OPTION 1 - New Register Entries {average 3 actions [MONTHLY INVOICES] per sponsor per year) - REFRESHED [CALCULATED BASED ON FY2013-14 DATA on 20 November 2014) Comments from RIA team
Step No. |Description TGA Task fs Task |Sp Time |No of Sponsors |Class 3s Hourly |Sg Total |We do not cost option 1 as we cost CHANGE from stus quo. However, | |No. Sponsors Cost Category
{Hours) Affected Rate Cost have used these firgure as the deregulatory component of each of Actual (REM
option 2 and 3 since they will no longer be required. Use Only)
1 A new therapeutic product is listed, registered or included on the Regi An ARTG ber is assigned to the product Yes No 0.00 1,560 |Not Applicable - TGA Only 0.00 $0.00 1,290
2 The full year annual charge is incurred (per ARTG No.) effective from the date of listing, registration or inclusion on the Register Yes Mo 0.00 Nat Applicable - TGA Only 0,00 $0.00
3 TGA Financial Services issues a tax invoice to the sponsor for the applicable annual charge Yes Mo 0.00 1,560 [Not Applicable - TGA Only 0.00 50.00 1,290
4 Sg that the esti d of the new entry will not be a low value turnover. (average 6 new entries per sponsor) No Yes 1.00 1,225 |Managers (Including accountants) 7280 572.80 948 Notification
5 Sp: pays the annual charge for the entry. No further action is required No Yas 100 1,225 |Clerical and Administrative Workers 53.20 $53 20| Would it really take 1 hour to pay the charge? This applied to all tasks 948 Notification
involveing paying a charge,
6 St that the esti ] of the new entry will be a low value turmover. {average 7 new entries per sponsor) No Yo 100 335 |Managers (including accountants) 7280 $72.80 342 Netification
7 Sp prep: an LVT ‘on for the new entry which must be acc iby(a)a of the i turnover of the therapeutic No \CH 4.00 335 |M: {including acc ] 72.80 $291.20 342 |Natification
good for the current financial year and signed by the person liable to pay the charge; and (b) payment for the LVT application fee.
8 The s b the completed LVT appli to the TGA. The application must be received at least 21 days before the date for payment of Neo L 0.50 335 |Clerical and Administrative Workers 53.20 $26.60 242
the applicable annual charge.
] The TGA Delegate assesses the LVT application. If approved, a letter 15 issued to the sponsor with a credit note for the exempted charge. As a new Yes No 0.00 Mot Applicable - TGA Only 0.00 50.00
entry LVT F , the app | is conditional that the must provide by 1 Sep ber in the following year, a statement, signed by an
approved person, detailing the actual turnover of the entry in the year the entry was a new entry.
10 |Validation reviews of new entry LVT exemptions commences on 1 July in the following year. The validation review entails the TGA writing to all Yes No 0.00 Not Applicable - TGA Only 0.00 $0.00
affected sponsors to remind them their obligations to supply a of actual by 1 Sey t
11 The sponsor extracts the actual turnover of the entry from (e.g ) their sales/ finance system and records itona " of actual r form No LEH 8.00 335 |Managers [including accountants) 72.80 $582.40 342 MNotification
{app d by the Secretary) and then must have the actual turnover verified by an app d person. If fied, the app d person signs a
declaration that the turnaver reported is the actual turnover of the entry. The sponsor sends the completed statement to the TGA by 1 September
2014
111  |The sponsor cannot supply o of octual by 1 September and applies in writing for an extension (up to 28 days). If received before 1 Yes Yes 100 24 |Managers (including accountants) 72.80 $72 80|Non-compliance is not costed {or inability to comply). DISAGREE - This 24 Notification
5 ber, the TGA app the fon ta 29 Sep ber (23 out of 334 st {or 7%) applied for in 13-14} not nan-compliance - there is a legit provision in the Regulations
which allows the sponsors additional time to supply a sta t of
actual turnover (on the basis the request is rec'd inwriting prior to 1
Sept]- while only a small number of sponsors use the provision each
year does not make it a non-compliance issue - Dereg Response (thru
Heldi) is that we do not impose the extension on the sponsar so
{should not include 1t - REMOVAL AGREED
12 The TGA Deleg the actual of the new entry was a low value . The ion is confii d under lation 43AAF. Yes Ne 0.00 280 [Not Applicable - TGA Only 0.00 $0.00! 262
13 The sponser is notified by the TGA in writing that the exemption is confirmed and no further action is required. Yes No 0.00 Not Applicable - TGA Only 0.00! $0.00/
14 The TGA Deleg the actual of the new entry was not a low value tumnover. The exemption is cancelled under regulation 43AAF. Yes Ne 0.00 Not Applicable - TGA Only 0.00 $0.00
15 The sponsor is notified by the TGA in writing that the exemption is cancelled and the annual charge is (now) payable by 31 October. The sponsor Yas Yas 100 45 |Clerical and Administrative Workers 53.20 $53.20 47 Notification
pays the tax invoice for the annual charge,
16  |The sponsor does not supply the statement of actual by 1 September. The ption is cancelled under regulation 43AAE. Yes No 0.00 Not Applicable - TGA Only 0.00! $0.00|non-complicance is not costed
17  |The sponsor is notified in writing that the exemption Is cancelled under regulation 43AAE for failure to give information and the annual charge 15 Yes Yes 1.00 10 |Clerical and Administrative Workers 53.20 $53.20{thihs is no longer part of LVT scheme - not costed. ?7Can discuss. 33 |Notification
{now] payable by 31 October. The sp pays the tax invoice for the annual charge.
$1,278.20
AWE May |Oncost Hourly Rate
2013 Hourly |Multplier s
|Managers {including accountants) $72.80 Notification 126.00 119,448.00 Managers $41.60 175 72.80
|Professionals $76.48 Education 115220 394,052.40 Professionals $43.70 L35 7648
Technicians and Trades Workers $58.10 Permission 513,500.40 Techniciansanc  $33.20 175 58.10
Community and Personal Service Workers $55.48 Purchasing Community anc  $31.70 1.75 55.48
Clencal and Administrative Workers $53.20 Record keeping Clerical and Adr  $30.40 1.75 53.20
Sales Workers $47.60 Enforcement Sales Workers $27.20 175 47 60
Machinery Operators And Drivers $54.25 Publication and documentation Machinery Ope  $31.00 1.75 54.25
Labourers $46.55 Procedural Labourers $26.60 1.75 4655
All accupations $59.85 Delay All accupations 534,20 175 59.85
Mot Applicable - TGA Only 50.00_ Other Not Applicable 0 0 0




|OPTION 2 - $0 Turnaver - Transitional Entries {Option B)

| Step No. \Description

| TGATask

Sponsor Task Spansor Time | No of Sponsors |Class

1

1 July 2014 must have been “approved for LVT exemption in 201314 and 2014-15 on the basis of $0 tumover”.

The LVT opprovals in 2013-14 and 2014-15 were made on the basis of the spansars statement(s] of octual turnaver (S0AT), signed by on appraved person
( third party sccountant] of the entry in 2012-13 {for approvol of the 2013-14 LVT exemption] and 2013-14 (for the opprovol of the 2013-15 LVT
exemption]

2012-13 and 2013-14 data ariting from the 2013-14 and 2014-15 LVT exemption opp has been df with alf eligible {pre-1 July
2014) entries short-fisted for NVT ion when the scheme 1 july 2015,

We note that it i possible that o sponsor may qualify for on exemption from anaval chorges for 2015-16 notwithstanding thot they hod 50 turnover in
the 2014-15 year ~they would ot be atked {ofter 1 July 2015) te make o decloration of no turnover in relation to that year os this would result in the LT
and NVT schemes belng mirved

Entries in the Register between 1 July 2014 and 30 April 2015 = An entry which was first registered, listed, or included on the Register between 1 July
2014 and 30 April 2015 will quality as an ‘in-scope’ entry for an NVT exemption for 2015-16 if the entry was subsequently approved for LVT
exemption in 2014-15. NVT exemptions will initially be applied to all ‘in-scope’ entries upon commencement of the scheme on 1 July 2015,

Cantinuity of the NVT exemption will be subject to the findings of the valldation review of 2014-15 LVT exemptions [due by 29 September 2015) as
follows:

The basis for the 2014-15 LVT exemption was the spanser’s estimate of turnover for the remalnder of 2014-15, not the actual turnover in & previous
year, accordingly, the sponsor will still be required to supply TGA with a S0AT by 1 September 2015 so we can verify whether the turnover of the
entries was # low value turnover.

Upon {in late 2015}, the review findings wil! be used to Identity ali:

) $0 turnover entries — aligible for NVT exemption 'n 2015-16 and LVT exemption for 2014-15 confirmed;

b} lew value turnover entries = not eligible for NVT exemption In 2015-16, however LVT exemption for 2014-15 confirmed; and

e} not low value turnover entries (ie. the actual turnaver was greater than 15 times the 14-15 annual charge) - not eligible for NVT exemption In 2015
16 and the 2014-15 LVT exemption is cancelled because the turnover was not a low value turnover.

NWT exemptions for 2015-16 will cont be dled based on the review findings, i.e. entries relurning an "a" finding will reta'n thelr
RVT exemption until the next annual (turnover status) dedaration is due by 22 July In the next finandal year; while entries returninga & or 'c’
finding (as per above) will not be eligible for NVT exemption and, in relation to ‘c’, the LVT exemption will be cancelled. Billing for any ‘not $0
turnaver’ entries {arising from the validation review) for 2015-16 will occur after the findings of the validation review are finalised.

Entries in the Register between 1 May and 30 June 2015

An entry which i3 first registered, listed or Induded on the Register between 1 May and 30 June 2015 will qualify 33 deemed to have had 50 turnover
for 2014-15 for the purposes of the NVT exemption scheme {and thus automatically qualify for NVT for 2015-16). in practics, we recognise the
sponsor would not need to apply for LVT [or pay the LVT application fee) for the 2014-15 annual charge as these entries pose a very low risk of being.

lexpleited by sponsors as the duration that turnover could be generated cannot be greater than 5-6 weeks befare commencement of the NVT scheme.

Deemed eatries will qualify as eligible for NVT until fof the ¥ turnower and the sponsor declares that turnover; or (b) the

INVT. ion is renewed for ing the next annual | status) renewal which is due by 22 july in the next

fimancial year (l.e.22 july 2018}

Transitional entry is not & S0 turnover entry: A full year annual product charge tax invoice will be fssued to sponsors [for all non-NVT entries ot 30
lune in the previous year], in July. The spansor is required to pay the invoice for the non-NVT entries by 1 October [as per current 542 of TG Act)

The Full year annual product charge for 8 non-NVT entry will be levied on 1 luly each year thereafter until the entry s cancelled from the Register

The sponsor pays the applicable product charge Involoe. No further action Is required until the next full year annual product charge Is incurred.
The sponsor of an essential good applies for a waiver of the charge on the basis of (a) a pub!ié health risk arising from the potential cancellation of

the entry by the sponsors because [b] the entry is not finandally viable If an annual charge Is levied; and (c) there Is no reasonably available
alternative to the pradisct

Entries on the Register before 1 July 2014 - To qualify for an VT exemption, an entry which was listed, registered or included on the Register before |

Tes

|

Nfa

|Transitional entry it a 30 turnover entry: The sponsor will not recelve a tax Involce for any entries which are 'S0 turnover’. The sxemption will remain

in farce until the sponsor subsequently advites an entry has commenced generating turnover Jsubject to the sponsars’ annual {turnover status)
renewal declaration by 22 July in the next finandal year that an eniry continues to be ‘S0 turnaver’).

Spontor annuasl [turnover status) renewal declarstion - the sponsor will be required to dedare the turnover status of all *50 turnover entries [Le. &
dedlaration of turnover [induding $0 turnover] In the previous finandal year] within 21 days from of each finandal year
to ensure all eligible entries [l.e. S0 turnover entries] retain their annual charge exemptian; while all Ineligible entries {i.e. not $0 turnover entries)
will incur the applicable annual charges

Audit and monitering program of 50 turnover” entries [The program will seek to review 20% of sponscrs’ dalms annually (for 100% coverage of dalms
every five years). The desk top audit and monitoring will be used to Identify and short-list sponsars for on-site audit ta verify the turncver status of
50 turnover” entries. The TGA will exerdse powers In the Regulations to request information about a sponsors turnaver of any/all entries on the
Register

(Onsite sudit of '$0 turnover” Entries - The program will seek to conduct onsite audits with 2% of sponsars annually. Based on previous audit activity
between 2007 and 2012, the costing assumes 3 Manager or equlvalent spansor partidpants in each audit,

Sponsor declaration of turnover - upon recelving the sponsors’ advice that an entry has commenced generating turnover, the snnual product charge
exemption will cease and the full year product charge will be levied for the year in which turnover was [and, if any

years)

ANNUAL CHARGES INVOICING SCHEDULE

Monthly imvoices - $0 turnower entries generating turnover during a financial year

Tax (nvolces will be issued (r ¥) after & sponsars vol {during the current financial y=ar) that a 50 turnover entry has
commenced generating turnover In that finandal year.

Example § ¥ A ety generating turnover on 1 October, The sgonsor declares by 22 October that the entry Is
not 50 turnover |[Mote . if the sponior does not voluntarily deciare the turnover within 21 days of the turnover being generated, the sponsor will be
required to declare the turnover [Induding 30 turnover if there was no turnover| of the entry in the next compulsary annual {turnover status)
renewal declaration due by 22 July in the next Anandal year}).

‘Where a spansor declaration of turnaver is rece ved during a Frandal year (i.e. at any other time than a compu'sory anmual turnover renewal
declaration in july), an Invoice for the applicable fu'l year annuaj charge will be issued in the next monthly invoice run (i.e as per the example
above, if turnover is recorded for & 50 turnover entry on 1 October, the sponsor may dedare the turnover by 22 October for Involdng on 7 November
for payment by 7 December)

if @ compulsony annual renewsl declaration is it completed by 22 huly in the next financial year, the Reguiations will assume the entry was not 50
turnover in the previous financiol year and the spplicable annual charge will became payable together with the chorge for the current year (ond eoch
year thereafter until the entry is concelled from the Register)

Annual invoicing ‘Not $0 tumover entries”

Entries which are not S0 turnover on the next 1 July incur the full year annual charge. Annual inveices are |ssued in July for payment by 1 October
{and agaln each year thereatier untll the entry |s cancelled from the Reglster).

Sponsor pays the applicable annual product charge invoice. No further action is required until the next full year annual product charge is incurred,
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$3.180.80
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OPTION 3 - Cease the Scheme (Up to 13 actions [ANNUAL INVOICE + MNTHLY INVOICES] per year) - REFRESHED/CALCULATED BASED ON FY2013-14 DATA on 20 November 2014)

Cost Category

Notification

Notification

Step No. |Description TGA Task Sponsor Task (Sponsor Time |No of Sponsors |Class Sponsor Hourly |Sponsor Total
(Hours) Affected Rate Cost

1 Existing Register entry (at 1 July): If the entry is an existing on the Register at 1 July, the full year annual charge is incurred. Yes No 0.00 Not Applicable - TGA Only 0.00 $0.00
2 The TGA Accounts Team issues the sponsor an existing entry annual charge invoice for the applicable annual charge in July for payment by 1 October. Yes No 0.00 Not Applicable - TGA Only 0.00 $0.00
3 The sponsor pays the applicable annual charge. No further action is required until the next full year annual charge is incurred on the {next) 1 July. No Yes 1.00 3,679 [Clerical and Administrative Workers 53.20 $53.20
4 New Register entry: If the entry is a new entry in the Register, the full year annual charge is incurred for the year the entry is a new entry. Yes No 0.00 Not Applicable - TGA Only 0.00 $0.00
5 The TGA Accounts Team issues the sponsor a new entry annual charge invoice for the applicable annual charge. New entry annual product charges Yes No 0.00 Not Applicable - TGA Only 0.00 $0.00

invoices are issued to sponsors’ on a monthly basis.
6 The sponsor pays the applicable annual charge. No further action is required until the next full year annual charge is incurred on the (next) 1 July. No Yes 1.00 1,560 |Clerical and Administrative Workers 53.20 $53.20

$106.40

Managers (including accountants) $72.80 Notification

Professionals $76.48 Education

Technicians and Trades Workers $58.10 Permission

Community and Personal Service Workers $55.48 Purchasing

Clerical and Administrative Workers $53.20 Record keeping

Sales Workers $47.60 Enforcement

Machinery Operators And Drivers $54.25 Publication and documentation

Labourers $46.55 Procedural

All occupations $59.85 Delay

Not Applicable - TGA Only $0.00 Other




Summary report
Cost per entity equals total cost per segment divided by total number of entities within the segment.
Proposal name Review of the Low Value Turnover Exemption (LVT) Scheme

Reference number XXXXX
‘Problem and objective
Problem The Therapeutic Goods Administration (TGA) is part of the Australian Government Department of Health, and is responsible for regulating therapeutic goods including medicines,
Objective The objectives of a proposed scheme (to replace the current LVT scheme) are as follows: 1. The proposed scheme is consistent with the objectives of the Therapeutic Goods Act 1989
Explanatory information
Not applicable
Segments affected
Business
Option 1
Option name Option 2: Vary the current scheme to exempt (all) products which are $0 turnover - regulatory component
Option description Option 2 proposes that the sponsor of a therapeutic good which generates $0 turnover will be exempt from the requirement to pay an annual charge in respect of that good. Option

Business affected 3679

Business

Cost per Total cost for

business all business
Start up cost S0 )
Ongoing compliance
cost per year S0 $1,229,000
Start up time Ohr 0hr
Ongoing compliance
time per year 0hr 0hr

Option 2
Option name
Option description

Business affected 3679
Business
Cost per Total cost for
business all business
Start up cost S0 S0
Ongoing compliance
cost per year -5§1,000 -$4,190,000
Start up time 0hr Ohr
Ongoing compliance
time per year 0hr 0 hr
Option 3
Option name Option 3 - Cease the LVT Scheme - regulatory component
Option description Under option 3, all entries on the Register would incur an annual product charge. No annual charge exemptions would be available. Annual charge rates would be adjusted for all
Business affected 3679
Business
Cost per Total cost for
business all business
Start up cost S0 S0
Ongoing compliance
cost per year 40 $755,000
Start up time 0hr Ohr
Ongoing compliance
time per year 0hr Ohr

Option 4
Option name
Option description

Option 2: Vary the current scheme to exempt (all) products which are 50 turnover - deregulatory component
Option 2 proposes that the sponsor of a therapeutic good which generates S0 turnover will be exempt from the requirement to pay an annual charge in respect of that good. Option

Option 3 : Cease LVT scheme deregulatory component

Option 2 proposes that the sponsor of a therapeutic good not supplied to the market will be exempt from the requirement to pay an annual charge in respect of that good. Option 2

Business affected 3679

Business

Cost per Total cost for

business all business
Start up cost S0 S0
Ongoing compliance
cost per year 51,000 -54,150,000
Start up time 0hr 0hr
Ongoing compliance
time per year Ohr Ohr

Notes

1. An assessment of compliance costs in itself do not provide an answer to the most effective and efficient regulatory proposal. Rather, it provides information that needs to be considered alongside other factors when deciding between palicy options.



2, Negative dollar figures present a cost saving.

3. 1f 'See PV' appears in a cell you can refer to the present value report for more information.



OPTION 1 - Existing Register Entries (One action [ANNUAL INVOICE] per year) - REFRESHED/CALCULATED BASED ON FY2013-14 DATA on 20 November 2014)

No. Sponsors Actual

(RBM Use Only)

Step No. |Description TGA Task Sponsor Task |Sponsor Time |No of Sponsors |Class Sp Hourly |Sp Total
|(Hours) Affected Rate Cost
1 All existing entries on the Register on 1 July incur the applicable full year annual charge(s) Yes No 0.00 Not Applicable - TGA Only 0.00 $0.00
2 TGA Financial Services issues a tax invoice to the sponsor for the applicable annual charge(s}). Yes No 0.00 3,679 |Not Applicable - TGA Only 0.00 $0.00
3 Sp that the actual turnover of the existing entry was not a low value turnover. (average 17 existing entries per sponsor) No Yes 8.00 2,829 |Managers (including accountants) 72.80 $582.40
4 Sponsor pays the annual charge(s} for any non-LVT entry/entries. No further action is required. No Yes 1.00 2,829 |Clerical and Administrative Workers 53.20 $53.20
5 Sponsor assesses that the actual turnover in the previous year of an existing entry was a low value turnover. The sponsor extracts the actual No Yes 8.00 850 |Managers {including accountants) 72.80 $582.40
turnover of the entry from (e.g.) their sales/ finance system and records it on a ‘statement of actual turnover’ form (approved by the Secretary) and
then must have the actual turnover verified by an approved person. If satisfied, the approved person signs a declaration that the turnover reported
is the actual turnover of the entry. (average 23 existing entries per sponsor)
6 Sponsor prepares an LVT application for the existing entry which must be accompanied by (a) the statement of the actual turnover, signed by an No Yes 8.00 850 |Managers (including accountants) 72.80 $582.40
lapproved person, and (b) payment for the LVT application fee ($150 per entry in 12-13, to a maximum fee of $15,000 for 100 or more LVT exemptions).
7 The sponsor submits the completed LVT application to the TGA. The application must be received before 2 September. No Yes 1.00) 850 |Clerical and Administrative Workers 53.20/ $53.20
7.1 |The sponsors LVT application is not received before 2 September. The LVT application cannot be approved. {Go directly to Step 9) N/a N/a 0.00 0.00 $0.00
8 The TGA Delegate assesses the LVT application. If approved, a letter is issued to the sponsor with a credit note for any exempted charge(s). Yes No 0.00 Not Applicable - TGA Only 0.00 $0.00
9 Sponsor pays the | charge(s) for any non-LVT entrﬂentries. No further action is required. No Yes 1.00 850 |Clerical and Administrative Workers 53.20 $53.20
$1,906 80
Managers (including accountants) $72.80 Notification
Professionals 576.48 Education 635.60 $1,651,924.40
Technicians and Trades Workers 558.10 Permission $1,218.00 1,158,318.00
Community and Personal Service Workers §55.48 Purchasing 52,810,242.40
Clerical and Administrative Workers $53.20 Record keeping
Sales Workers 547.60 Enforcement
Machinery Operators And Drivers $54.25 Publication and documentation
Labourers 546.55 Procedural
All occupations $59.85 Delay
Not Applicable - TGA Only 50.00 Other

3550

2599
25939

951

951

851

3550

Cost Category

Notification
Notification

Notification

Notification

|Notification

Notification




IN SCOPE ANNUAL PRODUCT CHARGES
(01009 [REIOPM [inchded Dewces

W14 Rets  paN 3 ‘ EtvTary vis &t uETaTY
1098

{01910 [REIOPM [incheded Dewces | o 2327 52,733,960
|D1011_[REIDPM _[Inchded Dewces |Bevice Class b | ot 4,760 _$4,379,200]
[mz | REDPM |Device Class ia 1 101012 B3SE]  $7,689.080,
|Device Class 1 Sterie Ann 101013 __is $967,800,

|Device Class 1 1D1g14 =35l $211.800

= _ 16,345,300

___|Device Class 1 Annwal Charge . | maio1s $1,713.900

Listed Devices Annual Charge =¥ | ibiooz

ted Devices Annual Charge - IVD, Tampons & Disinfd Lojoos

Rmmnd Devices Ann: harge - IVD, Tampons & 0F RO100S
RD100S

LMIoos
LMID0S

—[Usted Wiedicines Anmwal€
i Camg

54_1_35 820,

_ 5,159,620
WP1003

Total wmmm .
PRIDAT  REFWMPM P!l'ﬂ:lmm

13,652 $52,696,720 3 534844220

§ = = 13,652 51696720 5007 34,844,330
[ Towm =] T1,591] _ 21830 545,831,000

QAANLVT Total 3 77,591 21830] 43,931,000

1ES/SPONSOR]
|No. of new & exksting entries incurring annual charges |

77,591
No sponsors Incurring 2013-14 annualcharges 3,679,
Average Entries Per Sponsor - Annual Charges Oty | |
={77.591/3.679) | 21
No. of new and exating entries spproved for LVT 1
| 21,830
Sponsors approved for LVT exemptions 1,001
Average Entries Per Sponsor - LVT Exemptions [ALL)
=(21,830/L.001) 22

ROT VT (ALL) |AVERAGE 21 /ENTRIES/SPONSOR]

Nao of new and existing entries not spproved lor LVT

55.761
Spantors not approved for LVT exemptions 2678
{Average Entries Per Spontor - Not LT (ALL)
[=55761/2.678) 21
ANNUAL CHARGES (EXISTING ENTRIES)[AVERAGE 18
ENTRIES/SPONSOR]
MNo. of existing entries incurring
67,834
Mo sponsors incurring annual charges for exbyting
entries 1673
Average Mo of existing entries per sponsor
(=(67.848/3,679) 18
AVT [LVE - DS TING ENTRICS) JAVIRAGE 22
ENTRIES/SPONSOR]
Existing entries approved for LVT (LVS) 19,355
|Sponsors approved for existhg entry LVT [LVS)
850
{Average Mo. of Entries Per Sponsor (LVS) {
{213 355/250) 23
NOT LT [EXSTING ENTRILS) [AVERAGE 1T
ENTRIES/SPONSON|
|Existing entries not approved for LVT (LVS) ap a7
|Spomsors not approved for exiuting entry LVT [LVS)
2,829
Average No of Entries Per Sponsor NotLVT (=)
17)
ANNUAL CHARGES [NEW ENTRIES) |AVIRAGE 6
ENTRIES /SPONSOR]
|No. of new entries incurring annual charges 9,757
No spansers ingurting smnusl charges for pew entries |
1,560

Average Na, of new entries per sponsor
|={8.757/1.5601 5
LVT {LVP - NEW ENTRIES) JAVERAGE 7

ENTRIES/SPONSOR]
|New entries approved for LVT [LVP] - validation review |
req 2.47%|

|Sponsars approved for LVT exemptions - new entries |
only 33

Average No. ol Entries Per Sponsor (LVP) [=2,475/335)

Spansort not approved for L¥T exemptions - new
entries only 1.22%
Average No. of Entries Pee Spansor =(7,282/1,225)

&
LVT Apghcation Fees Paid 2,086,860
Numbet of LVT Applcations |LVS and/or LVP| | 1651
Average No of LVT Appl Per Sponsor (LVS B LVF)

(:1,652/1.001) ! 2

ANUFACTURING} LICENCE CHARGES _ )
ML Bbmil.ic-rr.ﬂ Ucence Charges - Primary Ste |E53001 ] REN7727 Z 2 7////!/’///”///////’/7//////////47/////////!//////’/}

T |REBLPM | Biood icerces Licenice Charges - Secondary Ste |s0oaE ] : ////////.///////////////// ///////// / 7777 /////////////////”/////////////’///////]‘
—IE_BW "{Biood Licere Single Step and Singie Human Tssue [Bo20m I % ,/ A 7 ///////////// i ///////////%’////

Two or more steps of manulacture |BD2004 12,100 /////////////// R G /// G 7
[GMPlowleveiAnnualticence — Jowoos T & ///////' /zf’//////////////////’///// ////’/’/ //////// e
1 G A i Vil

[GMP Righ Level Anrual Licerce |ovems




IN SCOPE ANNUAL PRODUCT CHARGES 201314 Rate  EstANN ESLANNS Est LVT Q1Y EstlVT$ Est NET QTY. EstNETS
[D1008 TREIDPM [inchuded Devices qu Class AIMD Annual Charge 101003 51,180 371 $437,780( 65| 576,700 306 $361,080)
Device Class Il Annual l:llil'l.e iDi010 $1.120 32711 53,859,780} S-EL $1,119,820 2322 £2,739,960]
Ip1011 5920 6,092 $5,604,640 1332 $1.225.44 {.?Gﬂl £4,379,200
101012 $820 11.046] 510,162,320 2,688 £2,472,960 8358 57,689,360]
101013 5600 2,000} 51,200,000 387 $232.200 ;m] $967,800,
Device Class 1 Measuring Annual Charge 01014 $600 1-_63|> £276,000] 107 564,200 Jia_! B
Devices, |Device Class 1 Annual Charge 101015 580 22,126 §1,770,080] ml 556,160 21424
Listed Device Listed Devices Annual Charge ioioo7  s1,320 32 $42,240) 4 $5.280 8
LD1008 |RELDPM |Listed Device ]l-lﬂed Devices Annual Charge - IVD, Tampons & Disinfectants LD1008 $750 535 $401,250 81] $60,750, 454
RO1005 |RERDPM slered Devices Regstered Devices Annual Charge - IVD, Tampens & Disinfectants RD1005 51,480 71 smsmﬁ{ !{ 11,840, 63
RERDPM |Rege Devices | Registered Devices RD1006 52,590 ] §23,310] 4 510,360 5
LM 1004 |RELMPM |Listed Medicine Listed dicines Annual Charge LMI1007 S350 12,920 $12,144,800 4,453 54,185,820 8,467
LM 1005 IRECMPM . y Med  |Registered Compl y Medicines LMIDOS 51,320 159 $262,6 47| Ssz,mol 152
NP1003 |RENPPM |Non Prescription Med |Registered Medicines (Other than S4858) ﬁnmnl Char!l NPIOO3 51,320 3352 $4,424,640 1,258, 51,660,560 2,094
NP1018 |RECMPM |Complementary Med |Listed Medicines [Listed Non NP1019 $940 417 53919 141 $132,540/ 276)
PR1001 |REPMPM |Prescription Med Prescript.on Medicines - Biologics PRIDOI 56430 1,038 $6.,67¢ 577 $3.710,110 461
PR1002 [REPMPM |F iption Med |Preseription Medicines - Non PRIOOZ 53,850 13,652 $52,696,72 9,027 £34.844.220 4,525 $17,852,500
[ Total 77,591 $100,477.640] 21,830]  549.931,000] s5,761]  $50,546,640
|oUT OF SCOPE ANNUAL {MANIJFACTURING} LICENCE CHARGES
BD2001 BD2001 Y7
B02002 BD2002 // ///////
BD2003 |REBLPM — Single Step and Single Human Tissue |e02003 G ,// //
BO2004 Twe or more steps of f; BO2004
GM2005 REVEGM |GMP Licences GMP Low Level Annual Licence GM2005
GM2006 ] |GMP Licences (GMP High Level Annual Licence
IHB.M number of business alfected (reqiired for reguiatory and
deregulatory bssumptions lor cost impositions and |.wi_&:}
2013-18 | charges OTY 3,679
pproved for LVT ions QTY 1,001
Existing entries approved for LVT 13,355,
[New entries approved for LVT (subject to validation review) 2,475
Sponsors not approved for LVT QTY 2,678]
pp! d for LVT = new entries only OTY (RBM
Validation Review)
LVT Application Fees 52,086,860/
Number of LVT Applications {LVS and/or LVP) 1,652

ftem Annu QTY
iD1009
1010
101011
1012
1D1013
101014
1D1015
LD1007

Item LVT
371 1D1009
3271 Ip1010
6092 |D1011
11045 1D1012
2000 (D1013
460 101014
22126 101015
32 Lp1007
535 LD1008
71 RD1005
9 RD1006
12920 LM1004
153 (M1005
3352 NP1003
417 NP1019
1038 PR1001
13652 PR10OZ

ary

949
1332

387
107
702

81

4453

1258
141

9027





