THERAFPEUTIC
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PWZ a: 939 aoo moh

of TGA. Fees will vary. uonoa._nm 10 Eod%o om msmﬂmuon

n and are on a H..S mncE_mm_on cmmﬁ A subroission
is one or.more applications from the same wbobmoh sﬂr Eo same mnn:d ingredient, mcwn_ﬁna at the same time. A

Proposed Fees and Charges
commencing 1 July 2005

_concomitant application from; of.on behalf of; muoﬂ_uon mﬁoumou i8 a: m%mas mnda._mﬁou
Evaluation ﬁa& Onnono..u T and: u m: EE& = :

container) and vartatons to a Register entrv involving the evaluation of
chemistry, quality contrel and manufacturing information, and clinical, pre-
climcal or bio-equivalence data, but not included in another fee category.

m.om a uaee\a | Fee$-75%

New ﬁraE_om_ Entity 185,600 139.200
Extension of indications 110,400 32.800
Major variations (new strength, new dosage form, new route of administration, 71,900 53,900
change mn patient group, change in dosage)

New generic product 65.000 48 800
Additional trade name 11,600 8.700
Minor vananons (change m formulaten, composition, specifications or 4.230 3.200

(hanges to Product Information involving the evaluation of data

Changes to Product Information where no evaluation is required

Changes to Po:mEbnn 30&0:6 Eou.Bmcon
awﬁ%ﬂ«f.ﬁ%ﬂ i _..r,m.,

Eﬂmﬂuﬁmﬂﬁz :
Fees for the ev mEmmou of Em quality .o:nHEnm_ quality control and manufacturing Emo:dmcoa
and/or the non-clinical (animal toxicology) data of a new chemical entity incorporated as an
ancillary component of a medical device or therapeutic device. are each 13 of the respective fee
for a prescription medicines.

Varations to a Register entry involving the evaluation of only chemistry. quality control and 4,230
manufacturing information

Notification of Seif Assessable Changes 1.300
Safety Related Notification 1.300
Testing and provision of maina Rncnﬁoa from wvwgmnm:an& Benefits Program. prior to listing 9,945
on wrm:dmnac:rm_ Waunm m E En_:w:& cw Owj (10,940*

eeS

W :r%mﬁm_ of submission prior 5 monmﬁﬁ:nm of the submission

2004 0*
evaluation
fectoa
maximum of
$6,030
Withdrawal of submission afier the evaluation process is taken 1o be complete Full fee
G c:gmr:c: of a Register entry 1.300
Fee
>===s_ Charges $
) ‘ 3.690
Riologics
. 2.230
| Son-Riologics
Fee !
Clinical Trials ce §
CTX 30 Days 1.240
CTX 50 Days 15300
CTN 240
{ "] N-morte than une trialing body 2440
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Application fee

Additional ‘concurrent applicarion fee 350
Processing tee (variation to an existng registration) ROO
Annual charge 740
EVALUATION FEES per mc,cHEmmEb if the. oa.&cw:ou aogEonSaon momm no_“ oouBE Q_Eo&. Fee §
or Toxicological data
New product 5.350
| Vanation o 1.930
New substance: CMEC, sunscreen mxnianrf,q all other 5,350
EVALUATION FEES - wao counts
New product — total page count of Clinical or Toxicological, nmﬂm per mquh.meou Fee §
5.3
1-30) 5.350
-w
51-250 6.830
N
251-500 o
2.5
501-1000 12500
0
10601-2000 18.700
25.00
2001-3000 5000
7.300
ucc ? (
<E.Eﬁo=u — total page count of Clinical or Toxicological data per wu_uEhmEou Fee $
1.930
| 150
.ﬁ
S51-250 6,850
c -
231-300 24U
12,500
S01-1000
18.700
1001-2000
‘ 25.000
2001-3000
37.300
>3000)
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e 1 -\{eJ
» Nou-prescription medicines (cont) Fee §
New Substance - — total page count of Clinical or Toxicological data per submission :
1-50 5.330
51-250 6.850
251-50U 9.340
501-1000 12.500
1001-2000 18,70C
2001-3000 25.000
>3000 37,300
Multipie Ei.m,nn.m_..mm-._wmwi_..mmam,om nmm_mﬁaon £00  Fee$
1-50 5.350
51-250 6,850
251-300 9.340
501-1000 12,500
1001-2000 18.700
2001-3000 25.000
=3000 37,300
%
1-50
31-250
6,850
251-500
9.340
301-1000 <
12,500
1001-2000
18,700
2001-300¢
L. o 25.000
~3000
37.300

Application fee

purposes for which they are 10 be used.

Processing fee (variation o an existing listing) 230
Annual charge 550
Fvaluation fee for assessing information or documents relating to the safety of goods for the 4,080
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Fee $

m.uwno _ooE:m

110 910
11-50 7720
51 - 100 17.100
101 - 1000 23,100
1001 - 3000 36.100
2001 - 4000 47.900
58.500

GMP audit of primary site 620
(MP audit of site other than primary site 440
Annual Licence ﬁrw-..mm e . | : Fee $
Primary site 101.300
Additional fixed site (non-mobile) associated with a primary site

GMP audit fee

Manufacturing premises

GMP audit tee 440

Annual Licence Charge Fee$
Single step and single human tissue 4 360
Two or more steps of manufacture R 460
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Application fee - high level registration

Addinonal concurrent - high level registration 1.400
Apphicanon fee - low level registration 990
Additnonaliconcurrent - low level registration 10
Processing fee - high level registration (variation to an existing registration) w$a(
Processing fee - low level registrabon (variation to an existing registration) 510
Annual Charge - therapeutic devices such as IVD's, tampons and disinfectants 1.130
Annual charge 1.970
Device Clinical Trials
CIN 260
Climical Trial - other 1,X80
Climical Tral - Sched 3 Pt Item 3 12.500
| EVALUATION FEES gwu_””.wheu . Mw.w.ﬂuﬁ”h bwmmm.ﬂu
Fee$ | Fee$ ' Fee§
Em_“_ Level wm%-q{uzr -n.u:um wm mu»_u. ,. | - o
Design materials/testing 22.000 3.740 7.460
Manufacture-guality control 14,900 3,740 6.230
Biocompatibility/pre-clinicai 14.900 3,740 6,230
Human clinical 25.000 3.740 25.000
Software 14,800 3,740 6.730
Confirmatory review of clinical mformation N/A N/A 6.230
(‘onfirmatory review of overseas evaluation report 14 900 3.740 6.230)
| Low Level Registration -type of data
Design/materials testing 3740 NiA NiA
Manufacture:quality control 3,740 N/A N/A
Biocompatibilitypre-clinical 3,740 N/A N'A
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. Registered:Devices (cont i

' EVALUATION FEES (cont) _ Mwwﬂ.n_“”w“ >w_mmm_mmmm= |

! Fee § Fee $
Human climcal 3.740 N/A NeA
Sottware 3.740 NA N-A
Diagnostic Goods Control Reagent 3,740 NA NA
Disinfectants and diagnostic goods for in vitro use 12,300 NiA NeA
Variation - High Level Registration - gnﬁ.n data .
Designimatertals testing 7.460 1.370 NA
Manufacture/quality control 6.230 1.370 N A
Biocompatibilitv/pre-clinical 6,230 1,370 NiA
Human clinical 25000 1.370 N'A
Software 6,230 1.370 N'A
Confirmatory review of clinical information 6,230 NA N/A |
Confirmatory review of overseas evaluation report 6.230 1.370 N'A

W Variation — Hc? Foma_‘—nmmmwnn-mea — type of data o
Diesign materials/testing 990 N:A N/A
Manutacture quality control 990} N/A N/A
Biocompatibility/pre-clinical 090 N/ A NYA
Huiman clincal 990 N/A NeA
Software 090 N/A N/A
Diagnostic Goods Control Reagent 290 NiA NiA
[ Msintectants and diagnostic goods for in vitro use 2.500 N/A NYA

Applicanon fee

Provessing fee (variation te an existing Hsting) 310
Application tor exemption under Seciion 14 310
L - - . {
Annual Charge 990
Annual Charge - therapeutic devices such as [VD'x, tampons and disinfectants 550
V. -
. Evaluation Fees
[ 12.300

| Fvaluation for assessing whether a listable or listed device is safe for the purposes for which it is

10 be used,
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ta)  Class AIMD medical device:

(h)  Class IIT medical device: 010

{¢)  Class [Tb medical device; 6490

{d)  Class Ila medical device: 690

(e}  Class I medical device - sterile; 690

i) Class [ medical device - measuring function; 690
m (g)  Other Class I medical device

(a)  Schedule 3. Part 1- Full Quality Management System Audit; or 20.200
(b}  Schedule 3. clause 1.6 - Design Examination: or 40.000
{¢)  Schedule 3. Part 2 - Type Examination (including management of testing, analysis, and 27.800
reporting on examination of the tvpe); or
(dy  Schedule 3, Part 3 - Verification (including management of testing, analysis, and 19,500
reporting on verification tests); or
tey  Schedule 3. Part 4 - Production Qualitv Management System Audit: or 17,700
(f)  Schedule 3. Part 5 - Product Quality Management System Audit H u woo
{a}  Schedule 3. Part |- Fuli Quality Management Systemn Audit; or 12.200
(b Scheduie 3, clause 1.6 - Design Examination: or 24,600
{cy  Schedule 3. Part 2 - Type Examination (including management of testing, analysis, and 16.700
3 reporting on examination of the type). or
te)  Schedule 3, Part 4 - Production Quality Management System Audit; or 10.600
(9 wc:aac_m 3. Part 5 - Product Ocm:Q ZmummanE méSB Audnt 9.160

ta}  Schedule 3. Part 1 - Full Quality Management Systemn Surveillance Audit; or * 5.900
(b)  Schedule 3. Part 4 - Production Quality Management Svstem Surveillance Audit > 3.900
5 - Product Quality Management System Surveillance Audit ¥

e e e —

QR k] 3 L A
| (a)  Schedule 3, clause 1.6 - Design Examination re-assessmeni 36,200
(b)  Schedule 3, Part 2 - Type Examination re-assessment (incloding management of testing, 27.800

L=m7 sis, and reporting on mxmBSm:oz o?:m ﬁﬁ:&
, ) Fee §
(a)  Schedule 3, Part 1- Full Quality Management System Audit; or 20.200
(by  Scheduie 3. clause 1.6 - Design Examination; or 40.000
(¢)  Schedule 3, Part 2 - Type Examination (including management of testing. analysis. and 27 800
reporting on examination of the rype): or

(d)  Schedule 3. Part 3 - Verification (including management of tesuing. analysis. and 19,500

reporting on verification tests); or
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Schedule 30 Par 4 - Production Quality Management System Audit or

Pt
VA

it

Schedule 3, Part 3 - Product Quality Management Syvstem Audit

o Y ITRTE Y o]
27

P EUSET A s - g " i T

Schedule 3. Part I- Full Quality Managemenr System Audit; or

ta)

thi  Schedule 3. clause 1.6 - Design Examination; or 24,000

(¢)  Schedule 3, Part 2 - Type Examination {including management of testing, analysis,  and 16,700
reporting on examination of the rvpe): or

el Schedule 3, Part 4 - Production Quality Management System Audit: or .m 10,600

(f)  Schedule 3, Part 5 - Product Quality Management System Audit m

Ry s T

Assessment of a medicinal component of a device

See Schedule Y

of the TG Regs
ltems 4. 5(b).{d)

Suppiementary assessments (o Items 1.2, 1.3, 1.9 ¢r 1.10

$290 per
assessor hour

Reasonable travel, accommodation and allewance costs including travel both in and outside At Cosi
Ausiralia
Assessor preparation for assessments conducted outside Australia 5290 per

assessor hour

Cost of testing incurred in purchasing, establishing and setting up the equipment 1o be used to
conduct the tests and the direct costs of conducting the tests {including the cost of any consumables
used to conduct the tests).

At Cost

AETT P rTr e : = : p re n T ot
[ 7

-2 B Tug, T o L (et iy e . AR

P T e
:mui d

Conformity assessment where assessment has already been undertaken by the TGA for the EU or
FF1 A Mutual Recognition Agreement and there is sufficient information to allow the assessment 1o

be wr.za ed.

RO 2l gl ]
Class AIMD medical device:

Variation 1 an ARTG inciusion entry if the entry is incomplete or incorrect

() 910

by  Class I medical device; 910

(¢y  Class lIb medical device: 690

(dy  Class lla medical device; 690

ie)  Class I medical device - sterile; £00)

(f)  Class I medical device - measuring function; A00

| iz)  Other Class [ medical device Nil
' INCLUSION IN THE ARTG - Application Audit Aisessment. “_  Fee §
ta) Level I - - venfication of sponsor’s application and evidence of conformity 2630
(1) Level 2 Level | activities plus review of evidence of conformity 4810
Considering submissions to the Secretary in relation to a proposed suspension of a kind of medical 1810

device from the Register
30
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, OTHER FEES Coe SRR Fee $
wpplication for consent of Secretary o importation into Australia. supply for use in Australia. or A ,
exportation frum Australia of a medical device that does not contorm to the Essential Principles. ]

. . . . - .. . . . a
Notification of intention to spansor a clinical wial of a medical device 10 be used solely for =60
experimental purposes in humans - Clinical Trial Notification Scheme (CTN)

12,500

Application for approval to use a specified kind of medical device solely for experimental purposes
in humans - Clinical Trial eXemption Scheme (CTX)
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s Fee 3

P

Licence application fee 690
Australian Manufacturers - GMP Audit m..oo 1.2 , ' ~ Hourly rate
e M . T per Aunditor §
All types of therapeutic goods 440
Annual Licence Charge '
Single step:single medicine/single tvpe of therapeutic device 4360
in-viro diagnostic products 4.360
Ingredients or componenis 4.360
Herbal homeopathic medicinal products 4.360
OUther tvpes of therapeutic mooam. mcluding containers in which therapeutic goods are to be packed 2460

Note:

4. 2& nﬁE E&&m 8 Eee&_ Eec& ﬁwoazna
N
u.., :
is exceeded. .
Overseas Manufacturers - GMP Audit Fee | Hourly rate
e e I per Auditor
. g . g

All types of therapeutic goods 930
Overseas Manufacturers - GMP Clearance Fees Fee $
Assessment of GMP evidence (per manufacturer, per site and per sponsor} 260
Obtaming evidence from overseas regulatory agency (per manufacturer. per site and per sponsor) 230
Remstatemnent of expired GMP clearance approval {per manufacturer. per site and per spensor) 8OO
GMP Certificates
Certificate of GMP Comphiance 100
(mality Svstems Centificate 100
Mutual Re ocmEco: Apreement howﬂ?omﬁn 2 wo f

A e - —
ot ?i copy :w A rr:::. ate 44 ,

PAGE 10~ -of 12



= 5

1 : P i
Ll L e R 1 R T Y adh koot g Bialh P 3 fa [

Export Ceruficate

L L : " . L i 600
ARTG reinstatement application fee - regisiered medicines or devices - per invoice %
| 350
ARTG reinstatement application fee - listed medicines or devices - per invoice ; o
Processing ice for consent under Section [4 to waive compliance with standards for “ 110
prescription, registered and tisted medicines - per product/ARTG entry _ﬁ
Application for Declaration that Turnover is Low Volume and Low Value — per product {00

($11,700max.)

ARTG information - Freedom of Information (FOT) charges apply - contact ARTG for advice.

The percentage of sales used in calculation of low volume and low value products for exemption from annual
charges 1s 6.8%,

I'ne whoiesale turnover leve! for reduction in the manufacturing licence charge has increased from $63.000
1o $67.100.
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FEES FOR ADVERTISEMENTS IN “SPECIFIED MEDIA™ OTHER THAN
“BROADCAST MEDIA”

expired

Advertising processing time less than 1 hour and 150
- not more than 100 words
- more than 100 words 190
- more than 300 words (including advertorial) 320
- minor change o an approved advertisement sought more than 3 menths 80
after approval
-re-approval of an identical advertisement whose approval number has 30% of

applicable fee

- approval of a variation to an advertisement whose approval number has not
expired

50% of

applicable fee

- classified advertisement

&0

Each additional hour or part thereof

i Adverusing processing time less than 1 hour and

regional station only in that station’s regional area

Television or Cinema Commercial Q30
up 1o and including 150 seconds in length with up to 3 variations of the one concept for

the one product.

Television Commerciai for a retail outlet that is intended te be broadecast on 1 470

Television Advertorial greater than 130 seconds in length.

620 tor first
minute plus 150
per minute or
part minute atter

that
Radio Advertisement 100
Including up to 6 variants of the one concept, for the same product. )
5
Radio Advertisement that is intended to be broadcast in a regional area only, 200
including up to 6 variations of the concept for the same product !
Still Cinema Media including outdoor media
Not more than 100 words 150
Not more than 300 words 190
More than 300 words | 320
...... ) - minor change to an approved advertisement sought more than 3 months 50% of
after approval applicabie fee
-re-approval of an identical advertisement whose approval number has 50% of
expired applicable fee
- approval of a variation to an advertisement whose approval number has not 50% of
expired applicable fee
Fach 130

additional hous or part thereofl

- PAGE 127 -0f 12




