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Earthquake
disruption

Following the massive

Kaikoura quake, the Wellington

MPI office was closed for

3 days until the structural

‘all clear’ could be given. In
addition, the Operations Team
(and all other staff located

on the top 2 floors of the

building) were re-located for 2

weeks while additional safety
measures were installed on
Levels 17 and 18.

As aresult of these
disruptions, ‘business as
usual’ has been anything but.
We ask you to be patient as
we work through applications

during our busiest time of year.
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Data Protection

The ACVM Amendment Bill was passed by Parliament and came into force

on 8 November 2016. This amendment extends the period of protection for
confidential information given in support of an application to register an innovative
trade name product (TNP) and also expands the scope of data protection
coverage to include confidential information provided in support of applications to
register non-innovative TNPs and use.

The updated ACVM Act can be found on the New Zealand legislation website.
Information for applicants is available on the MPI website.

When you submit an application for registration, you must apply for any required
data protection using this form: Identification of Confidential Information for the
Purpose of Data Protection

We are preparing industry guidance material and will present this to registrants
during the February workshop (see box below).

ACVM Workshop

Sudima Hotel, Auckland
23 February 2017
(following Agcarm Conference)

Focus: Registration review outcomes and data protection

Detailed information will be available late January.

Register interest: approvals@mpi.govt.nz


mailto:approvals%40mpi.govt.nz%20?subject=ACVM%20workshop
http://www.legislation.govt.nz/act/public/1997/0087/latest/DLM414577.html?src=qsl
http://mpi.govt.nz/document-vault/14659
http://mpi.govt.nz/document-vault/14656
http://mpi.govt.nz/document-vault/14656

The Registration Review Project team
advises the following process initiatives
are being developed and tested internally.
These have been communicated to both
Agcarm and ARPPA via consultation
meetings in November and December
2016. Feedback is always welcome.

Registraton renewal process

Review of the registration renewal
process has been completed and we plan
to change the default registration expiry
period from 3 years to 5 years.

An implementation plan has been
developed and is pending sign off. The
plan includes internal and external facing
requirements such as communication
tools, forms, templates, and guidance
materials.

Paperless process initiative
The recent Kaikoura earthquake has

reaffirmed the need for a paperless
registration process that potentially can be
run remotely by MPI staff.

ACVM staff have been trialling a digital
process flow. Issues identified during this
process are being worked through.

Product and manufacturing specs
The work on how product and
manufacturing specifications are defined
and captured as part of the registration
process is ongoing.

We are proposing to strengthen the
product identity characteristics, and
manufacturing and quality characteristics
that define a trade name product.

Better information in the product and
manufacturing specifications will act as

a more effective point of reference when
variations are made, and for purposes

of auditing and compliance. Importantly,

this will also inform the development of
guidance to applicants and pathways

for the management of applications for
specifications changes to registrations.

Screening of applications

We are proposing to be more rigorous

in the screening of applications prior to
official receipt. Efficiency of the registration
process to date has been negatively
impacted by acceptance of applications
that are found later to be inadequate or
insufficient.

Transparency

We are still looking at cost effective
ways to improve transparency around
applications received, as well as
applications approved. The intent is to
provide more information for interested
and affected parties while preserving
protection of commercially sensitive
information.

FAO Pesticide Registration Toolkit

The Pesticide Registration Toolkit is a decision supporting system coordinated by the Food and
Agriculture Organization (FAO). It provides support to several regulatory tasks, including:

» finding data requirements

» evaluating technical aspects of the registration dossier
» choosing an appropriate pesticide registration strategy and procedures
* reviewing risk mitigation measures, and
» getting advice on decision making.

The Toolkit also links to pesticide-specific information sources such as registrations in other
countries, scientific reviews, hazard classifications, product labels, MRLs and pesticide properties.

The FAO has planned the roll out of this project and prepared a pool of specialists who will deliver
national or regional training on the use of the Toolkit. Given the strong cultural, economic and
political links between New Zealand and the Pacific Islands, and the formal connections between
New Zealand and Southeast Asia, MPI's ACVM Group was invited to assist with the training and

capacity building of pesticide registration authorities in these regions.

From 7 - 18 November, FAO hosted a training-of-trainers workshop on the Pesticide Registration
Toolkit. Rafael Barbieri attended this meeting and will actively engage in the roll out of the Toolkit in
the Pacific and Southeast Asia in 2017.

FAO Pesticide Registration Toolkit website:
http://www.fao.org/pesticide-registration-toolkit/en/
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2016 documents update

I
Documents  |Status |

Medicines consultation

Compounding Veterinary Preparations [ Internal consult

January
Registration Requirements for Trade
Name Products



http://www.vichsec.org/

Codex Committee on Residues of
Veterinary Drugs in Foods (CCRVDF)

Houston, Texas, USA: 16-21 October 2016

The New Zealand proposal to include monepantel on the
priority list for cattle MRLs was accepted at this meeting.

Other items of interest were:

The risk management recommendation for gentian
violet was moved to step 5, but with objections from
New Zealand and other countries.

MRLs for ivermectin, lasalocid sodium, and
teflubenzuron were progressed.

It was decided that the issues around the unavoidable
and unintended residues of approved veterinary drugs
in foods resulting from carry-over of veterinary drug
residues in feed would be put on hold while awaiting
the outcome of the FAO/WHO scientific advice on this
matter.

[

An environmental working group (EWG) was formed,
to be chaired by Kenya, to further discuss the potential
issues associated with higher residues being found in
certain offal types not traditionally considered edible.
There was considerable discussion on the lack of
proposals for MRLs and whether the committee
should continue. New Zealand considers the work
important, but if there is lack of MRLs then the
continuation of the committee needs to be considered.
In the meantime, we will actively engage with New
Zealand manufacturers on sponsoring MRLs for the
committee.

For further information contact Warren Hughes
(warren.hughes@mpi.govt.nz)
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