
OPTION 1 - New Rel!ister Entries laveraJ!e 3 actions [MO NTHLY INVOICES] per s ponsor per vearl • REFRESHED/ CALCULATED BASED ON FY2013-14 DATA on 20 November 2014) 
Step No. Description TGA Task Sponsor Task Sponsor Time No of Sponsors 

(Hours) Affected 

1 A new therapeutic product is listed, registered or included on the Register. An ARTG number is assigned to the product Yes No 0.00 1,560 

2 The fuU year annual charge is incurred (per ARTG No.) effective from the date of listing, registration or ir,clusion on the Register Yes No 0.00 

3 TGA Financial Services issues a tax invoice to the sponsor for the applicable annual charge Yes No 0.00 1,560 

4 Sponsor assesses that the estimated tu mover of the new entry will not be a low value turnover. (avef'i;lge 6 new entries per sponsor) No Yes 1.00 1,225 - ~ 

5 Sponsor pays the annual charge for the entry_ No further action IS" required_ Ne YU 1.00 1,225 

-

6 Sponsor assesses that the estimated turnover of the new entry will be a low value turnover. (average 7 new entries per sponsor) No y,._, 1.00 335 

7 Sponsor prepares an LVT applicatlon for the new entry which must be accompanied by (a) a statement of the est1mated turnover of the therapeutic No Y!s. 4.00 335 
good for the current financial year and signed by the person liable to pay the charge; and {b) payment for the LVT applk at1on fee. 

8 The sponsor submits the completed LVT application to the TGA. The application must be received at least 21 days before the date for payment of No y., 0.50 335 

the app licable annual charge. 
9 The TGA Delegate assesses the LVT application. If approved, a letter 1s issued to the sponsor with a credit note for the exempted charge. As a new Ve• No 0,00 

entry LVT exemptton, the approval is conditional that the sponsor must provide by 1 September in the fo llowing year, a statement, signed by an 

approved person, detailing the actual turnover of the entry In the year the entrv 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 Ve.s No 0.00 
affected sponsors to remind them their obligations to supply a statement of actual turnover by 1 September. 

11 The sponsor extracts the actual turnover of the entry from (e.g.) their sales/ finance system and records it on a 'statement of actual turnover' form 0 re, 8.00 335 
(approved by the Secretary) and then must have the actual turnover verified by an approved person. If satisfied, the approved person signs a 
declarat lon that the turnover reported is the actual turnover of the entry, The sponsor sends the completed statement to the TGA by 1 September 

2014 
~ 1-

.LOO 111 The sponsor cannot supply a statement of actual turnover by 1 September and applies m wrtting for an extensfon (up to 28 days). If received before 1 Ye, l't'S 24 

September, the TGA approves the extension to 29 September /23 out of 334 sponsors (or 7%) applied for extens,ons ,n 13-14) 

I 

12 The TGA Delegate assesses the actual turnover of the new entry was a low value turnover. The exemption is confirmed under regulation 43AAF. Yes No 0.00 280 

13 The sponsor 1s notified by the TGA in writing that the exemption is confirmed and no further action is required. Yes No o_oo 

14 The TGA Delegate assesses the actual turnover of the new entry was not a low value turnover. The exemption is cancelled under regulation 43AAF. Yes Na o.oo 

15 The sponsor Is notified by the TGA in writing that the exemption is cancelled and the annual charge 1s (now) payable by 31 October. The sponsor Yes Y•> 100 45 
pays the tax mvo1ce for the annual charge, 

16 The sponsor does not supply the statement of actual turnover by 1 September. The exemption Is cancelled under regulation 43AAE. Ves 
1~ 

No 0.00 

17 The sponsor 1s notified in writing that the exemption is cancelled under regulation 43AAE for failure to gwe information and the annual charge 1s ·,res Ye, 1.00 10 
(now) payable by 31 October. The sponsor pays the tax invoice for the annual char1e. 

Managers (including accountants) $72.80 Notification 
Professlonals $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 

Class Sponsor Hourly 

Rate 

Not Applicable • TGA Only 0.00 
Not Applicable • TGA Only 0.00 
Not Applicable • TGA Only 0.00 

Managers Oncluding accountants) 72.80 
Cle rical and Adm1mstrat1ve Workers 53'20 

Managers (including accountants) 72.80 
Managers (including accountants) 72.80 

Clerical and Administrative Workers 53.20 

Not Applicable • TGA Only 0.00 

Not Applicable • TGA Only 0.00 

Managers (including accountants) 72.80 

-
Managers (including accountants) 72:80 

-
Not Appl icable - TGA Only 0,00 

Not App licable - TGA Only 0.00 

Not App licable • TGA Only 0,00 

Clerical and Administrative Workers 53.20 

Not Applicable • TGA Only 0,00 

Clerical and Administrative Workers 53.20 

126.00 119,448.00 

1152.20 394,052.40 
513,500.40 

Sponsor Total 

Cost 

$0.00 
$0.00 
$0.00 

$72.80 
$53 20 

$72.80 
$291.20 

$26.60 

$0.00 

$0.00 

$582.40 

$72 80 

I 

sa.oo. 

$0.00 

$0.00 

$53.20 

$0 00 

Comments from RIA team 

We do not cost option 1 as we cost CHANGE from stus quo. However, I No. Sponsors 
have used these firgure as the deregulatory component of each of Actual (RBM 
option 2 and 3 since they will no longer be required. Use Only) 

Would 11 really take 1 hour to pay the charge? This applied to all tasks 
nvolvemg paying a charge. I 

Non-comp llance 1s not costed (or inabihty to comply) . Dis.AGREE - This 
not non-compliance - there is a legit provision in the Regulations 
which allows the sponsors additional time to supply a statement 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 1t a non-compliance issue - Dereg Response (thru 
HeJd1) 1s that we do not impose the extension on the sponsor so 
s hould not include 1t • REMOVAL AGREED 

non-comp llcance 1s not costed 

1,290 

1,290 

948 
948 

342 
342 

342 

342 

262 

47 

$53 20 t hihs is no longer part of LYT scheme - not costed. ??Can discuss. 33 

$1,278.20 

Managers 

Professionals 
Technicians anc 
Community anc 
Clerical and Adr 
Sales Workers 
Machinery Ope 
Labourers 
All occupations 
Not Applicable 

Cost Category 

Notification 
Notification 

Notification 
Notification 

Notification 

Notification 

Notification 

Notification 

AWE May Oncost Hourly Rate 
2013 Hourly Multpl ier $ 

$41.60 1.75 72.80 
$43.70 1.75 76 48 
$33.20 1.75 58.10 
$31.70 1.75 55.48 
$30.40 1.75 53.20 
$27.20 1.75 47 60 
$31.00 1.75 54 25 
$26.60 1.75 46.55 
$34.20 1.75 59.85 

0 0 0 



OPTION 2- SO Turnover- Transition al Entries roa.Uon S1 
Step No. Description TGA Task 

Entries on the Recister before 1 July 2014 • To qualify for an NVT exemption, an entry which was listed, recistered or included on the Reeister before Yes 
1 July 2014 must have been "approved for LVT exemption in 2013-14 and 2014-15 on the basis of$0 turnover'". 
The LVT approvals m 2013·14 and 2014·15 were mode on the basis of the sponsors statement(s) of actual turnover (SOAT), signed by on approved person 
fo th rd party accountant) of the entry •n 2012·13 (for approval of the 2013-14 LVT exemption) and 2013-14 (for the approval of the 2014·15 LVT 
exemption) 
2012·13 and 2013-14 data arising from the 2013-14 and 2014-15 LVT eJCemption approvals has been collated/analysed, with all eligible (pre·l July 
2014) entries short-listed for automatic NVT exemption when the scheme commenas on l July 2015. 
We note that it is possible that a sponsor may qualify for an exemption from annual charges for 2015·16 notwithstanding that they had >$0 turnover in 
the 2014·15 year -they would not be asked (after l July 2015) to make a dedoration of no turnover in relation to that year as this would result in the LVT 
and NVT schemes being mixed. 

Entnes in the Reeister between 1 July 2014 and 30 April 201S-An entry which was first reristered, listed, or included on the Resister between 1 July 
2014 and 30 April 2015 will qualify as an 'in-scope' entry for an NVT exemption for 201S-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. 

Contfnuity of the NVT exemption will be subject to the findings of the vallda tfon review of 2014·15 LVT exempt ions (due by 29 ~ptember 2015) as 
fo llows: 
The basis for the 2014-15 LVT exemption was the sponsor's estimate of turnover for the rema inder of 2014-15, not the actual turnover Jn a previous 
year, ilccordingly, the sponsor will still be required to supply TGA with a SOAT by 1 September 2015 so we can verify whether the turnover of the 
entries was ii low value turnover. 
Upon completlon {In late ~ptember 2015}, the Villfdiltlon review find ings wll1 be used t ill' Identify all: 
ii) $0 turnover entries - eligible for NVT exemption In 2015·16 il nd LVT exemption for 2014·15 CO l"l firmed; 
b) low value turnover entries - not eligible for NVT exempt jon In 2015·16, however LVT exemptPo"' for 2014-15 confirmed; and 
c) not row value turnover entries (i.e. the actual turnover was greater tha n 15 times the 14-15 an nual charge) - not eligible for NVT exemption In 2015 
16 and the 2014·15 LVT exemption is cancelled because the turn over was not a low value turnover. 
NVT exemptions for 2015·16 will continue or be cancelled based on the va lidation review findings, i.e. entries returning an 'a' find ing will retain their 
NVT exemption until the next annual (turnover status) dedaration Is due by 22 July In the next fi nancial year; while entries return I g a b" or 'C 
finding (as per above) will not be elliJble for NVT exemption and, in relation to 'C, the LVT exemption will be cancelled. Billing for any 'not $0 
turnover' entries (arising from the validation review) for 2015-16 will occur after the findings of the validation review are finalised. 

Entries in the Resister betwnn 1 May and 30 June 2015 
An entry which Is first registered, listed or lnduded on the Register between 1 Mily and 30 June 2015 will qualify as deemed to have had $0 turnover 
for 2014-15 for the purposes of the NVT exemption scheme (and thus automatically qualify for NVT for 2015-16). In practice, we recognise the 
sponsor would not need to ilpply for LVT (or pay the LVT application fee) for the 2014-15 annual charge as these entries pose ii very low risk of being 
exploited by sponsors as the duriltlon thilt turnover could be generated cannot be greater thiln 5-6 weeks before commencement of the NVT scheme. 

Deemed entries will qualify as eligible for NVT exemption until (a) the entry generates turnawr and the sponsor dedares that turnawr; or (b) the 
NVT exemption is renewed far canalled} following the nut annual (turnowr status) renewal dedaration which Is due by 22 July in the nut 
!financial )'l'ar (i.e.22 July 2016) 

Transitional entry is not a $0 turnover entry: A full year annual product charp tax invoice will be issued to sponson (for all non-NVT entries at 30 
June in the previous year], In July. The sponsor is required to pay the Invoice for the non-NVT entries by 1 October (as per cu,rent s44 of TG Act) 

The full year annual product charge for a non-NVT entry wrll be levied on 1 July each year thereafter unUI the entry Is cancelled from the Register 

The sponsor pays the applicable product charge Invoice, No further action ls required untll the next full year annual product charge Is incurred. 

The sponsor of an essential good applles for ii wa•ver of the charge on the basrs of (1) a public health risk arising from the potential cancelliltlon of 
the entry by the sponsors because (b) the entry Is not financially viable If an annual charge Is levied; and (cl there Is no reasonably available 
alternative to the product 

Transitional •ntry ls a $0 turnover entry The sponsor wl l! not receive a tax Invoice for any entries which ue '$0 turnover'. The enmptlon will remain 
In force untll the sponsor subsequently advises an entry has commenced generatln& turnover (subject to the sponsors' annu1I (turnover stiltus) 
renewal dedaration by 22 July In the next flnuid al year that an entry continues to be 'SO turnover'). 
Sponsor annual (turnover status) renewal dttlaration - the sponsor will be required to dedare the turnover stiltus of all 'SO turnover' entries (I.e. a 
deciaratlon of turnover {lndudln& SO turnover) In the previous finilnciill year) within 21 days from commencement of each subsequent finilndal year 
to ensure all ell&lble entries (i.e. SO turnover entries) reta in their ilnnuill charge exemption; while all lnellgible entries (i.e. not SO turnover entries) 
will Incur the applicable annual charges 
Audtt and monltorin1 procnm of '$0 turnover' entries (The procram will seek to review 20% of sponson' claims annuillly (for 100% coveraae of dalms 
every five years}. The desk top audit and monltorln& will be used to Identify and short-list sponsors for on·slte audit to verify the turnover status of 
"$0 turnover' entries. The TGA will exerdse powen In the Re,Uliltlons to request Information about a sponson turnover of any/all entries on the 
Register 
Onslte audit of "$0 turnover· Entries - The pro&rilm wfll seek to conduct onslte audits with 2% of sponsors annually. Based on previous audit activity 
between 2007 and 2012, the costln& assumes 3 Milnil&er or equlvillent sponsor partldpants In each audit. 

10 Sponsor declaration of turnover· upon receivlna the sponsors' advice thilt an entry has commenced generating turnover, the annual product charge 
exemption wlll ceue and the full year product charge will be levied for the year In which turnover was generated (and, ff applicable, any subsequent 
years), 

11 ANNUAL CHARGES INVOICING SCHEDULE 
Monthly Invoices - $0 turnover entries pneratin& turnover durin& a financial year 
Tax Invok es will be Issued (monthly) after a sponsors voluntary declaration (during the current financial year) that a $0 turnover entry has 
commenced generat ing turnover In that finandill year. 

l.A.»mple (Monthly Invoices): A $0 t urnover entry commences generating turnover on 1 October. The sponsor dedares by 22 October that the entry Is 
not SO turnover [Note. If the spo Jor does not voluntarily dedare the turnover within 21 days of the turnover being generated, the sponsor will be 
req 1.1 lred to dedare the turnover (i dudlng SO turnover If there was no turnover) of the entry in the next compulsory annual (turnover status) 
renicwal dedarat lon due by 22 July jn the next financial year]. 

Where a sponsor dedaration of turnover Is rece ved du,lng a fi nancial year (i.e. at any other time than a compulsory ann L.n1I turnover renewal 
deciaration In July), an Invoice for the appllcable fu "l year annua l charge wfll be issued In the next monthly lnvo ce run (i.e as per the example 
above, If turnover is recorded for a SO turnover entry on 1 October, the sponsor may declare the turnover by 22 October for Invo icing on 7 November 
for payment by 7 December} 

// o compulsory annual renewal decloratlon IS r,!Jt completed by 22 July in the next financial year, the Regulations will assume the entry was not $0 

turnover in the prevlol/S finondoi year and the appllcable annual charge will become payable together with the charge for the current year (and each 
year thereafter until the entry is cancelled from the Register} 

Annual lnvoicin& 'Not $0 turnover entries' 
Entrre, '!IINch are not SO turnover on fh 111 next 1 July Incur the full year annual charge. Annual invoices are tssued tn July for piyment by 1 October 
(and • gab, eilch year thereafter until t"ie entry Is canceUed from the Register). 

12 Sponsor pays the applicable annual product charp invoice. No further action is required until the next full year annual product charge is incurred. 

Managers (indudlng accountants) 
Professlonals 
Techn icians and Trades Workers 
Community and Personal ~rvice Workers 
Clerlca l and Administrative Workers 
Sa esWorkers 
Machinery Operators And Drivers 
Libourers 
All occupations 
Not Applicable· TGA Only 

Ye, 

N/a 

No 

v .. 

No 

No 

y., 

y., 

v .. 

v .. 

No 

$72.80 
$76.48 
$58.10 
$55.48 
$53.20 
$47.60 
$54.25 
$46.55 
$59.85 

$0.00 

Sponsor Task Sponsor Time No of Sponsors Clau 
l(Hours) Affected 

No 0.00 3,679 Not Applicable· TGA Only 

No 

N/a 

V!!i; 

---
'" 

-
'°!!' 

... 
No 

... 
No 

No 

-0.00 2,829 Not Applicable - TGA Only 

1.00 2,829 C~ lcal and Administrative wo,kers 

1.50 85 Milnilgers (indud n1 accountilnts} 

100 850 Cterlcal and Administrative Workers 

4.00 850 Managers (induding accountants) 

0.00 200 Not Appllcable - TGA Only 

12.00 20 Managers (Jnd udlng accountants) 

0.00 Not App~cab1e - TGA Only 

0.00 Not Applicable - TGA Only 

1.00 850 Clerical and Administrative Workers 

Notification 
Education 
PermJssion 
Purchuing 
Record keeping 
Enforcement 
Pub lication and documentation 
Procedural 
Delay 
Other 

Sponsor Hourly Sponsor Total Cost Category 
Rate Cost 

0.00 $0.00 Notification 

0.00 $0.00 

OJJO $0.00 

,uo $53,20 Notification 

n.sa $109.20 

5110 $53.20 N'atll'la.t,lon 

n .ro $291.20 

O.DO S.0.0:J Nali~tion 

72,80 $2,620.80 Notification 

O.IXI $0.00 

"·"" IO.C.O 

53.20 $53.20 Notification 

$3,180.80 



OPTION 28 • N•wR•rirtar EntriH u 11 to 12 MONTHLY INVOICES •r-sor- r n 1r · REFRESHED CALCULATED BASED ON FY2013·14 DATA on 20 Nov1mb1r2014 

Step Na. lOncr!pUan TGA Talk Sponsor Talk Sponsor Time Na of Spa,11on aau Spanwr Kaurfy Sponsor Total 

Sponsor &Uol'I.Wlthat the turnover of the,._ ffltryh not$0 turnover and dedares{11ot $0 t ur11over)throu1h t he onllne portal or by paper 

form. 
Th! full year annual ch&rie il in,;utn"d IP<"• ARTG No.1 elfectiw from ltw date ol lruinc, recillJabon or in,;1115,ion on ltw lltciner 
TGA Rn.antlal Services lnues a tu invoice to ltw spomorforttwapphcable annual (h&rce 
Spomor ~Y' the annual chuie for ltw entry. No fu~r auion ll req,,,red. 

Spo11sora'IM'Aft thatthe ntimatotdtur11 owerofthe 11-entrywW be$0tur11over. javera,e711irwentrinperspo11sor) 
Sponsoranennltwreisnotumoverlorf'Cast lor ltwentryinthe(utTentyear solheentry...;llnotin,;uranannual(h&rceprg,,,dedlhelpomor 

rNkH a dedarationfwlthln 21 daysfrom reclstrat lan, llstln1 o r lnduWn oftheott1try 011 the Aeclster)of SO turnaverthrouch theanline sell· 
urviceportal(orbyp,1pl"rform). 

LNvT uemption· £ntryil a SO tumoYer entry: On,;e a spomorh&s reported (thrauihlhe anline pc,rtal orbyp,1pl"r form) !hit anenlJy !l a SO lu~r 
entry, the '$0 !umowr' ~, win result in an autorNtic 1nnual prOduct cNrce exe"'4'tion. Th! spomor WIii not receive a ta• i1M11ce for any entries 
which,ue'SOtumowr'. 
Th! al'lf'Mil product (h&r1e e.e"'4'tion will rem,in in force until the spomor J\IOlequently acMsH an entry h&l incutTed tu,_, (subject to the 

lpomon' il'lf'Mil updite [detailed bi-law] ...,;inn 21 dlY' ol comrnrncement of the ned lin.anclal ye•r !hit an eontry did not cer~rate any tumol/'l!r in 
lheprf'VloulyeuandthereforecontinuHtobo!eli1iblelor1nNVTe•eo"'4'tion). 
Spomor prcMdes an.annual (turnowr statln.) 1<mewal declaration· toeonsUfeo continuity of the NVT He"'4'tion, the lpomor will bi- required to update 
the turnover stalln of all 'SO n.mowr' entries bycompletinc ananline dec:larationthit the entriH ddnotcenerate tumowrinthe ptt\'iOUl lin.ancial 
year[by22JulyJ.lltheentriHWt'reS0tumow.1,nolurtherutionis1equireduntilthenutannualupditei1requireod(thenedlin.ancialy.u).llthe 
enerin Wt're not SO turnover, the NVT e.emption wiU cease and the applicableo al'lf'Mil (h&r1e for the full lin.ancial year in ..nich the tumowr wu 
1eneratedwillbffomep,1vable __ 

Spo11tc1r don not provWe an a111111al {turnover stat111) rffl-al d1dar11lo11 • If a lponsor fail, ta provide an al'lf'Mil (tumawr SUM) rene-1 
declarationby22Julylnthene•tfln.ancialyear,theannwo1(h.ircee.e"'4'tionwillcuseandtheapplicabltanrMilproduc:1th.ir1ewllllwp,1vable 
hornthebo!iinnircoftheyeartowhichtheupd,lterelates.(foreumple,anupditertquirtdby22Jily2016relate110FY2015·16 fl,luretaproyide 
1nupdatewilllncurthe20lS·l61nrMilch.ir1e,andb'f'defaul1willal1olncUfltw2016-17annu1lcNr1ela.l6/l1convnentesonl luly2016). 

TGA Fin.an,;i.al SeMcn lnun • ta• inllllice to the 1ponsor for !he applicable ;t,l'lf'Mil ch.ircn 
Sponsor pays the 111111111 char1e(ll h;or any not SO tunoover e111rin. Na further action il re~red until the ned Ml year annw,I produ,;t ch&rieo is 
in,;urred. 

Sponsordec:larn an NVT e•emptionentryh&s inc111redtumawr • Spaman' will bo! re~red todec:t.re...,;thin 21 diY' ii aneontry (1ubjed toanNVT 
u 1"'4'tionl 1ncun a,,.,tumow,. Uponreceivl111 the ,ponson' a<Mce lhilan entryNl in,;urredturnover the annwol cNrce e.emptian will ceoaseo and 
'Ill full year ch.irce will bffor.-. ~vablelor the year In whith tumoYer wu tn,;urred land. 11 appl,u ble_any Jubnquenls ye•n). 

TUA Rn.anclal Servic:H inllH a ta• ilMIKe to !he spomor lor the applicable annwol ch&r1es 
Sponsor pay1 the 111111111 ch1r11(1) for 111, not SO t11rnovff et1trin. No further ution is re(J.lir1d ur1til the ned futl Vt.lll annwol produc:t eh.Irie is 
11'11.urred. 

ANNUAL CKAAGES IHVOKJNG SOi(OU..( 

Mo111hty lnwokn • $0 t11rnovff entries lott1ffatln1 turnover durl111 a flnandal yur 
Tu lnllllicn ...,;11 Ill' inued lrnonthly) alter a spomon voluntary dedaration (durirc the current fin.an,;lal year) !hit a SO lurnowr entry h.is 
comrnrncedceneratirctumoYerlnthitfin.ancialy.ar 

(uml»l! {MonthlJ tnvokn): A SO turnover entry(ommencH ceoneratirc tumawran 1 Oclober Th! 1ponsordedarH by 22 Octaber lhil the enlJy i, 
nol SO tumowr llll'«e ii the sponsor dDel not wolunurily dedare !he tumowr ...,;inn 21 diY' of the tumowr Mine cenerated, the sponsor will tM' 
re~red IO declare the tumawr (includirc SO tumow, ii there -l no tumoll'l!r) of the entry in the ne,1 comp..l1ory amual j!Ufnowr 1taM) rl"new.ol 
dec:larationdueby22Julyinthene.lliNncialy.ar). 

Where a sponsor declaration ol tumowr i1 rHeiwddurirc a lin.an,;ia1 year (i.e. Hanyoltwr time thin a u,n"""•orv•nannu.al (tumaverstaM) 
,.,,.._, dec:lar,tion by 22 July In !he ne.i liNnclal yearj, an ill\lOKe for the applicable lull Vt•r annw,I durce ...,;11 tM' luued in the ne,ct """'lhly 
,IMlice run (I.• as P<"' ltw eumple above, ii lumCIWr 11 rHorded for a SO tumowr entry on 1 Oclober, the 1ponsor mar dee Lare the turnover by 22 
Octoberforl1M11ci"1on7~rlorp.aym.-n1by7De<embe1) 

If a (ampul,o,yonnuol (t,...,.,...., ~,atus} rrM-1 dtelat11riort ii completed by 22 July In the ,,.-,rtfinoncia/ year, the /f.e9ulatio,u will auume the 
entry-, r,or SO,_, Ill the fnviout/ir>0nciof yf'Of arrd the .,pp1icable annual cha,ve will become P")"Jble together wrth the charge far the 
cl&'R'nt year("rrd each yf'Oilr thert!O/rerunbl the ent,y ii corw:ellrd from the Re9i,ter} 

A1111111llnYOkln1'Not$0turnoverott1trle-s" 

Entrin whthare not SOlumclYeronthe ne•t l Jul ~ incw ltw full ye1r al'lf'Mi• tNrce Amual invokel are inued inJulylor p,1yrnent b'f' 1 Otlober (and 
11.ainuchyearthrrealter Ufltil !he entry ls ~an,;elledhornthe Rec•~ter). 

Man.a1en(includi1111ccauntants) 
Prol'eniaNls 
THtncians and Tradn Warken 
COIMUlity and ,enorul Service Worlten 

ClericalandAdminillJativeWorlten 

Macl'inery Operaton And Driven 

A/locc11p,1tions 
NotAnnlicable -TGAOnl 

'" No 

'" No 

$72.80 
$7, .43 
$Sa.to 
$55.43 
$5120 
$47.60 
$S4.25 
$46.55 
$59.85 

$0.00 

(Houn) AffKtotd 

0.00 
OOO 
,.oo 

'·" 

... 
,.oo 
t on 

... , ... 

l.SiB Not Appl,cable. TGA arty 

Nol Applicablt • TGA Only 
Not Applic1ble • TGA Orty 

1,225 Cleocaland~nillrativeWarken 

llS Mana&l"n(incl11dingaccountanls) 

• Not ApplKable • TGA Only 

Not Applicableo • TGA Only 
llS Clerical and AdminhlJatiw Worlten 

HS Clerical and AIYTlinillJative Worten 

NotApplicable-TGAOnly 
HS ClericalandAdminislJativeWorlten 

Rate Cost 

,,..,, 

... 

'·" ,,,. 
SJ..nJ 

, .. ,. 

Notification 126.00 ll'l.448.00 
EOJution 
Permission 
Purth.ili"I 
RHordkeepi111 
Enforcement 
Publiutionanddocumo'ntation 
Procedural 
O,,.lay 
o .. , 

30S.20 104,378.40 

223.826.40 

l,0.00 

572.SO 

$0.00 
$0.oo 

$53.20 

$12.80 

S,)'}.e( 

$0.0I 

$0.00 
$53. 20 

$Sl20 

-su.;r.t 

.,., 

MIINCl!fl 

'·"" 

.. ... 

P'fole11lorull 
T«l'ric:Lln11nc 
Cormunityand 
Clerical and Ad, 

S..IH Won.en 
MadineryOpe,, 
tabawen 
Alloccupaliol'II 
NatApplical»t' 

AW(Mlly 

2013Hourty 

""' ..... ,. 
$ll20 
$31.70 
$30.40 
$27.20 
$31.00 
$26.60 
$.M.20 

0 

Notification 

Notilk•tian 

a..~, Hourlyllale 
Multplier ' 1.7S ,, .. 

L7S , ... 
L7S "" '·" 55.41 
L7S S'-70 
L7S 47,60 
L7S "·" ).75 46.SS 

L75 S'l.85 
0 0 



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) 
Step No. 

1 

2 

3 

4 

5 

6 

Description 

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. 

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. 

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. 

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. 

The TGA Accounts Team issues the sponsor a new entry annual charge invoice for the applicable annual charge. New entry annual product charges 

invoices are issued to sponsors' on a monthly basis. 

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. 

Managers {including accountants) 

Professionals 

Technicians and Trades Workers 

Community and Personal Service Workers 

Clerical and Administrative Workers 

Sales Workers 
Machinery Operators And Drivers 

Labourers 

All occupations 

Not Applicable - TGA Only 

~ ~ 

TGA Task 

Yes 

Yes 

No 

-

~ 

Yes 

Yes 

No 

$72.80 

$76.48 

$58.10 

$55.48 

$53.20 

$47.60 

$54.25 

$46.55 

$59.85 
$0.00 

Sponsor Task 

No 

No 

Yes 

,_ 
~ 

,- -
No 

No 

Yes 

Sponsor Time 

(Hours) 

0.00 

0.00 

1.00 

~ 

~ 

0.00 

0.00 

1.00 

Notification 

Education 

Permission 

Purchasing 

Record keeping 

Enforcement 

No of Sponsors 

Affected 

3,679 

1,560 

Publication and documentation 

Procedural 

Delay 

Other 

Class 

Not Applicable - TGA Only 

Not Applicable - TGA Only 

Clerical and Administrative Workers 

Not Appl icable - TGA Only 

Not Applicable - TGA Only 

Clerical and Administrative Workers 

Sponsor Hourly Sponsor Total Cost Category 
Rate Cost 

0.00 $0.00 
0.00 $0.00 

53.20 $53.20 Notification 

--
0.00 $0.00 

0.00 $0.00 

53.20 $53.20 Notification 

$106.40 



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 description 

Business affected 

Start up cost 

Ongoing compliance 
cost per year 

Start up time 

Ongoing compliance 
time per year 

Option 2 
Option name 

· option description 

Business affected 

Start up cost 

Ongoing compliance 
cost per year 

Start up t ime 

Ongoing compliance 
t ime per year 

Option 3 
Option name 

Option description 

Business affected 

Start up cost 

Ongoing compliance 
cost per year 

Start-uptime 

Ongoing compliance 
t ime per year 

Option4 
Option name 
Option ~d-es-c-ri'""p"""'ti_o_n_ 

Business affected 

St art up cost 

Ongoing compliance 
cost per year 

Start up time 

Ongoing compliance 
time per year 

Notes 

Option 2: Vary the current scheme to exempt (all} products which are $0 turnover - regulatory component 

Option 2 proposes that the sponsor of a therapeutic good which generates $0 turnover wi ll be exempt from the requirement to pay an annual charge in respect of that good. Option 

3679 

Business 

Cost per 
business 

$0 

$0 
Ohr 

Ohr 

Total cost for 
all business 

$0 

$1,229,000 
0 hr 

0 hr 

Option 2: Vary the current scheme to exempt (all) products which are $0 turnover - deregulatory component 

Option 2 proposes that the sponsor of a therapeut ic good which generates $0 turnover will be exempt from the requirement to pay an annual charge in respect of that good. Option 

3679 

Business 

Cost per 
business 

$0 

Ohr 

Total cost for 
all business 

Option 3 - Cease the LVT Scheme - regulatory component 

$0 

·$4,190,000 
0 hr 

Ohr 

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 

3679 

Business 

Cost per 
business 

$0 

$0 
6hr 

0 hr 

Total cost for 
all business 

Option 3 : Cease LVT scheme deregulatory component 

$0 

$755,000 
0 hr 

0 hr 

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 

3679 

Business 

Cost per 
business 

-$1,000 
ofir 

0 hr 

Total cost for 
all business 

$0 

-$4,190,000 
- 0 hr 

0 hr 

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 pohcy options. 



2. Negative dollar figures present a cost saving, 

3. If 'See PV' appears in a cell you can refer to the present value report for more informil tion. 



OPTION 1- Existing Register Entries (One action [ANNUAL INVOICE] per year)· REFRESHED/CALCULATED BASED ON FY2013-14 DATA on 20 November 20141 

Step No. Description TGA Task Sponsor Task 

1 All existing entries on the Register on 1 July incur the applicable full year annual charge(s) Yes No 
2 TGA Financial Services Issues a tax invoice to the sponsor for the applicable annual charge(s). Yes No 

3 Sponsor assesses that the actual turnover of the existing entry was not a low value turnover. (average 17 existing entries per sponsor) No Yes 
4 Sponsor pays the annual charge(s) for any non-LVT entry/entries. No further action is required. No Yes 

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 
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 
approved person, and (bi 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 

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 

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 

9 Sponsor pays the annual charge(s) for any non-LVT entry/entries. No further action is required. No Yes 

Managers (including accountant s) $72.80 

Professionals $76.48 

Technicians and Trades Workers $58.10 
Community and Personal Service Workers $55.48 

Clerical and Administrative Workers $53.20 

Sales Workers $47.60 

Machinery Operators And Drivers $54.25 

Labourers $46.55 

All occupations $59.85 

Not Appl,cable - TGA Only $0.00 

Sponsor Time No of Sponsors Class 

(Hours) Affected 

0.00 Not Applicable - TGA Only 

0.00 3,679 Not Applicable - TGA Only 

8.00 2,829 Managers (including accountants) 

1.00 2,829 Clerical and Administrative Workers 

8.00 850 Managers (including accountants) 

8.00 850 Managers (including accountants) 

1.00 850 Clerical and Administrative Workers 

0.00 

0.00 Not Applicable - TGA Only 

1.00 850 Clerical and Administrative Workers 

Notification 

Education 

Permission 

Purchasing 

Record keeping 

Enforcement 

Publtcat,on and documentation 

Procedural 

Delay 

Other 

Sponsor Hourly Sponsor Total 

Rate Cost 

0.00 $0.00 

0.00 $0.00 

72.80 $582.40 

53.20 $53.20 

72.80 $582.40 

72.80 $582.40 

53.20 $53.20 

0.00 $0.00 

0.00 $0.00 

53.20 $53.20 

$1,906 80 

635.60 $1,651,924.40 

$1,218.00 1,158,318.00 

$2,810,242.40 

No. Sponsors Actual 

(RBM Use Only) 

3550 

2599 

2599 

951 

951 

951 

3550 

Cost Category 

Notification 

Notification 

Notification 

Notification 

Notification 

I 

Notification 



IN SCOPE ANNUAL PRODUCT CHARGES 
101009 REIOPM lnc~De .. ces 

01010 REIOPM lncLded 0.-..cn 
1)1011 REIDPM lncLded Oe-...ces 

I01012 REIDPM lncbied D.Ncn 
rDtOtl REIDPM lnct.dN DINces 
IOtG14 REIDPM lnct.md 0-Cn 
Toe.a Medlcal MecMces Ciani 
ID1015 RE!DPM lncbded 0-Cn 
Tatall Class 1 'athef" Medkal Dwtcas 
lD1D07 REtDl'M l.nl,dO..Co 
lD1DOI REUJPM lJstedO-c:e 

R01005 RERDPM ltet'itd0Nc:H 
RD1006 RERDPM steredDNc:es 

Tatal'Otharllw le Goods K>TG ' 
LM1004 REIM'M Listed M!dlc: ,ne 

LM1005 RECJ.FM Mod 
TolalUslN C -NP1003 RE>PPM Non Presc:mlllon Mtd 
NP101t REC"9M Mod 
T .... .... -PR1001 REP"9M Presc:rlpJon Med , .... .., __ 
PR1002 REP"9M "'"'" 

..., , .... ...--

''"''"'" REBlPM 
lBOZXl2 REBlPM Bloodlicercn 
[II02DCJJ REBlPM Bloodlicltl'Cft 

··= REBlPM Bbocllicen:n 
GMlDCl5 REVEGM GM'Licercn 
GMlDCl5 REVSGM GM'Uc:en,:-es 

Oevke Cl.us Al MO Annual Chanie 

Device Ous 111 Annu.al Char e 
OeovkeClusllbAnnu.1.I Charu 
Dt'Yke Cbu llaAnnualChat.H: 
O<Nk:e Cl.us 1 Stff lte Annual Char e 
Oft'ke Cius 1 MHsurln• Annual eh.use 

Device Cius 1 Annual Cha rite 

Lbttd D1tvlc1t1 Annual Chatire 

LIUltd DitvicH Annual Char&e • IYD Tffl!pons & Oislnf 

Rqisttrltd DitvicH Annual Chu1e - IVO, T ns&01 

RufstitrltdDtvlcH 

Lbtltd M~iclnH Annual Char1e 

R1t1:lst1trltd Comprffllffltuy MtdicinH 

Rt i1t1trltd Medicines Othtr than S4&58 AMual Chart! 

Liitltd MltdlcinH (Listed Non Prtscrlption Medicine 

Prescription Medicints. Biolo1:lcs 

Pr1tscr!ptionMedicines-Non-Blolo1ics 

AN"-IVAL CHARGES (All) JAYE RAGE 21 

{NTRIES/SPONSORI 

No sponsors lncurrlnc 2013-14 ,1nnual.char1es 

Av1tra1• EntrlH Per Sponsor· Annual Chillr&H Qty 

a,(77,,591/3.679 

No. of ntw and uistln1 entries approved for LVT 

Sponsors approvad for LVT exempdons 

Av«ac• EntrlH P•r Sponsor. LVT U:emptlons (All) 
•!11.110/1,00J) 

~= '"''" opp,o,od fo, l VT (lVPJ • ,aHd,tioo ,.,, ... 

1 
Sponsors approved for LVT e)(emptions • new entries .,~ 
,A.verac• No. ot Entrlfl Per Spon1or(LYP) (=2,47S/.33S) 

NOT lVT (NEW ENTRIES) {AVERAGE 6 

ENTRl[S/SPONSOR J 

N- ,:ntrle1 not approved for LVT 

Spon1or1 not approved for l VT u.emption1 • nf'W 
entrinonty 

.Av1tn11 Na. ol Entrlu Pn Sponsor ={7,282/1,225) 

LVT Apptlcatlan FMS Paid 

Numbff of LVT Applications (LYS ,1nd/or LVPJ 

Av«a11t No ofLVT Appl P1tr Sponsor {LVS & LVP) 

=l 652/10011 

Slncl• Sttp and Slnl"! H1.1man Tlsi1.1e 

Two or rnor1t sttPS of man1.1facture 
GMP Low Levtl Annual Ucence 

GMP H!11\ Levtl Annual l k enc1 

2013·1' 
IDJOOSI 
IOJOJO 
tOJOll 
101011 
IOJOJ3 

tOJOJ.f 

101015 

W1001 
WJOOB 
ROIOOS 
RD1006 

IMJOO< 
1M100S 

HPJOOJ 
HP101' 

PR.1001 

PRJ002 

, .... 
QAAILVTTotol 

""'"'" •= eozm 

77,591 

3,679 

21 

21,830 
1,001 

22 

,.o=-

Hi 

7,1:82 

l,22S 

2 086,860 
ll!iS2 

.... 
$J,JSO 
$1,1.80 
$920 
$920 

S&OO 
Sf00 

sao 

Sl,J20 
S750 

SJ,4BO 
$2.590 

... 0 
$1,.UO 

$1,320 
s ... 

$6,430 

$3,850 

$144,700 

$7, 120 

$6,230 

$1 2,100 

so 
so 

EltANNQlY btANNS &1:LVT'QlY EstlVT$ &tNETQTY b'tNfT! 
371 $437710 65 $76,700 306 $361010 

3 271 $) 159 710 ... $1,119,120 2-322 $2,739 960 
6092 $S6Q.4640 1.332 $1.225,440 4760 54 379 200 

11046 ' $10162,JlO 2,6U S2.4n.960 IJ!il $7619 360 
2,000 $1200000 387 $232,200 161) $967IOO 

460 $276,000 107 $64,200 ,s, 5211,100 
nz40 11.540510 5,521 5,J9J,JZO 11.7JZ J6.U9200 
22.126 s1,no,oao 70Z $56,160 21,424 $1,713,920 
22.126 1170 010 101 56.160 ZJ424 J.11J920 

32 $42,240 4 $5,280 " $36,960 

535 $401,250 11 $60,750 4S4 $340,500 

71 $105,0IO $11,140 .. $93,240 

$23,310 4 $10,360 5 $12950 .. , 511,SIO 97 U,1JO 550 "3 ,so 
12,920 $12,144,100 4,453 $4,115.120 8467 $7951910 

199 $262,680 47 $62,040 152 $200 640 

13.119 12.401480 4,500 4 241,160 B,llJ l,1S9l20 
3,352 $4 424,640 1251 $1660 560 2,094 $2 764010 

417 $391,980 141 $132,540 276 $259440 

J,769 4116 llO , .... J 79J 100 170 3 023 S20 
1,03& $6,674,340 577 $3,710,110 .., $2,964 230 

l,OJa 
'"' .UC 

577 J 71!1.JJO 4'J Z.954230 
13,652 $52,696,720 9.027 $34.144,220 4,625 $17,152,500 

JJ,651 52 "' 120 
,,o,, 34 ,,. 220 ,us 11.c SOO 

71 ,. $100,477 MO 55,lU $50,541,'40 
11,591 lOtl.411"0 SS161 50,546,640 



IN SCOPE ANNUAL PRODUCT CHARGES 2013-14 Rate EstANNQTY Est ANN$ EstLVTQTY EstLVT$ EstNETQTY Est NET$ Item Annu QTY ltemlVT QTY 
101009 REIDPM Included Devices Device Class AIMD Annual Charge 101009 $1,180 371 $437,780 65 $76,700 306 $361,080 ID1009 371 ID1009 65 

101010 REIOPM Included Devices Device Class Ill Annual Charge 101010 Sl,180 3,271 $3,859,780 949 $1,119,820 2.322 $2,739,960 ID1010 3271 ID1010 949 
101011 REIDPM lnctuded Devices Device Class llb Annual Charie 1Dl0ll $920 6,092 $5,604,640 1,332 $1.225,440 4,750 $4,379.2()( ID1011 6092 ID1011 1332 
101012 REIOPM Included Devices Device Class Ila Annual Charge 101012 $920 11,046 $10,162,320 2,688 $2,472,960 8,358 $7,689,360 ID1012 11046 101012 2688 
101013 REIOPM Included Devices Device Class 1 Sterile Annual Charge 1Dl0l3 $600 2,000 $1,200,000 387 $232,200 1,613 $967,800 ID1013 2000 101013 387 
101014 REIOPM lncluded Devices Device Class 1 Measuring Annual Charge 1Dl0l4 $600 460 $276,000 107 $64,200 353 $211,800 ID1014 460 101014 107 
101015 REIOPM Included Devices Device Class 1 Annual Charge 1Dl0l5 $80 22,126 s1,no.oso 702 $56,160 21,424 $1,713,920 ID1015 22126 ID1015 702 
L01007 RELDPM Listed Oe\/ice listed Devices Annual Char1e LDl007 $1,320 32 $42,240 4 $5,280 28 $36,960 l01007 32 LD1007 4 
L01001 RELOPM Usted Device UsJed Dev1cl!s Annual Char1e - IVO, Tampons & Disinfectants LDl008 $750 535 $401,250 81 $60,750 45§ $340,500 LD1008 535 LD1008 81 
R01005 RERDPM Registered Oe•.foes Reg,stered Devices Annual Charee - IVO, Tampons & Disinfectants RDlOOS $1,480 71 $105,080 8 $11,840 63 $93,240 RDlOOS 71 RDlOOS 
R01006 REROPM ReglStered Devices Registered Devices RD1006 $2,590 9 $23,310 4 $10,360 5 SU,950 RD1006 9 RD1006 
LM1004 RELMPM Listed Medicine UUed Medicines Annual Charge 1Ml004 $940 12,920 $12,144,800 4,453 $4,185,820 8,467 ' $7,958,980 LM1004 12920 LM1004 4453 
LM1005 RECMPM Complementary Med Registered Complementary Medicines IMlOOS $1,320 199 $262,680 47 $62,040 152 $200,640 LMlOOS 199 l MlOOS 47 
NP1003 RE~PM Non Prescription Med Re1lstered Medicines (Other than 54&58) Annual Cha r11 NPl003 $1,320 3,352 $4,424,640 1,258 $1,650,560 2,094 $2,764,080 NP1003 3352 NP1003 1258 
NP1019 RECMPM Complementary Med LJ,sted Medlcines (Listed Non Presrnpllon Medicine) NP1019 $940 417 $391,980 141 $132,540 276 $259,440 NP1019 417 NP1019 141 
PR1001 REPMPM Prescription Med Prescrlptfo n Medicines· Biotog1cs PRlOOl $6,430 1,038 $6,674,340 577 $3,710,110 461 $2,964,230 PR1001 1038 PRlOOl 577 
PR1002 REPMPM Prescription Med Prescription Medicines· Non ·Blolog1cs PRl002 $3,860 13,652 $52,696,720 9,027 $34,844,220 4,625 $17,852,500 PR1002 13652 PR1002 9027 

Total 77,5911 $100,477,640! 21,8301 $49,931.0001 55,761! $50,546,6401 

OUT OF SCOPE ANNUAL IMANUFACTURINGI LICENCE CHARGES 
B02001 REBLPM Blood Licences Licence Charees - Primary Site BD2001 $144,700 

BD2002 REBLPM Blood Licences Licence Charll!es - Secondary Site BD2002 $7,120 
BD2003 REBLPM Blood Licences Smi le Step and Single Human Tissue BD2003 $6,230 
BD2004 REBLPM Blood Licences Two or more steps of manufacture BD2004 $12,100 
GM2005 REVEGM GMP Licences GMP low level Annual Licence GM2005 $0 
GM2006 REVEGM GMP Licences GMP Hi&h level Annual Licence GM2006 $0 

RBM numlter of businns aff.cffl (ritfluired for re1ulato'fl and 
~qulato~ assumptions for cost Impositions and savin25) 
Sponsors incurrlne 2013-14 annual charees QTY 3,679 
Sponsors approved for Lvr exemptions QTY 1,001 
Existing entries approved for tvr 19~3SS 
New entries approved for LVT (subJeCt to validation review) 2A7S 
Sponsors not approved for LVT QTY 2,678 
:Sponsors approved for Lvr exemptions· new entries only QTY (RBM 
Validation Review) 

Lvr Application Fees $2,086,860 
Number of Lvr Applications (LVS and/or LVP) 1,652 




