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Preface

This submission is being made in response to questions raised by the Productivity
Commission Inquiry committee during its hearing with Avcare on November 30
2000

Avcare is pleased to have this further the opportunity to further present

im”'

Claude Gauchat
Executive Director
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1. Comment on submission 39 from the NRA

Avcare agrees that the NRA is efficient and is performance orientated. While
the costs recovery model does provide a predictable source on income it also
brings with that attribute issues of cross subisidiation. Avcare believes that
addressing longstanding issues of regulatory concern should have been done
using government funds not industry. As we have previously stated there is
considerable scope for public good funding in relation to agvet chemical
regulation and the issues of regulatory concern revolve around community
perceptions about our industry.

Players who want to participate in the industry but do not respect the regulatory
requirments or accept the regulatory costs that go with it are prepared to go to
considerable lengths to avoid them including the expectation that their business
should be subsidised by their competitors. Cost recovery mechanisms should
not perpetuate this situation.

It is not true to suggest that anly small companies service niche, yet important
agricultural sectors and hence small companies should be given fee relief. Itis
more important to consider the whole regulatory cost of providing products to
the market. The magnitute of the regulatory costs are largely made up of data
generation, ongoing sales levies and stewardship, NRA application costs by
comparison are small even with full cost recovery. Business decisions to enter
a market should not be made on NRA costs alone and hence the NRA cost
recovery mechanism should not be used {o address a fundamental problem for
niche markets where the tetal cost of entry is too great for the return on
investment.

Avcare agrees that cost recovery encourages industiry to provide quality
submissions, however using levies to subsidise applications can defeat this
objective. The NRA has struggeled to improve the quality of submissions and
is currently running a pilot program to investigate ways of impovement.

Avcare does not agree that registrants are the major beneficiary of compliance
and hence this is a legitimate activity to be paid for out of fees and levies.
Compliance is crucial to the integrity of the National Resqgistration Scheme
{(NRS)and as stated by the NRA its activity privents products entering the
marketplace or incorrect/unsubstantiated claims being made which may lead to
damate to people, the environment, crops and livestock and unfair competition.
The advent of the demand by consumers to know the qualtiy of, and production
method of, their food is forcing producers to implement quality assurance
programs. Agricultural and veterinary chemicals are a sighnficant feature of
these programs and integral to their operation. Hence, the integrity of the NRS
has consideral public good.

Avcare does not support the National Competition Policy Review
recommendation that the sales levy cap be removed. The argument that a
sales levy to subsidise application costs spreads the cost over the life of the
product could be challenged in that it imposes an unfair lifetime burden on
successful products and encorages inefficieny.
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Comaprisons with overseas Agencies

Timeframes comparison. The infermation in the table could be misleading
because it is not clear if the timeframes are actual or statutory. The NRA data
is statutory but the USA data appears to be actual. However within our
industry the ancedotal perception is that the actual NRA timeframes are at the
lower end of those from countries with similar regulatory requirements.

The budget comparisons show that the NRA is the only agency that fully cost
recovers. This puts a cost burden on Australian farmers that is not present for
farmers in some of our major trading competitors.

The application fees table is misleading because does net indicate whether the
costs are acutal or subsidised. For instance the NRA fees are the subisidised
ones. The actual NRA cost for a product with new active, food use is in the
order of $100,000. Furthermore the table does not indicate what the reporting
$ are, presumably Canadian to be consistent with the previous table. When
the annual levy costs are taken into account for the NRA the registration costs
are considerably higher than other countries where there is no levy such as
Canada and USA.

2. ERMA Fee schedule

A full explanation can be obtained from www.ermanz. govi.nz. Quick Guide No 11
on fees and charges is attached at appendix 1 to this document.

ERMA recovers services to organisations and individuals who apply for
approval of a new organisim or hazardous substance, use its services to set
uop delgations to other institutions and for approving test certifiers. The crown
pays for other ERMA activities (which is accounts for the majority of its total
funding} such as policy advice, international work and the transfer of
substances.

The level of fee charged varies with each application and reflect the amount of
work necessary to provide the required service. The government is subsidising
the costg of processing applilcations at least until January 2002. [tis also
subsidising the costs of public participation in the HSNO process.

A schedule of fees and charges is set each year and is used by ERMA staff to
caluculate or estimate the total charge for the serivce provided. Costs are
hilled to the applicant on an installment basis an if fees are not paid on time the
processing of the application ceases. This method of setting fees and charges
merit further consideration as it appeats to avoid the potential for cross
subsidisation and allows subsidies to be targeted to where they are necessary.
It seems to provide reasonable certainty about costs which are necessary
when making business decisions.

3. Economic Advisory Committee

Avcare first raised the use of an Economic Advisory Committee in the absence
of a Statutory Board to oversight the operations of a regulatory agency in the
context of the genetetically modified organisms regulatory framework.
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Developing this idea further we can see benefit in having such a high level
Committee where there is representation from the key government and industry
stakeholders in a regulatory scheme providing oversight of the schemes. The
committee should:

» Be appointed by the Minister in charge;

o Oversight operational costs

» Advise on cost recovery mechanisms.

4. Comment on fees imposed under the Trade Practices Act

Concems about the imposition of ACCC fees have not been raised by Avcare
members, presumably because these tend to be one-off fees rather than regular
business activity fees.
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Appendix 1
A Quick Guide to ERMA Fees and Charges - Guide No 11
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A QUICK GUIDE TO

OUR FEES
AND CHARGES

December 1999

INTRODUCTION

We've written this guide o our fees and changes to help peaple who may be
working with us under the Hazardous Sibsrances and New Organisms Act
1996 (HSNO). Ir is part of our Quick Guide series.

Our aim is to provide a series of quick, practical guides ro our operations,
including the application process and other — often complex — aspects of our
business. We want the Quick Guides to provide a straightforward outline of
the whole ERMA New Zealand process: whe we are, what we are here to do,
and how we can help you.

So check this guide whenever you need some information on our fees and
chuarges. It is designed ro help you.

You can get more information by telephoning, wriring to, ot calling in at our
Wellingron office. Or visit our websice at www.crmanz.govt.nz

If you have any suggestions for improvements tm these ghides (or any of our
other publications), please contace our communications staff ac:

Phonc: 04-473-8426  Fax:04-473-8433
info@ermanz.govt.nz
PO Box 131, Wellington, New Zealand

EIMA NEW ZEALAND
.20 Custuml\ouse Quay
© Cnr Wating Taylor Stxcet and -
; ‘Customhouse Quay
PO Box 131 Wellington
 Thone: 64 4473 8426
" Fax:l ¢ ¢ 644473 8433
Renii: infa@érrﬂé.@.govt.nz
Y ENVIRONMENTAL BISK MANAGEMENT AUTHORITY
NGE HANWHAKATTPA TG WILAKARARL TaTAD

Website:  www.crmanz.govt.nz

.
MNew Heaban
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. In a nutshell

After the Government set up ERMA New Zealand it asked us
to recover the costs of pmviding our services to organisarions
and individuals. This is called cost recovery. It mainly affects
people making an application to us for a new organism or
hazardous substance. But it also applies to some of our other
services such as serring up delegations ro arher institurions and

approving, rest cerrifiers,

Cost recovery only applies t services of this type. Many ol the
funcrions we carry aur are funded directly by the Crown and
this accounts for the majoricy of our toral funding, Thesc other
[unciions include policy advice, unernational worlc and he
transfer of substances.

If vou are an applicant you can cxpect to pay for mast of the
actual costs of processing your application. This means if your
application is relatively straightforward our charges will reflect
this. On the other hand, if your application is more complicated
and we need w0 do more review and analysis worl, the lee will

be higher.

The Government subsidises the costs of processing applicatians,
at least until January 2002 it is also providing an extra subsidy
until 30 June 2000, which is aimed at the costs of public
participation in the HSNQ process. Tt is up o the Government
to decide whether ta continue to make these funds available.

What am | paying for?

The main direct cost is the cost of time spent by stall, Nga
Kaikaurit (our Maori advisory committee) and by the Authority
itself, Another direct cost is for any consultants or outside
contractors who are brought in to help review or consider your
application. The fec you pay includes the cost of:

* reviewing and evaluating your application

* gachering any extrz information

» making a decision on your application

*+ ERMA New Zealand staff time spent with you before you
lodge your application.

The total costs also include a sharc of overheads ic the cost of

the infrastructure we have had to establish, including

accommuodarion, the compurer system and support staff. These

costs will become lower for each application as the number of

applications we deal with builds up.

There are some fixed fees in our pricing structure, buc generally
only where we expect the cost to be reasonably predicuable.

How much do | have to pay?

‘The general principle is thar we charge whar it costs. The acrual
charge will vary from application to application — so i it costs
more than usual to deal with anapplication, the fee {or dealing
with it will be higher.

We have published a scparate schedule of fees and charges, which
is updated when we review the level of fees. We'll do chis at least
ance a year. [f you den’t have a copy of the schedule with this
guide please calt us and we'll be happy w send you ene, or check

L Our Wl‘.'b::'[[f.' db ww.ermanz_govt.nz FDI' [hE‘ J.EEES[ versian.

Our experience so (ar is that the costs vary considerably from
CASE 0 CA%E SO 1 is not passible to fix standard costs for applicatons.
At any time our staff will be able to estimare how lang a particular
applicadion will take 1o process and how much it is likely ro cost.

This guide explains how our set fees and charges will be applied
in caleularing or estimaring the wtal lee {or price) for dealing
with an application or providing a service. We have a separate
information sheet available that scrs our our current best estimates
for dealing with dilferent types of application. This is because
this informatian may change as we gain more experience and

have betrer informartion to work from.

About the government
subsidy

Up w $1.7 million of Crown funding in the 1999/2000 financial
year will be available to subsidise the cost of applications under
the HSNO Act. About $74(5,000 of this money is tied to the
coust of public participation in the process. If there are fower
applicarions rhan expected or less public participation, then less
government moncy will be necded. The rest of the money comes
from ERMA New Zealand’s baseline (unding and reserves, We
can't afford to concinue subsidies at this level, so we'll review feas

and charges next year.

In the current year {1999/2000) a large part of the subsidy is
being used to deal with ncw orpanism applications thar were
made before July under a low price pelicy. Qur charge-out rates
for time are heavily subsidised. There is alsa a small fixed subsidy
on most types of application.

Some of the government money is alsa heing used ro allow us

to consider generic lssues chat may arise from several applicartions.

Determinations of whether ar nat an arganism is a new organism
{under Section 26 of the HSNO Acy) arc fully subsidised. This
15 because we see this as part of the process of establishing the
bounds of the new Act.

How to keep our costs (and
your charges) down

I keep your charges to a minimum you should:
*+ provide a complere application with appropriate supporting
information and references

* check with us hefore ladging your application so we can
advise you what should he included

+ identify and address the risks, costs and benefits associated
with your application

+ identify and address relevanc issues when preparing your
applicacion. For cxample, where Maori issucs arc involved,
develop an understanding with your local hapu or iwi.

What else do | need to know?

Grouping applications

A single new organism application can cover a group of new
organisins as long as there is a significant degree of commonality
within the group, eg several varieties of one species with different

genetic constructs inserted, or different plants heing tesred for




specificity to the same host. It is up to ERMA New Zealand’s
chief execurive to decide how widely this provision should apply

in particular cases.

A hazardous substance applicarion may cover any number of
substancces, or a substance defined w include ranges rather than
puint concenwrations of particular components, provided that
the risks presented by the substances can be easily assessed. Again,
it is up to the chief executive to decide on individual cases.

In general we'll try to minimise the costs for applicants. We'll
think about whether a combined application will be easier or

more difficulr to deal with rhan separate applications.

Pre-application costs

You will be charged for pre-application discussions with ERMA
New Zealand staff once you have formally lodged your application,
We'll ler you know when we start recording. Il you don’t lodge
an application, we wan't charge you for these discussions unless
the application is revived within one year.

Estimating cost

VeIl also give you an estimate, on request, of how much your
applicadion is likely to cost. This is on a ‘best endeavours’ basis
and the final amount will depend on how long it has taken to
assess and make a decision on the application. We can give you
regular updaces and estimates as your application goes along.

Instalments

Where varlable charges apply, 4 tirst Instalment must be paid
before we formally accepr your application. Any Crown subsidy
or other rebates will be applied to the invoice for the second
instalment or the final payment, whichever is sooner. Where
there is 2 fixed fee, the whole of the fee must be paid when the
application is lodged.

For time-based charpes the Authority will periodically invoice
you wich an estimate of the outstanding cost of dealing wich the
application, and may ask you re make this payment hefore the
processing continues. This may happen more than once depending
on the complexity of the application. These additional instatments
cover anticipared costs for no mare than the nexr 30 days. When
the actual final cost is known we'll send you a final invoice or

a refund.

Rapid assessments
I['an applicacion {or rapid assessment is declined and you decide
ra make a full applicatian, any nused’ portion of payments

alrcady made will be credited againse the cost of the full assessment.

Chief executive-initiated applications

If ERMA New Zealand's chief execurive is the applicant, then
the Authority itself will meet all the costs. This may happen for
some reassessment applications and where there are public good

or public interest reasons for daing this.

Withdrawing applications

[f vou decide to withdraw your application, you'll need to let us
know in writing and pay for the costs you have already incurred.
We'll send you an involce for any outstanding fees or give you
a refund for any excess.

Unpaid fees

If you haven't paid your fees one month after the date of our
involee, we wor't be able to continue processing your application

until the fees are paid.

Here’s how it works

The following examples are based an out pricing schedule of 13
November 1999. For the most up to date schedule please contact
our office or check our website au: www.ermanz.govt.nz

The examples show how the overall charge is calculated based
on ‘made up’ cases. You should not assume thar these will be the
actual prices for different types of applications. You'll need (o
talk to ERMA New Zealand about your particular case.

Example 1: A non-notified application

The structure of this example applies ro applications to import
2 hazardous substance or new organism into conrainment, and

develop a genetically modified organism in containment.
Case description

The application Is not notified buc the decision must be publicly
narified. Same pre-applicarion liaison is required. Lhe application
is complere when we reccive it and noe furcher information is
required. [t is a straightforward application with no signilicant
issues. For caleulation purposes this example is assumed to be
impordng 4 new orgunism ineo containment so che flar subsidy
is $1,000 and rhe inirial fea is $3,000.

Processing the application through to a decision requires 50
hours of staff time and 12 hours of Authority time.

Caleulation of Crown subsidy, instalments, and price

Crown subsidy

General subsidy 1000.00
Motification costs 250.00
1,850.00

Total costs
Notification costs 850.00

Staff rime (50hrs @ 120} 6,000.00
Authority tume {12hrs @ 120}1,440.00

8,290.00

Total costs less Crown subsidy

(8,290.00 - 1,850.00} 6,440.00
Instalment payments
Inital {for new organism applicatdon) 3000.00
Linal [costs 8,290.00

less Crown subsidy 1,850.00

less intcial instalment} 3000.00  3.440.00
NET COST {excluding GS1) 6,440.00



Ex’amiﬂe 2: A notified application that does not
attract submissions or lead to a hearing

The structuie of the example applies especially to the import or
manufacture of hazardous substances for which reduced
information requirements apply. It could apply to the release of
a new organism bul only in routine or low risk cases.

Case deseription

A straightforward application to import a ltazardous substance.
The application and decision nust both be notified. 50 hours

of staff time and 3 hours of cansultant rime are required for pre-
application liaison, and for processing the application belore ic
is considered by the Authority, A further 10 hours of seaff fime
and 12 hours Uf_ALLLhufily Lime are needad for the consideration

and decision.

Calculation of Crown subsidy, instalments, and price
Crown Subsidy
General subsidy 1,000.00
Nerification
fincludes some staff time} 2,800.00
3,300.00

Casts to completion of Evaluation and Review report
Advertisement coses 1,200.00
Seaff time {50hrs @ 120.00} 6.000.00
Consuliant tme
(Fhrs @ 125.00) 375.00
7.575.00

Final costs
Staff time (10hes @ 120.00)  1,20(3.00
Auchoriry time

{12hrs @ 120.00) 1,440.00
Advertisement R0
3,520.00
Total costs
(7.575.00 3,520.00)) 11,095.00
'Iotal costs less Crown subsidy
[11,095.00 — 3,800.00) 7.295.00

Instalment payments
[nitial 2,000.00
Second {costs to completion of

Evaluarion and Review report)7.575.00

less Crown subsidy 3, 800500

less initial insralment) 2,000,000 1.775.00
Third Final costs 3,520.00
NET COST (excluding GST) 7,295.00

Example 3: A notified application that leads to
submissions and a hearing

The structure of die example applies especially ro the imporc or
manulacturs of a significant hazardous substance , the field testing
of new arganisms (especially genetically modilicd organisms),

and the release of a new vrganisin.
Cuse description

l'or caleulation purposcs this is assumed 1o be [or a generically
modificd organisw (ield wial. Both the applicarion and the

decizion must be norified.

.
ENYIRDOHMENTAL RISK MANAGEMENT AUTHORITY
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Five submissions are received and it is detetrained rhar a hearing
s required.
Up until the hearing 170 hours of staff time, 12 hours of contractor

time and 12 hours of Authority time are incurred, and chis

includes time spent dealing with submissions.

A one day hearing is held on the Authority’s premises which
inciirs 55 hours of staff time, 4 hours of contractor Lime and 36
hours of Authority tme.

Furcher information is requested which requires 10 hours of staff
time and a further 12 hours of Authoriry time to reach a decision.

Calculation of Crown subsidy; instalments, and price

Crown Subsidy
General subsidy 1,000.00
Submission Subsidy
{5 @ 424 50) 2,122.50

liearing Subsidy

{1 @ 15,040.00} 15,040.00

Nodlfication {includes

same staff time) 2,800.00
20,962.50

Cousts to completion of hearing
Advertisement costs 1,200.00
Staff dime {225lus @ 120.00)27,000.00
Aurhnrit‘y time

{48hrs @ 120.00) 5,760.00

Consulrant time

{(16hrs @ 125.00} 2,000.00

Heuring facilities

{1 @ g00.00} 300.00
36,760.00

Final costs
Adverrisement costs 860.00
Staff time (10hys @ 120.00) 1,2000.00
Authoriry time
{lZhrs @ 120.00) 1.440.00
3,500.00
Total costs

(36,760.00 + 3,500.00) 40,260.00

Total costs less Crown subsidy

(40,260.00 — 20,962.50)  19,297.50

Instalment payments
Inirial 3,000.00
36,760.00
20,962.50

less initial instalment) 3,000,00 12,797.50
Third Final costs 3.500.00
NET COST {excluding G5T) 19,297.50

Sccond  (cwsts to hearing end
less Crown subsidy

Need more help?

If you have any questions about our fees, which haven'r heen
answered in this guide please get in rouch. Our coneact derails
are on the frant of this guide.

New Zealand

T sprenchk puiche series shoniled be wseed s of guide ondy and not g5 sdsticiere for the HSND Aug, Resulations, Methodology or Pratacols. Plewse utfie vo HRMA New Zealuned of you beene ey qiaestivns,



