met,
the TGA may deem the PPF to be ‘not effective’ and the application will not proceed to the
dossier submission stage. The submission of the PPF improves the quality of applications and
helps in meeting legislative timeframes.
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Data evaluation

The data submitted with an application is divided into three types.

e Quality data evaluated by chemists, biochemists, microbiologists and other TGA officers
includes:

— 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
— pharmacology data
o Toxicology data

e C(linical data evaluated by a medical doctor (mostly results of clin.cal trii.s)

Decision making

Before making a decision around the suitability of a pres_ripinn medicine for registration on the
ARTG, the delegate may take into consideration irdeper dent e. pert advice provided by the
Advisory Committee on Prescription Medicines.

Regulatory decisions in relation to new chemical ntities or fixed dose combination products are
published through the Australian Public Assessmerni. T cport (AusPAR).

Any person whose interests are affected by (he decision may seek a reconsideration of the
decision under section 60 of the Act

Applications to change € etails ¢ registration

Once a product has been reogistc red, £11e sponsor can make further applications to change the
details of registration. Some ~xamples of the types of change that might be applied for include:

e achange in manufaci urer;

e anincrease n shel; life;

e achange n patient population (e.g. allowing children to use the medicine); and

e changii the intended use (usually adding an extra medical condition that can be treated).

Changes ii.ay or may not require evaluation of data by the TGA and the prescribed fees apply
“cord ingly.

Export

Medicines for export from Australia must be of a similar quality and safety standard as those
supplied domestically. However, they are not required to comply with the labelling standards or
advertising standards in force in Australia. Export only products are required to be listed (not
registered) on the ARTG before export.
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Special Access Scheme (SAS)

In the circumstances where patients need access to therapeutic goods that are not on the ARTG,
access to the therapeutic good may be arranged through the SAS.

TGA reviews each access under the SAS on a case-by-case basis.

Clinical trials

TGA reviews the use of unapproved medicines to be made available to patients participating in a
clinical trial.

Compliance monitoring and enforcement

Post-market activities undertaken in relation to prescription medicines include:

providing access to a comprehensive source of up-to-date consumer medicine inforinaticn
and product information;

review of Periodic Safety Update Reports to ensure the ongoing suitabii.' v of p: aducts for
registration on the ARTG;

monitoring risk management plans that detail how safety conceri:s will 1,2 identified and
mitigated post-registration;

ensuring that regular post-market reports are received fror spor sors;
Monitoring any international concerns about 2 prod ct’s se ety or efficacy

laboratory testing program on selected medic.nes, incluaing random and targeted sampling
of approved products;

publishing a Medicines Safety Update n each edition of the Australian Prescriber;
managing the problem reporting sys.em tor
— medicine deficiency or defect
— adverse reactiol. to a i 2dicir 2; and
undertaking appro; riate ~egulatory action for identified problems. Actions include:
— informing health care professionals and consumers about the risks of using the product;
— re-asses ing the benefit-risk profile;
— requiing product labelling changes;
— regyuiring design or manufacturing change;
rcquesting post-market studies;
- restricting access;
— recalling products; and

— removing the product from the ARTG.
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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.

Medicines are grouped into schedules according to the appropriate level of regulatory control
over their availability to consumers. 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 aszuciate!!
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 listec OTC
medicines, based on their substances or the indications made for the mediciri.. Registered
medicines are evaluated for quality, safety and efficacy prior to being acce pted ¢ the ARTG and
able to be marketed.

The pre-market regulatory process for OTC medicines include

e lodgement of an application for product registration o. listing 1. the ARTG;

e administrative and technical screening;

e scientific evaluation;

e label assessment;

e ensuring appropriate GMP is in place:

e requesting advice from the Adviso: y Cormittee on non-prescription medicines;
e advising the sponsor of th: outceme of the application process; and

e updating the ARTG

Once a product has beei: registered, the sponsor can make further applications to change the
details of registr atio.: Exaiuples of changes that may be sought include details related to labels,
shelf-life, formu ation, ndications or directions for use.

Listine an UTC medicine on the ARTG

The listinig process for an OTC medicine is the same as listing a complementary medicine which
is oxplained in the complementary medicines section of the CRIS.

Corapliance monitoring and enforcement

The OTC post-market regulatory processes include detection, compliance and enforcement:
e Detection

— undertaking laboratory testing of products (i.e. chemistry and microbiology);

— investigating reported adverse events; and

— reviewing the safety of products or classes of products.
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e Compliance
— monitoring compliance with regulations;
— maintaining product registers;
— ensuring compliance with advertising regulations;
— educating stakeholders;
— recalling products;

— issuing alerts to consumers; and

updating product information.
e Enforcement
— investigating potential breaches; and

— enforcing the regulations.

3. Complementary medicines

Medicinal products containing such ingredients as herbs, vitam ns, minerais, nutritional
supplements, homoeopathic and certain aromatherapy prepar«‘ions i .re referred to as
'complementary medicines' and are regulated as medicircs indei lie Act. Complementary
medicines may be either listed or registered, depending on the - ingredients and claims made
for the medicine. Most complementary medicines a: = listcd on the ARTG.

Listing a complementary medicine on the AL TG

Listed medicines are low risk medicines that are listed on the ARTG via a streamlined electronic
listing facility. This process for listing produ: ts allows for early market access for low risk
complementary medicines. At the tirie o “ubmn.itting a listed medicine application, the sponsor
must certify that the goods that are the subject of the application meet all of the regulatory
requirements.

Unlike registered medicines, there is 10 evaluation prior to the medicine being listed on the
ARTG. The TGA therefoe uscs a variety of other mechanisms to assure the safety and quality of
complementary medic »es, sucl: as:

e they may on'y coi main substances that have been previously evaluated and approved as
being of low risk;

e thev can cnly make indications (for therapeutic use) for health maintenance and health
ernancemer or certain indications for non-serious, self-limiting conditions;

e apropa:tion of listed complementary medicines are reviewed following their listing for
compliance with the regulatory requirements; and

e udditional substances or ingredients to be used in listed medicines may be evaluated and
approved by the TGA on application from the industry. On average, there are 12 such
applications received each year.

Registering a complementary medicine on the ARTG

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

Compliance monitoring and enforcement

The post-market compliance review of a listed complementary medicine involves:

e assessing information about the product against the relevant legislative requirements,
including, where relevant, the certifications given by the sponsor at the time the product was
listed; and

e taking appropriate actions when a breach of the legislative requirements is identified. This
action may include cancellation of the listing of the medicine.

The compliance review of a listed complementary medicine may focus on one or sever il asects
of the medicine. Based on experience and the potential risk that non-compliance repre:cats
the public, the TGA gives greater attention to the following three areas:

e the evidence that a sponsor holds to support the indications;
e the presentation of the medicine; and
e the advertising of the medicine.

On average, approximately 1,800 new complementary medicir »s are 'isted on the ARTG each
year. Due to resource constraints, the TGA follows a risk manage nent approach to set priorities
and direct resources to those reviews that provide the gieates' overall benefit for the Australian
public. To assist with this determination the TGA g ves piority to issues that:

e may result in immediate or potential health 1:sk to ¢ onsumers;

e could significantly mislead the Austialian public, particularly in a way that could have a
health impact

e areindustry-wide or are likely t¢ becsine widespread if the TGA does not take action;
e could lead to aloss of stakrlioider comiidence in regulation or in therapeutic goods;

e may attract adverse scrutin frori media or the public;

e are of national orinternational significance; and

e involve anews or “merging issue.

Depending <n the circiimstances, priority will also be given to products that have been relisted
after a previvi's TGA-initiated cancellation or at the request of the sponsor after a previous
comp'iance rev..w, or where the risk or the characteristics of the medicine are of concern.

Listed comr ementary medicines with potential non-compliance issues may be brought to the
TGa s attention from a number of sources, including the public, media, health care professionals
ol other external sources, referrals from within the TGA, information from other regulatory
agei.cies and information from previous compliance reviews.

Finally, a proportion of newly listed medicines are randomly selected by computer, based on a
mathematical model, for compliance review.

4. Medical devices

The Australian medical devices regulatory framework sets out the requirements for the quality,
safety and performance of medical devices, based on a series of Essential Principles, rather than
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a prescriptive framework. All medical devices must demonstrate compliance with the Essential
Principles. The extent of evidence required to demonstrate compliance with the Essential
Principles is based on the risk classification of the device, with higher risk devices undergoing
greater assessment prior to being allowed into the Australian market.

Regulatory activities span the life cycle of the medical device, including:

e pre-market (such as applications to include medical devices on the ARTG, conformity
assessment applications and use in clinical trials); and

e post-market (such as reporting of adverse events, undertaking recalls and reviewing
advertising).

As the TGA operates on a cost recovery basis, to enable pre- and post-market regulatorv activiiy,
there are a number of fees and charges for medical devices. These include annual char jes
application fees, conformity assessment fees and application audit fees.

Applications to include medical devices on the ARTG

Under the Act, medical devices must be included on the ARTG prior to supply in Auscralia unless
exempt from that requirement, such as exemption from complying with t. = stai:dards under
section 14 of the Act. The level of assessment conducted at the point of appi ation for ARTG
inclusion depends on the risk classification of the device, the conformit; as<essment evidence
supporting the application, and whether there are any concern : with the application that would
require the TGA to request further information for review nrior ‘0 inr usion.

High-risk medical devices must have an ARTG entrv for ~ach uiiique device. Lower risk devices
can have multiple similar devices included under o1.» AR. = eniry (a ‘kind of medical device’). As
the application fee is payable per ARTG entry anc the value of the fee is higher for higher risk
medical devices, higher risk medical devices are «:sociatcd with higher overall costs.

Approval for each medical device is exclucive to the sponsor applying for inclusion, approval for
one sponsor cannot be used by other spounsc: s, even where the medical device is identical.

While all medical devices must comply witii Luinimum requirements for quality, safety and
performance, devices other thaii wne lovreci risk, must be accompanied by conformity
assessment certificatior follov ing an assessment of a manufacturer’s quality management
system and assessment of ‘esig: dossiers where applicable.

In addition to the coni’ mity a: sessment certification accompanying an application for ARTG
inclusion, the app!icatioi nrocess also involves a review of other information supplied with the
application sucl as thi labelling and instructions for use for the device.

Application auuics

Some applicatious for inclusion of medical devices on the ARTG will undergo an application
audit.

£.pplications to include certain medical devices in the ARTG must be selected for an
application audit—for these mandatory audits an application audit assessment fee is
charged.

e The TGA may also select any other application for inclusion for an application 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 medical devices and
one level of application audit for [IVD medical devices. If an application audit is to be conducted
the TGA determines what level of application audit is appropriate for each application. There are
different fees for each level of application audit, which apply if the audit is mandatory.
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Conformity assessments

A conformity assessment is a systematic and ongoing examination of evidence and procedures to
ensure that manufacturers of medical devices have systems and processes that provide
assurance that the device conforms to the Essential Principles for quality, safety and
performance.

A manufacturer must implement and maintain a post-market monitoring system for devices
after supply, with reportable events reported as specified in the Regulations. A manufacturer’s
quality system certification may be subject to periodic surveillance audits.

For the majority of medical devices and IVDs the TGA is able to accept the assessment of
conformity assessment bodies that are considered to have the appropriate authority and
expertise. As the Australian and the European Union (EU) regulatory requirements are <iinilar,
certificates issued by EU conformity assessment bodies (also known as Notified Bodie ') may he
accepted as conformity assessment evidence for the supply of devices in Australia

For certain higher risk medical devices and IVDs, manufacturers must obtain o aforniity
Assessment Certificates from the TGA for supply to the market in Australia, regarc’ess of
whether they have a certificate issued by an EU notified body. In conducting a: sessments for
these products, the assessment will take into account any existing EU coniormity assessment
evidence. This requirement for TGA conformity assessment applies tc medicci devices
containing medicinal substances or materials of animal, microbi.s, recoirmaant or human origin
and Class 4 IVDs. Manufacturers may also choose to seek confc 'mity ¢ ssessment certification
from TGA to support supply of their medical devices in Australia, rattier than relying on
certification from an EU notified body.

Clinical trials

There are two schemes under which clinical trials ‘'nvol'1ng medical devices may be conducted.

e (linical Trial Notification (CTN) Schen:»—this involves a notification only with a nominal
notification fee (no approval or decision i. made by the TGA).

e (linical Trial Exemption (CTX) Sch-me —this process comprises an assessment of summary
data and usage guidelines ‘or a prop csed clinical development programme, and if approval is
granted the subsequent trials mu t be carried out under the terms of the approval and be
notified to the TGA.

These schemes are use for cliwical trials involving:
e any device rot includeda in the ARTG; and

e use of ;. device 'n U clinical trial beyond the conditions of its marketing approval.

Othcr thorapeutic goods listed and registered on the ARTG

A lorge maicrity of medical devices listed and registered on the ARTG prior to 2002 (previously
-alled therapeutic devices) have now been transitioned to the new regulatory framework and
ar- now largely regulated under Chapter 4 of the Act. There is a small number of therapeutic
devices which are not captured under the new Chapter 4 arrangements. These are largely
disinfectants, tampons and menstrual cups. The fees and charges included in this document for
registered and listed devices apply for these products.

Post-market vigilance and monitoring, and recalls

Once a medical device has been included in the ARTG the device must continue to meet all the
regulatory requirements that were required for the approval, including the requirements for
safety, quality and performance.
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Post-market vigilance

The TGA has mandatory requirements for all manufacturers and sponsors of medical devices.
These requirements are intended to monitor information about medical devices so that
appropriate action can be taken. The requirements facilitate the systematic investigation of
failures and/or deviations in the way a device performs, in an attempt to prevent an adverse
event occurring again. Key post-market mechanisms include:

e Reportable events:

The TGA provides guidance as to the definition of a reportable adverse event for medical
devices. There is mandatory reporting within statutory timeframes for sponsors and
manufacturers of adverse events that have or could have caused a death, serious injury cr
serious illness and non-mandatory reporting for other events.

The outcomes of the investigations may result in recalls, hazard and safety alerts, proc 1cc
modification/improvement by a manufacturer, or surveillance audits of manufariuing s.tec.

Post-market monitoring

The TGA undertakes post-market reviews of ARTG entries of medical de 7ices v verify
compliance with the legislative requirements, such as conditions of inclusicn, and to ensure
continued safety and performance usually following signals that there may e an issue or a
special interest in the device or a type of device.

Sponsors of Class Il medical devices must also keep an ur o dac: log of information about the
performance of the device and provide annual reports fir the “rst three years after a product
receives market authorisation.

The TGA can take action to suspend or cancel a d *vice i om the ARTG where, for example, the
outcomes of investigations indicate that there is a hoter tal risk of death, serious illness or
serious injury if the device continued to !'= included 111 the ARTG or if the TGA is satisfied, for
instance, that the safety or performance ot (he device is unacceptable.

Recall actions

A recall action is an action take i to resclivc a problem with therapeutic goods already supplied in
the market for which thcre are issues or deficiencies in relation to safety, quality, efficacy
(performance) or presentaiion. i7iele are three distinct recall actions - recall, recall for product
correction and hazard clert. I\ot all recall actions result in a product being removed from the
market, for example, ha ard alerts may be issued in cases involving implantable medical devices,
and corrections 1i1ay he uilertaken for products that have software issues.

The TGA cocicdinites approximately 500 recall actions of medical devices each year. The vast
majority or 1 calls are undertaken voluntarily by the sponsor after consultation with the TGA.
For eacu recall cclion, the Recalls Unit reviews the proposed recall strategy to address the health
hazai d 2114 the individual circumstances of each case. Strategies need to reflect the kind of

n. dical dev.ce, deficiency identified, risk posed by the deficiency, distribution networks,

-eco' ery procedures, resources for corrective action and availability of alternative products. In
suine cases, recall action is not required but the sponsor may be required to issue a safety alert
or sume precautionary information in the form of a product notification.

The Recalls Unit monitors the progress of recall action by reviewing the progress reports
submitted by the sponsor. In the close-out report, sponsors should provide the root cause of the
problem and remedial action undertaken by the manufacturer. The report is reviewed to ensure
that the root cause and the corrective action identified are appropriate to prevent the issues
from recurring.
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Advertising review

TGA reviews advertisements for medical devices to ensure compliance with the conditions of
inclusion on the ARTG that are detailed in the Regulations and the Therapeutic Goods
Advertising Code (TGAC). These advertisements may be in, but are not limited to, broadcast and
mainstream print media, billboards, cinema films or the internet.

Where a complaint about a product advertisement is received, TGA will assess the validity of the
complaint and, if necessary, ensure that rectifying action is undertaken.

In its review of advertising, TGA works with the following stakeholders:

e therapeutic goods industry;

e health practitioners;

e consumers;

e advertising industry;

e Australian Competition & Consumer Commission;
e Medsafe (NZ therapeutic goods regulator);

e Media;

e Therapeutic Goods Advertising Code Council; and
e (Complaints Resolution Panel.

Advertisements for medical devices do not have to be ap proved prior to publication or
broadcast. However, advertisements must comply wth tric cotditions of inclusion on the ARTG
detailed in section 41FN(5) of the Act, Division 3 and 4, Part 2 of the Regulations and the TGAC.

The Complaints Resolution Panel consic ers compla.. i< about advertisements for medical
devices and other therapeutic goods appec ring in broadcast and mainstream print media,
billboards, cinema films, the internet L. As < lvertisements do not require pre-approval, the
majority of activity in this area is relitec tu assessing the validity of complaints about current
advertisements that are claimed as no' me:ting the requirements.

TGA does not charge foi lodgii 7 a conplaint with the Complaints Resolution Panel. To do so
would be contrary to the ii:"ent v a'lowing all complaints about advertising to be appropriately
examined. The costs of valida' ing complaints are recovered from sponsors of medical devices via
annual charges which a: 2 linked to the maintenance of the sponsor’s ARTG entry, spreading the
cost of the functicn ¢ venly across all products.

5. Good i »anu.acturing practices

In Au« cralia, maiiafacturers of therapeutic goods are required to hold a licence, except for
manu.coure s of certain medical devices who have European conformity certification (CE
Ma k). To cotain the licence, a manufacturer must demonstrate that they have the ability to
amp!7 with manufacturing principles, which include relevant Codes of GMP and Quality
Sy.rems, 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.

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 insure that the
products manufactured will possess the required quality.
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The GMP related regulatory activities undertaken are as follows:

Licensing

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 requirements
applied in Australia are best practice.

Monitoring compliance

The TGA undertakes periodic planned and unplanned inspections of manufacturers to asscss the
level of compliance with the applicable manufacturing standards, both domestically ar
overseas. The level and frequency of inspections for a particular manufacturer ic in.lnenceu by
its size and complexity but also by its compliance history. In particular, manuv ac urers with a
history of lower levels of compliance are subject to a higher frequency of oi. site 11.5pections,
compared with more compliant manufacturers, to ensure that therapeuiic gouis supplied in
Australia are of appropriate quality and to allow TGA to take appropriate i ~gulatory action
where safety concerns are identified.

Investigation and enforcement

The TGA undertakes appropriate actions to promote an¢ enstre compliance with the applicable
GMP standards by manufacturers. Where a licenscd Ausiralian manufacturer poses
unacceptable safety or quality risks, sanctions avail=Hle raiize irom (but are not limited to)
revocation or suspension of the manufacturing licence (> restriction of the type, kind or quantity
of goods that can be manufactured for the Austrail :n m:rket at that site. Where required,
sanctions are decided on a case-by-case (. asis after consideration of the circumstances involved
and the best interests of the Australian con. nmer. Where the manufacturer is based outside of
Australia, limits are placed on the ability of spinsors to make the products available on the
Australian market.

Information and educat on

The TGA promotes compliaiice wiiii the manufacturing standards by producing guidelines and
other informational rraterials primarily targeted at manufacturers whose products are supplied
in Australia. These resou ces are made available through the TGA website. In addition, the TGA
conducts semin:.rs aid infurmation briefings to raise awareness of regulatory requirements,
particularly when char zes are proposed.

TGA contribu!es strongly to international programs to improve and harmonise manufacturing
practi_es in devc.oping regions through international meetings, seminars and training events.
Pulicy Ao velopment and services to government

112 TUA provides services to Government in relation to the regulation of manufacturers,
inciuding specific technical and policy advice that is considered to be integral to the regulation of
manufacturers.

Broader policy advice provided by the Department of Health is not subject to fees and charges.

6. Blood, blood components and biologicals

Blood, blood components and plasma derivatives are regulated under the Act. Plasma
derivatives are prescription medicines subject to full regulation, including compliance with set
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standards, licensing of manufacture and inclusion in the ARTG after review of manufacturing,
pre-clinical and clinical data. Under the Act 'blood' means whole blood extracted from human
donors and 'blood components' means therapeutic components that have been manufactured
from blood (including red cells, white cells, progenitor cells, platelets and plasma). 'Blood
components' do not include products derived through fractionation of plasma.

Some blood and blood components are exempt from regulation by TG4, including those:

e collected by a medical practitioner in the course of medical treatment and for the purposes
of diagnosis or testing for a medical condition;

o manufactured by a medical practitioner for therapeutic application to a particular patien!
under the practitioner's care; and

o manufactured by a blood collection centre for a medical practitioner for therapeut c
application to a particular patient under the practitioner's care.

Manufacturers of blood components are required to demonstrate compliance v 'th
manufacturing principles equivalent to the Australian Code of Good Manuf=<turin for human
blood and blood components, human tissues and human cellular therapy prodiucts (2013) and to
submit a technical master file which demonstrates compliance to relevan: stanaurds.

Biologicals include human tissue and cell therapy products. Tissu~ thei 'nv products involve the
use of tissues as therapeutic goods, while cell therapy products involve the use of isolated living
cells either as therapeutic goods or as replacements for cells that are « efective or deficient in
particular disorders.

Some examples of tissue therapies currently being tsed o =:

e skin replacement after severe burns;

e transplantation of heart, kidney, live:, lung or pancreas;

e bone, tendons and ligaments to rc paiinjuries;

e heart valves to replace defective hiart »valves; and

e corneas to restore e, esigh

Some examples of cell t'ierapies currently being used, or currently under development are:
e chondrocytes 11sed tur cartilage regeneration;

e isolated parn creatic islet cells for the treatment of diabetes; and

e mesench; mal progenitor cells for the treatment of musculoskeletal defects and in a range of
otlier clinica! applications such as cardiovascular repair.

Inclusio . on the ARTG

1 e regulatory activities for biologicals involve the following registration and approval
activities:

e management of applications for inclusion in the ARTG;

e sponsors of Class 1 biologicals are required to attest compliance with relevant mandatory
standards;

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

Cost recovery implementation statement 2016-17 Page 18 of 35
V1.0 June 2016



Therapeutic Goods Administration

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).

Compliance monitoring and enforcement

e Post-market controls include ongoing manufacturing inspections, managing adverse event
reporting, investigations and recalls.

e The TGA also provides information and support to the regulated industry and consi..iicrs
and is responsible for the maintenance of the regulatory framework.

Design of cost recovery charges

Costs of TGA activities

In line with the Australian Government Charging Framework tot:! costc arc categorised into the
following groups for cost allocation.

Direct costs: can be easily traced to a cost object with a '.igi. degrec of accuracy. The allocation
of direct costs to a cost object is relatively straightforwe *d. The most common direct costs are
staff salaries (including oncosts, such as training, sueranim12tion and leave) and supplier costs
(e.g. office supplies).

Indirect costs: are the costs that cannct be easily 1.:1!7¢d to a cost object or for which the costs of
tracking this outweigh the benefits. Indire t costs are apportioned to a cost object using the
internal costing methodology. Comme indiict costs include overhead costs such as salaries of
staff in corporate (e.g. finance, humen rescirces, IT) areas, or accommodation costs (e.g. rent,
maintenance, utilities).

In 2015, a software solution was inst lled to improve TGA’s activity based costing (ABC)
capability. The first staff work e.fort survey was conducted in 2015 to attribute the time of
regulatory staff to regu atory activities. Due to a significant restructure of TGA on 1 July 2015,
the work effort survey | being undertaken again.

Fees and chrges

The characte: istics of a government activity determine the type of cost recovery charge used.
There are two i pes of cost recovery charges:

Cistrecove.y fees: fees charged when a good, service or regulation (in certain circumstances)
is provided directly to a specific individual or organisation.

Fee: 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. TGA has limited authority under the
Act to waive or reduce fees.

Cost recovery levies: charges imposed when a good, service or regulation is provided to a
group of individuals or organisations (e.g. an industry sector) rather than to a specific individual
or organisation. A cost recovery levy is a tax and is imposed via a separate taxation Act. It differs
from general taxation as it is ‘earmarked’ to fund activities provided to the group that pays the

levy.
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All therapeutic products registered, listed or included on the ARTG are subject to annual charges
except for export only products and IVD medical devices. Annual charges are used to recover the
costs of pharmacovigilance and other post market monitoring and compliance activities where:

e they cannot reasonably be assigned to individual sponsors;
e they maintain the integrity of the regulated industry to the benefit of all sponsors; and

e assigning costs to individual sponsors would deter sponsors from disclosing important
public health information, such as reporting adverse events.

Different levels of pharmacovigilance are required for different classes of therapeutic goods
depending on the level of risk the good could pose. Annual charges have been set to reflect {12
level of pharmacovigilance and post-market work required for the regulated good rather than
the size of the individual business. For example, the annual charge for a class 1 medice ' device
(other than a class 1 medical device that has a measuring function or is supplied in a st ' ile
state) is $80 whereas for a high risk prescription medicine (biologic) the annual cha ge is
$6,725.

2016-17 fees and charges

TGA fees and charges are reviewed annually to ensure full cost recov: ry. An increase of 2.25 per
cent was applied for 2016-17 to meet estimated cost increases muinly i.: eniployee expenses as a
result of a 2 per cent salary increase in the Department of Heal'h Enterprise Agreement.

A well-established formula has been used in most years, Jascd on e Australian Bureau of
Statistics’ Consumer Price Index (50 per cent) and Wagc Price | adex (50 per cent) (both for the
year to September). This year the formula resulted i1 2.2_ per cent. The Office of Best Practice
Regulation has advised that a Regulatory Impact »tateiient was not required for this change.

-

The amendment regulations were approved by the 7 Cutive Council at their meeting of

5 May 2016. As a result all TGA fees and cliarges will increase by 2.25 per cent from 1 July 2016,
subject to rounding. In addition, a sm2! nunil er of other, minor, changes relating to fees for
biologicals were also approved. The: 2 cha:izes are:

e to clarify that the fees appling una:+ the Regulations for requests by sponsors to vary an
entry in the Register for a hiologi al do not apply where the variation would result in the
creation of a separate «nd a.:tin.c biological (a new application for marketing approval must
be made in such a cse);

e toallow sponsors of Class 3 and 4 biologicals to pay a lower fee ($1,050 from 1 July 2016
rather than 'hat fe- and an evaluation fee of $16,800) for a request to vary an entry in the
Registorif thie reqv st does not involve the evaluation of quality and manufacturing
information (this higher fee has not been charged to date); and

e to setscparate evaluation fees for ‘safety-related’ variations to an entry in the ARTG for Class
3 or 4 biclogicals (these are changes resulting only in reducing the class of persons for whom
he biulogical is suitable, or in adding a warning or precaution not involving a comparison
with any other goods in relation to quality, safety or efficacy), and setting different fees
lepending on whether the request involves evaluation by the TGA.

Alink to the fees and charges applicable from 1 July 2016 is provided in Appendix 2.
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Financial and non-financial performance

a) Financial performance

2014-15 2015-16 2016-17 2017-18 2018-19
Actual Forecast Budget Estimate  Estimate
$m $m $m $m $m

A: Revenue3

Revenue from 6.995 2.227 1.800 1.800

Government

Sale of goods and services 130.764 133.908 138.384 142.035 ;75¥
Other revenue and gains 1.027 0.249 0.200 T.ZOL. 0.200
Total A 138.786 136.385 140.38- 1-4.035 149.568
Employee expenses 83.552 79.10¢ B 14.308 96.284 98.236
Suppliers 42.071 44.567 | 45.498 43.165 41.405
Depreciation and 5.6.0 4.3—68 8.190 8.190 9.927
amortisation

Write-down and ;0‘5 0.510

impairment of assets

Other expenses and 0.001 0.001

losses

Total B 133.448 128.574 147.996 147.639 149.568
Surplus (de. -it) 5.338 7.811 (7.612) (3.604) 0.000

TGA's activit es are primarily cost recovered from industry. However, the TGA received

app ropriauon funding in 2014-5 for aligning Australia's and New Zealand's regulation of
_herapoutic goods. In addition, the TGA continues to receive appropriation funding in the form of
an . terest equivalency payment for funds held in the TGA special account (reserves).

While our financial performance is within the target budget range when compared to budget, the
surplus in 2014-15 was largely the result of lower than expected employee expenses due to
lower staffing levels and stable employee remuneration over recent financial years.

3 Excludes Office of Drug Control
4 Excludes Office of Drug Control
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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). Depreciation is also accumulated for the replacement of
assets. The Government expects the TGA to manage within its cost recovery resources and
therefore investment, such as the Business Improvement Program, must also come from the
responsible management of these reserves. The target for the reserve balance is set to be at least
one quarter of operating expenses. During 2015-16 our reserves will remain above that target
but then reduce in 2016-17 as a result of the costs of implementing the 2016-17 Budget measi:
“improving the Regulation of Therapeutic Goods in Australia” which involves expenditure c¢f
$20.4 million from TGA reserves over four years.

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

b) Non- financial performance

The TGA reports to stakeholders at six monthly intervals on performane= aga. nst a set of agreed
KPIs. The KPIs have been endorsed by the Australian Therapeutic Goods . dviso:y Council
following consultation with the TGA-Industry Consultative Committe: For 1:15re information on
the TGA’s KPIs please visit: TGA key performance indicators.

The KPIs are high-level indicators of performance against our sirateg'c intent. Within that
matrix of KPIs is a requirement for measuring whether " usii:oss operations are consistent and
meet agreed service and timeliness standards'. Mcasure: of spe cific business activities will
continue to be documented in our half-yearly perfor hance roports.

These reports are provided to members of the TCA-Indiictry Consultative Committee to enable
us to report on specific parameters of rclevance to 1 Lustry stakeholders and to enable
stakeholders to provide performance feea.ack. They provide detailed quantitative information
about our performance on the timelirc.: of Lisiness activities as well as information for
industry about the volumes of work perfoi ned. Key highlights for 2014-15 were:

e The TGA worked closely with indust.y on new initiatives to help improve the efficiency of a
number of applicaticn ana admir istrative processes. This included implementing a new
business services portc! to p: ovide industry with self-service technology to conduct simple
regulatory transact ons w th the TGA.

e For medicines, (e piwot to introduce the electronic Common Technical Document (eCTD)
format for ¢ ver-thc-counter and prescription medicines was completed, eliminating the
need ior papcrapriications. Other initiatives included releasing an electronic smart form for
sponsors "0 notity the TGA of prescription medicines shortages, reducing the reliance on
phune, ema.! und letter communication.

e Medical uevices initiatives included implementation of regulatory changes to allow
Justralian medical device manufactures to obtain market approval for most products using
Euiopean notified bodies’ conformity assessment.

e The TGA substantially met all performance targets in relation to completing applications for
registration of therapeutic goods within the legislated timeframes.
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Fees and charges and other reforms

a) Annual charges exemption scheme

The annual charges exemption (ACE) scheme replaced the low value turnover (LVT) scheme on
1 July 2015 following a review of the operation of the LVT which included a public consultation
and Regulatory Impact Statement.

The ACE scheme is more equitable, reduces red tape for business and provides administrative
efficiencies for the TGA. It recognises that TGA's post-market monitoring costs are incurred for
products that have been placed into the market and allows sponsors to enter their products in
the ARTG in advance of their marketing with no annual charge (until turnover commences). ror
more information on the ACE please visit: Annual charge exemption scheme.

When the ACE scheme was introduced the TGA undertook to monitor the impact ©€the ;10w
scheme on the therapeutic goods industry. In December 2015 a preliminary asscssment of the
financial impact of the ACE scheme on industry sponsors across a range of husincss areas
showed, at that point in time, a forecast increase of $2.5 million or 5 per cent 'n annual charges
in 2015-16 under the ACE scheme. The preliminary assessment report is ~vailal''e on the TGA
website.

At the time of undertaking the preliminary assessment the ACF scheme had been in operation
for only a few months (July 2015 to October 2015), and the fuli mpac! and effectiveness of the
ACE scheme will not be known until it has been in operativi. or a (ilaimum of 2 years. The
impact of the introduction of the ACE scheme will contii ue to v 2 monitored as the scheme
matures and changes will be made, as required, to € 2sure anpropriate cost recovery for each
sector.

b) Review of medicines aind medical devices regulation

An independent review of medicines unu mea -al devices regulation was announced on
24 October 2014. The aim of the review wec. 10 examine the TGA’s regulatory framework and
processes with a view to identif;lng:

e areas of unnecessary, dupli-ative or ineffective regulation that could be removed or
streamlined without undermiuiing the safety or quality of therapeutic goods available in
Australia; and

e opportunities to ¢nhaiice the regulatory framework so that Australia continues to be well
positioned (» respund effectively to global trends in the development, manufacture,
marke: ng and regualation of therapeutic goods.

In its two staged leport (stage 1 released on 31 March 2015 and stage 2 released on
31 Julr 2015, the review panel provided the Government with 58 recommendations. In
sunmmaryv. t'.e report recommended:

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

e identifying comparable overseas regulators using transparent criteria;

e enhancing post-market monitoring of medicines and medical devices and streamlining post-
market requirements for products in the ARTG;

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

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

e improving and clarifying the interface and synergies between the market approval of
therapeutic goods and advertising requirements that ensure consumer protections are
balanced with the availability of information for consumers and health professionals to
make informed spending and health decisions; and

e enhancing and streamlining the advertising framework to facilitate and maximise
compliance and the management of complaints.

In 2016-17 the TGA will manage a comprehensive reform agenda based on the 2016-7 /7 Bi.dget
measure “improving the Regulation of Therapeutic goods in Australia”.

Risk assessment

A cost recovery risk assessment for the proposed reform program was ul.'ertai.2n in May 2015
resulting in a medium risk rating.

The cost recovery risk rating of medium is based on assessmer . of the criteria using the
Charging Risk Assessment (CRA) template. The key medium to ' igh ri ks for cost recovery are
that the amount to cost recover exceeds $20 million (althoug’ impicmentation is to be funded
from reserves), the source of recovery is through f=es ai d levie ;, they involve an existing Act of
Parliament (for TGA charges to be reviewed) and nicny s zeholders will be affected.

The most likely risks identified for any ongoing ¢’ \anges (o cost recovery arrangements were:
e costrecovery fees creating a disincern' ive to products entering the market;

e inherentrisks in implementing divei = co." recovery arrangements; and

e potential for misunderstanding of 'low fees and charges are calculated.

These risks are to be aduresse by:

e continued improve ients in regulatory and administrative functions;

e implementing hest piactice in activity based costing (ABC) methodology;

o working clo: ely wi' h stakeholders and industry representatives to mitigate the cost impact
to busi.iess; and

e ersuring chaiging practices are aligned to our services and are transparent and defensible.
Fiom a regr.atory perspective risk management is applied to regulating therapeutic goods by:

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

e 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

e 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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Stakeholder engagement

TGA consults with industry associations separately on regulatory matters and cost impacts
relating to specific sectors. Industry associations are also consulted in the process of regulatory
development and reform, and feedback is taken into account in developing regulatory impact
statements, and in developing cost recovery arrangements. Meetings are held with key industry
representative bodies each year to discuss financial forecasts and as a part of the consultation
process on cost recovery. The TGA also reports to stakeholders against a set of agreed Key
Performance Indicators (KPIs).

Consultation on the proposed fees and charges for 2016-17 was undertaken at bilateral
meetings with the following industry representative groups in February and March 2016.

1. Medicines Australia

2. The Generic and Biosimilar Medicines Association
AusBiotech

Medical Technology Association of Australia

IVD Australia

Australian Dental Industry Association

The Australian Self-Medical Industry

Complementary Medicines Australia

© ® N o o

Accord Australasia

Key forward events

Portfolio charging review

The Department of Heal*h wil' undertake a portfolio charging review in the 2017-18 Budget
context. The review will eiicompass " GA’s cost recovery activities, and include such things as:
identifying any policy, !-gal «d operational issues and risks related to existing cost recovery
activities; evaluating ti » releva.ice of charging activities and consistency with the planned policy
outcomes of the AL rraliai Government; assessing the potential to charge for new or existing
activities; and s'ating hether charging should continue for existing activities or be changed,
and on what bas.

Next scheduled update

Acual fiticacial and performance Reported in the Department of Health’s Annual Report
sulwe for 2015-16

Scheduled portfolio charging review 2017-18

Forward (financial) estimates 30 June 2017
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CRIS approval and change register

Date of CRIS change  Approver CRIS change
01/07/2014 Secretary Department of Health CRISs for 1 July 2014
01/07/2014 Assistant Minister for Health CRISs for 1 July 2014
01/07/2015 Secretary Department of Health Individual sector based CRISs
updated for 1 July 2015,

(noted by Assistant Minister for except for the over the

Health) counter medicines Clx1S hic.
was updated on 1 Jeauury
2016 to reflect 7= chanzes on
1 January 2016
01/07/2016 Secretary Department of Health Consalidatcd CRIs updated for
1July 2016
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Appendix 1 - Financial performance by industry

sector group

1. Prescription medicines

Volumes5

2014-15
Actual

2015-16
Forecast

2016-17
Budget

2017-18
Estimate

2018-19
Estim

Biological prescription 461 550 550 550 550
medicines

Non-biological prescription N/A 475 475 475 475
medicines - higher charge

Non-biological prescription 4,842 5,901 5,901 59u! 5,901
medicines - lower charge

Revenue and expenses

A: Revenue

Cost recovery revenue

2014-15

Actual
$'m

65.7

Total A

B: Expenses®

05.6

68.7

70.8

2017-18
Estimate

72.7

2018-19
Estimate
$'m

75.5

68.7

70.8

72.7

75.5

Direct 354 34.7 40.0 39.9 40.5
Indirect 22.8 22.3 25.8 25.7 26.0
Total L 58.1 57.0 65.8 65.6 66.5
|_- Su: nlus ;ficit) 7.4 11.7 5.0 7.0 9.0

5 Number of entries on the ARTG subject to annual charge.

6 Due to restructure in the corporate area, TGA is undertaking a review of its activity based costing model
to reflect the new structure. The direct and indirect expenses are derived based on the ratio from the
previous model.
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2. Over the counter medicines

Volumes? 2014-15 2015-16  2016-17 2017-18 2018-19

Actual Forecast Budget Estimate  Estimate
Over the counter 2,064 2,451 2,451 2,451 2,451
medicines

Revenue and expenses 2014-15 2015-16 2016-17 2017-18
Actual Forecast Budget Estimate
$'m $m $m $'m
A: Revenue
Cost recovery revenue 7.7 8.0 8.2 8.4 8.8
Total A 7.7 8.0 5.2 8.4 8.8

B: Expenses8

Direct 5.1 T 5.7 5.7 5.8
Indirect 2.9 2.c 33 33 33
Total B 7.2 7.8 9.0 9.0 9.1
Surplus (deficit) W-3) 0.2 (0.8) (0.5) (0.3)

7 Number of entries on the ARTG subject to annual charge.

8 Due to restructure in the corporate area, TGA is undertaking a review of its activity based costing model
to reflect the new structure. The direct and indirect expenses are derived based on the ratio from previous
model.
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3. Complementary medicines

Volumes? 2014-15 2015-16  2016-17 2017-18 2018-19
Actual Forecast Budget Estimate  Estimate

Registered complementary 131 127 127 127 127

medicines

Listed complementary 8,262 9,491 9,491 9,491 9,4¢

medicines

Revenue and expenses 2014-15 2015-16 2016-17
Forecast Estimate
$m $m
A: Revenue
Cost recovery revenue 11.4 12.6 120 13.3 13.8
Total A 114 1.6 ]_ 13.0 13.3 13.8

B: Expenses10

Direct

Indirect 9.0 8.8 10.2 10.1 10.3
Total B 22.7 22.2 25.6 25.6 25.9
Surplus (deficit) (11.3) (9.6) (12.7) (12.3) (12.1)

9 Number of entries on the ARTG subject to annual charge.

10 Due to restructure in the corporate area, TGA is undertaking a review of its activity based costing model
to reflect the new structure. The direct and indirect expenses are derived based on the ratio from previous
model.
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4. Medical devices, including in-vitro diagnostic (IVD)

devices

Volumes11 2014-15 2015-16 2016-17 2017-18 2018-19
Actual Forecast Budget Estimate  Estimate

Included medical devices 39,124 40,480 40,480 40,480 40,480

Other therapeutic goods 448 340 340 340

Revenue and expenses 2014-15 2015-16 2016-17
Actual Forecast
$m $m
A: Revenue
Cost recovery revenue 32.0 31.7 2.7
Total A 32.0 317 | a2

33.5

stimate
$'m

34.8

33.5

~~—
B: Expenses!2 _

34.8

Direct 12.9 12.6 14.6 14.6 14.8
Indirect 11.: | 11.0 12.7 12.6 12.8
Total B 24.1 "/ 23.6 27.3 27.2 27.6
Surplus (deficit) 7.9 8.1 5.4 6.3 7.3

11 Number of entries on the ARTG subject to annual charge.
12 Due to restructure in the corporate area, TGA is undertaking a review of its activity based costing model
to reflect the new structure. The direct and indirect expenses are derived based on the ratio from previous

model.
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Therapeutic Goods Administration

5. Good manufacturing practices

Volumes13 2014-15 2015-16  2016-17 2017-18 2018-19
Actual Forecast Budget Estimate  Estimate

Low level GMP licence 116 104 104 104 104

High level GMP licence 162 163 163 163 163

Revenue and expenses 2014-15 2015-16 2016-17 2017-18
Actual Forecast Budget Estim
$'m $'m $'m
A: Revenue
Cost recovery revenue 12.1 111 11.5 11.8 12.2
Total A 12.1 11.1 .5 11.8 12.2

B: Expenses14

-
Direct 9.3 31 10.5 10.5 10.7
Indirect 3.6 3.5 4.0 4.0 4.1

Total B 12.9_ -I_ 12.6 14.6 14.5 14.7
Surplus (deficit) (0.%) (1.5) (3.1) (2.8) (2.5)

13 Number of entries on the ARTG subject to annual charge.
14 Due to restructure in the corporate area, TGA is undertaking a review of its activity based costing model
to reflect the new structure. The direct and indirect expenses are derived based on the ratio from previous

model.
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Therapeutic Goods Administration

6. Blood, blood components and biologicals

Volumes15 2014-15 2015-16  2016-17 2017-18 2018-19
Actual Forecast Budget Estimate  Estimate

Blood primary site 5 5 5 5 5

Blood secondary site 79 79 79 79 79

Single step manufacturer 10 24 24 24 24

of human tissue

Class 2 biological products 14 15 15 15 1o

Revenue and expenses 2014-15 2015-16 2016-1 gL7-18 2018-19
Actual Forecast gtimate  Estimate
$m $m $m
A: Revenue
Cost recovery revenue 2.0 7.2 2.3 2.3 24
Total A 2.0 2.0 2.3 2.3 2.4
B: Expenses1é
N
Direct 1.8 1.8 2.0 2.0 2.1
Indirect 15 1.5 1.7 1.7 1.7
Total B 3.3 3.2 3.7 3.7 3.8
Surplus (leficic (1.3) (1.0) (1.5) (1.4) (1.4)

15 Number of entries on the ARTG subject to annual charge.
16 Due to restructure in the corporate area, TGA is undertaking a review of its activity based costing model
to reflect the new structure. The direct and indirect expenses are derived based on the ratio from previous

model.
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7. Other activities

Revenue and expenses 2014-15 2015-16 2016-17 2017-18 2018-19
Actual Forecast Budget Estimate  Estimate
$'m $'m $'m $'m $'m
A: Revenue
Revenue 8.0 2.1 2.0 2.0 2.0 I
Total A 8.0 21 2.0 2.0 2.0

B: Expenses

Expense 4.4 2.1 2.0 2.0 2.0
Total B 4.4 21 2.0 2.0 2.0
Surplus (deficit) 3.6 0.0 2.0 0.0 0.0
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Therapeutic Goods Administration

Appendix 2 - Schedule of fees and charges w.e.f
1.7.2016

2016-17 TGA fees and charges can be found using the URL below:

https://www.tga.gov.au/schedule-fees-and-charges
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