ENVIRONMENTAL RISK MANAGEMENT AUTHORITY DECISION

21 December 2006

	Application Code
	HSC06032

	Application Type
	To manufacture and release a hazardous substance into containment under Section 31 of the Hazardous Substances and New Organisms Act 1996 (the Act)

	Applicant
	National Institute of Water and Atmospheric Research Limitied (NIWA)

PO Box 11115

Hillcrest

Hamilton 2001

	Purpose of the Application
	Gemex: to field test Gemex and assess its efficacy on Didymosphenia geminata (didymo) and assess non-target impacts on stream biota and effects on the environment (field trial).

	Date Application Received
	13 December 2006

	Consideration Date
	20 December 2006

	Considered by
	Rob Forlong, Chief Executive of ERMA New Zealand


1 Summary of decision

1.1 The application to manufacture in containment the hazardous substances, Gemex TM 2% and Gemex TM 3%, has been approved with controls in accordance with the relevant provisions of the Act and the HSNO (Methodology) Order 1998 (the Methodology).

1.2 The substances have been given the following unique identifiers for the ERMA New Zealand Hazardous Substances Register:

	Gemex TM 2% (containment)

	Gemex TM 3% (containment)


1.3 The substances GemexTM 2% and GemexTM 3% are subsequently referred to within this document as Gemex.

2 Legislative criteria for the application


2.1 The application was lodged pursuant to section 31. The decision was determined in accordance with section 32, taking into account additional matters to be considered in that section and matters as specified under Part II of the Act and the provisions of Part III of the Third Schedule of the Act. Unless otherwise stated, references to section numbers in this decision refer to sections of the Act.

2.2 Consideration of the application followed the relevant provisions of the Methodology.  Unless otherwise stated, references to clauses in this decision refer to clauses of the Methodology.

3 Application process

3.1 The application was formally received on 13 December 2006.

3.2 Project Team:

	Bella Whittle
	Advisor (Hazardous Substances)

	Sue Scobie
	Senior Advisor (Hazardous Substances)

	Linda Robinson
	General Manager (Māori Unit)


3.3 The applicant supplied the following documents:

· the application; and

· confidential appendices, including formulation details and supporting references.

3.4 The following government agencies were advised of the receipt of the application (in accordance with clause 2(2)(e)) and given the opportunity to comment:

· the Ministry for the Environment

· the Ministry of Health;

· the Department of Labour (Workplace Group); and

· the Agricultural Compounds and Veterinary Medicines (ACVM) Group of the New Zealand Food Safety Authority (NZFSA). 

3.5 No comments were received from any of the agencies consulted.

3.6 The applicant was provided with a copy of the proposed controls for Gemex and given the opportunity to comment on them.  

3.7 The applicant commented on control 15 (refer Appendix 1), regarding the duration of time required for ceasing water intake.  The applicant considered that 24 hours (rather than the day of treatment and an additional 24 hours, as originally drafted) would be sufficient for ceasing intake.  The Project Team agreed that a duration of 24 hours would be sufficient to protect human, stock, and crop health.  The applicant also objected to the requirement of control 25 to dispose of the substance, or store it in an exempt laboratory following the expiry of the approval.  The applicant considered that the secure facilities of the manufacturer’s site would be sufficient. The Project Team took the applicant’s comments into account, but considers that the substance must be disposed of or stored in an exempt laboratory following the expiry of the approval in accordance with the HSNO Regulations.  

4 Consideration

Sequence of the consideration

4.1 This application was considered by the Chief Executive of ERMA New Zealand under delegated powers from the Authority (section 19(2)(e)).

4.2 In accordance with section 32, the approach adopted when considering this application was to confirm whether the application was for one of the purposes specified in section 30, to identify and assess the risks and to determine whether the substance could be adequately contained by controls to provide for each of the matters specified in Part III of the Third Schedule of the Act.

Purpose of the application

4.3 The purpose of the application is to field test Gemex and assess its efficacy on Didymosphenia geminata (didymo) and assess non-target impacts on stream biota and effects on the environment.  

4.4 The invasive algae didymo is currently believed to be restricted to the South Island of New Zealand. The applicant advises that a small river trial is necessary to assess the effectiveness of a Gemex treatment to control didymo.  Previous trial work by the applicant with a range of substances in the laboratory has indicated that Gemex is the most suitable candidate for further investigation.  The information gained from the small river trial would be used to support applications to register Gemex under the Act for ongoing use and/or an application for emergency use of Gemex in the event of a North Island incursion.
4.5 The Project Team considers that the purpose of the application, as stated, amounts to “research and development on any hazardous substance” and therefore qualifies for consideration under section 30(ba).

Life cycle

4.6 The applicant advises that Gemex will be manufactured in Hamilton New Zealand.   At this facility standard operating procedures are in place for safe chemical handling and manufacture.

4.7 Under the UN Dangerous Goods List, Gemex would be classified as UN No. 1760 Corrosive Liquid N.O.S., and is subject to HSNO Packing Class III.

4.8 The applicant advises that facilities are in place for the correct storage of the substance.

4.9 The applicant advises that Gemex will be distributed to NIWA researchers for product testing.  The appropriate precautions (e.g., correct packaging) will be taken when transporting the substance.  Prior to treatment, all of the personnel, equipment (including decontamination supplies) and the Gemex, will be transported to the site using cars or small trucks.  

4.10 The applicant advises that Gemex will be used in quantities of 1800 L for Princhester Creek, and 3031 L for Monowai River for each treatment.  The applicant envisages that a river flow rate of <1m3/s and a Gemex concentration of ≤20 mg Cu/L would be used for a one hour application to the waterway.  The maximum quantities that could be required to treat these two systems 10 times over a year would be 18 000 L (Princhester Creek) and 30 310 L (Monowai river), giving a combined quantity of 48 310 L.

4.11 The applicant advises that a sub-surface chemical diffuser will be placed across the width of the waterway at the treatment location.  The applicant advises that this apparatus is a slotted pipe, calibrated to release the chemical evenly across the river width.  The nature of the application system (anchoring points, nozzle numbers, pumping equipment) will be manipulated to accommodate the width of the waterway, flow volumes, and distance upstream of the target area.  The quantity of Gemex required will ideally be applied to the waterway by pumping directly from the transport containers (e.g. 100 L barrels).  

4.12 The applicant advises that in addition to sub-surface diffusion, Gemex may also be applied by hand-spraying isolated, interconnected backwaters and moist-fragments where didymo remains moist and alive in close proximity to the waterway.  Hand spraying will take place on the margins of the waterway where visible infestations or fragments are located, using Gemex at a concentration of ≤20 mg Cu/L.  Personnel with approved handler certification will carry out this treatment, and will be fitted with appropriate Personal Protective Equipment (PPE) (e.g. waterproof gloves, footwear, overalls and goggles).

4.13 The applicant advises that monitoring personnel will be placed downstream of the treatment location to conduct monitoring.  Monitoring will be conducted prior to, during, and after the treatment.  Personnel involved will be issued with appropriate communication devices and PPE.

4.14 The applicant considers that following treatment, Gemex will be sufficiently diluted, dispersed, or sorbed to biomass, as to define a containment area based on the point of confluence with larger waterways (described in Appendix 1).  The applicant considers that Gemex will be diluted at least 148-600 fold by this stage  At the point where each trial stream reaches the confluence with the larger waterways, the copper concentration will still be above the background levels, expressed as total copper, requiring a further 35-100 fold dilution to bring the levels below background.  The aquatic toxicity of copper is determined by its speciation. Levels of total copper have little or no bearing on copper toxicity, as acknowledged by current international best practice. The copper in Gemex is chelated and less bioavailable than dissolved, uncomplexed copper ions, presenting a low risk to aquatic species, particularly at the low concentrations which will result after the dilutions indicated by the applicant.  Data from laboratory studies support the view that the pulsed exposure further limits the likelihood of any adverse effects occurring outside the proposed containment area.

4.15 Following the application, all equipment will be removed from the river.  The application equipment and clothing will be sprayed with detergent or chlorine solution, and left with decontamination concentrate on until returned to suitable facilities for decontamination and drying.  Decontamination will be completed at the contractor’s facility.  

Hazardous properties

4.16 The Project Team notes that containment applications only require a sufficient understanding of a substance’s hazardous properties to ensure that any risks posed can be managed by controls set under the containment provisions.

4.17 The applicant has provided a provisional hazard classification based on data on copper sulphate (anhydrous).  This reference substance is regarded to be more toxic than Gemex.  The Agency has not undertaken a full hazard classification of the substance, but based on the concentration of the chelated copper present within Gemex and the pH of the formulated product, considers the substance to trigger the following classifications:

· 8.3A Eye Corrosiveness

· 8.2C Skin Corrosiveness

· 9.1A Aquatic Ecotoxicity

4.18 The Project Team has reviewed the data and other information supplied by the applicant and considers that the information is sufficient to determine that any risks posed within the defined lifecycle of the substance in New Zealand can be managed through the application of controls as defined in Appendix 1.
Identification and evaluation of the significant risks of the substance in containment

4.19 The applicant has identified and assessed the potential risks and impacts that may arise from the substance’s contained presence and use in New Zealand.  The applicant has also detailed measures to manage those identified risks and impacts. The Project Team has reviewed the applicant’s assessment of potential risks and impacts with regard to the environment, human health and welfare, and Maori issues and concerns. The Project Team’s review of potentially significant risks is summarised below.

Risks to the environment

4.20 Because the substance will be released directly into the environment it has the potential to result in adverse effects within the environment.
4.21 On the basis of the lifecycle of the substance, adverse environmental effects could arise from:

· an accident during manufacture, transportation or storage, resulting in release of the substance into the environment;

· failure to maintain or properly use application equipment;

· failure to follow correct disposal procedures as outlined in the containment plan; 

· failure to follow the correct operational procedures as set out in the controls, resulting in unintended release of the substance; 

· risks relating to normal use (point-source discharge and hand spraying), resulting in environmental impacts to non-target organisms, or accumulation of chelated copper in the environment.

4.22 The Project Team notes that the biocide Gemex will be administered via a point source discharge directly into a waterway as a one-hour pulse.  Such an application is likely to pose a direct, short-term risk to non-target organisms, and may have an impact within the environment at the population level.   

4.23 The Project Team has referred to application HSE06003, an application submitted by NIWA, on contract to Biosecurity New Zealand, to manufacture and use Gemex in a Special Emergency, for information on specific non-target effects.  The applicant references some initial research on non-target algae, invertebrates and fish.  The applicant considers that a proposed river treatment would cause a short-term growth inhibition of non-target algal species, but rapid recovery is expected.  With regard to invertebrates, the applicant considers that some short term negative effects on the localised invertebrate community may be expected due to the removal of some sensitive species (e.g. Coloburiscus sp and smaller invertebrates) in the target area.   For fish, the applicant advises that a 1 hour application of 20 mg Cu/L (as chelated Cu) is unlikely to have significant negative effects on the survival of resident fish.  The applicant considers that the risk to birds is minimal (based on the sensitivity of birds to copper).

4.24 The Project Team consider the environmental risks to be acceptable.  Several factors were taken into account in this consideration.  Firstly, the area of impact will be restricted to the containment area described by the applicant, noting that at the point of confluence with larger rivers, the dilution rate will be sufficient to prevent impacts beyond the trial site.  Second, the impact on non-target species is likely to be short-term as population levels may recover, as comparable with natural variation, given frequency of treatment (10 applications over 1 year).  Third, and significantly, the threat of the unwanted algae didymo is considered to have considerable environmental impacts, including threats to non-target species, which are more damaging than potential impacts caused by the proposed Gemex trials.  Fourth, the applicant proposes a monitoring regime that will provide more information on the effects on non-target species, and the environmental fate of the copper chelate.  Such monitoring may inform further approvals.  

4.25 The Project Team further notes that livestock, such as cattle and sheep, may be sensitive to Gemex.  However, it considers that the measures proposed to exclude livestock from the trial site, by notification of owners, relocation and erection of stock exclusion devices is sufficient to exclude these organisms from the trial area.  A control has been added to ensure that no stock water or irrigation supply is taken from the treated area at the time of treatment.

4.26 The Project Team considers that the chelated copper present in Gemex may accumulate within the sediment of the trial streams and downstream sites.  It is considered that the concentration and frequency of exposure during the trials will not be sufficient to have an adverse effect.  However, the applicant intends to conduct monitoring to determine the environmental fate of the chelated copper component of Gemex.

4.27 The Project Team considers that the contained manufacture and trialling of Gemex may pose significant risks to the environment.  However, it considers that the applicant’s provisions are adequate to manage these risks. In its evaluation, the Project Team took several factors into account, including the containment regime proposed by the applicant, the overall quantity of the substance involved, the controls set out in Appendix 1 and the requirements of other legislation.  
Risks to human health and welfare

4.28 Given the level of detail and related uncertainty involved in studies conducted for the experimental substances such as Gemex, the Project Team considers that adverse effects to human health and welfare may result from exposure(s) to the substance.  
4.29 On the basis of the substance’s lifecycle, exposure resulting in adverse effects could arise from:

· an accident during manufacture, transportation, storage or use, that results in release of the substance;

· failure to follow the correct operational procedures as set out in the controls, resulting in release the substance. 

· failure to follow correct disposal procedures, or equipment cleaning procedures as outlined in the containment plan;

· worker or public exposure to diluted Gemex during or after a river treatment (or repeated river treatments);

· Gemex entering a water-supply, resulting in contamination and public exposure;

4.30 The Project Team notes that Gemex shall be discharged directly into a waterway.  This poses the risk of downstream exposure to the substance within the containment site by public who may access this waterway.  The applicant notes that the access to the trial sites shall be restricted for the day of treatment.  The Project Team considers this sufficient and it is assumed that the substance shall be sufficiently diluted beyond the containment boundaries to not present a public health risk.   In addition, the applicant should ensure that there are no water-supply intakes within the trial area, for irrigation, public, or stock consumption (refer control 15 in Appendix 1). 

Taking into consideration factors, such as, the substance’s limited availability, its handling by trained staff and use of personal protective equipment (PPE), the Project Team considers it unlikely that the contained manufacture and trialling of Gemex would result in adverse effects to human health and welfare.  If any effects were to occur it is envisioned that they would most likely be relatively minimal in nature and would be limited to persons directly involved in the trials. 

Māori issues and concerns

4.31 Kaupapa Kura Taiao has considered this application and notes that the substance triggers a number of hazard classifications giving rise to the potential for adverse effect to aquatic taonga species, the mauri of waterways and native ecosystems, and the role of iwi/Maori as kaitiaki.  

4.32 In acknowledging this the applicant has conducted extensive consultation with Te Ao Marama Incorporated, a mandated body representing four papatipu runanga in Southland regarding resource management and other issues in the region.  Te Ao Marama Inc. has discussed the application to trial this substance in the Princhester Creek and Monowai River on a number of occasions over the last several months and has provided enthusiastic support to the proposal.  They consider that any potential adverse effects are adequately minimised by the management regime proposed and note also that the extremely invasive nature of D.geminata poses greater risk to taonga species, native ecosystems, and culturally important mahinga kai (traditional food gathering sites).  In particular they have noted with confidence that ‘the forthcoming in-stream trial of chelated copper can be carried out with less than minor effects on the mauri of instream values/taonga species’.  

4.33 Kaupapa Kura Taiao also discussed the proposal with Te Rūnanga o Ngāi Tahu representatives who noted that the applicant’s consultation was well conducted with Te Ao Marama Inc.  In addition Te Rūnanga o Ngāi Tahu were comfortable with the views expressed by Te Ao Marama Inc. and satisfied that any potential adverse effects would be managed appropriately.

4.34 Having considered the information provided, the contained nature of this application, the measures taken to address Māori issues and interests, and the controls applied as part of this decision, Kaupapa Kura Taiao considers any likely impact of this substance on Māori culture or traditional relationships with their ancestral lands, water, sites, wāhi tapu, valued flora and fauna or other taonga to be short term and minimal. In addition there is no evidence to suggest that the controlled use of the substance will breach the principles of the Treaty of Waitangi.
4.35 In addition Kaupapa Kura Taiao considers that the relevant iwi/hapu groups be advised of any accidental unanticipated use or impact, resulting from the use of Gemex.  This action should include advising the relevant group/s of the measures taken to contain and remediate.
5 Containment and controls

5.1 The Project Team has evaluated the adequacy of the containment arrangements proposed by the applicant and the controls listed in Appendix 1, and notes that these cover the matters set out in Part III of the Third Schedule of the Act, being:

· to limit the likelihood of escape of any contained hazardous substances or contamination by hazardous substances (for example, control 4);

· to exclude organisms from the containment area (for example, control 14);

· to exclude unauthorized people from the containment area (for example, control 12);

· to prevent unintended release of the substances by experimenters working with the substance (for example, control 13;

· to control the effects of any accidental release of the substance (for example, control 24);

· inspection and monitoring requirements (for example, controls 27-30); and

· qualifications required of the person responsible for implementing the controls (for example, control 13).

5.2 The Project Team is satisfied that, with adherence to the controls listed in Appendix 1 and those controls in place under other legislation, Gemex can be adequately contained.
6 Decision

6.1 I have considered this application made under section 31, pursuant to section 32, and am satisfied that this application is for the purpose specified in section 30(ba) i.e. for purposes of the “research and development” on Gemex.

6.2 Having considered the risks associated with the lifecycle of the substance, I am satisfied that the controls imposed in Appendix 1 and those in place under other legislation, will result in the substance being adequately contained.  Further, I consider that the controls applied are not too onerous to be complied with.

6.3 In accordance with clause 36(2)(b), I record that, in reaching this conclusion, I have applied the criteria specified in section 32.  

6.4 I have also applied the following criteria in the Methodology:

· clause 9 – equivalent of sections 5, 6 and 8;

· clause 11 – characteristics of substances;

· clause 21 – the decision accords with the requirements of the Act and regulations; 

· clause 22 – the evaluation of risks – relevant considerations; 

· clause 24 – the use of recognised risk identification, assessment, evaluation and management techniques.

6.5 The application to manufacture and release into containment the hazardous substance, Gemex, is thus approved pursuant to section 32, with the controls set out in Appendix 1.
	Rob Forlong
	Date  

	Chief Executive of ERMA New Zealand
	


Gemex

ERMA New Zealand Approval Code: 
Gemex TM 2% (containment) HSC000260



Gemex TM 3% (containment) HSC000261

APPENDIX 1: LIST OF CONTROLS THAT APPLY TO THE HAZARDOUS SUBSTANCE, GEMEX
General

1. All lifecycle stages from manufacture to disposal shall be undertaken in accordance with the information provided by the applicant with their application.  Any trial protocol devised is to be consistent with the controls and trial conditions specified within this decision.  Modification of the information provided in the application or trial protocol may be approved in writing by ERMA New Zealand provided that those modifications comply with the following controls.

2. Notwithstanding the requirements of control 1 above, the manufacture and trials shall also comply with the following controls:

3. A manufacturer contracted to the applicant may manufacture a maximum quantity of 50,000 L of Gemex for release into containment in New Zealand.
Packaging and information

4. The substance shall be securely packed in suitable containers that comply with the Hazardous Substances (Packaging) Regulations 2001.

5. Packages shall be labelled in accordance with the Hazardous Substances (Identification) Regulations 2001.  The label must also set out instructions that any of the substance remaining after each trial must be returned in its original container to NIWA, or to the manufacturer contracted to NIWA.  

6. A Safety Data Sheet, compliant with the Hazardous Substance (Identification) Regulations 2001, shall accompany each shipment of the substance and be held at each trial site for the duration of the trial.

Storage
7. While not in use, the substance shall be securely stored in accordance with the Code of Practice for the Management of Agrichemicals NZS 8409: 2004.   This provision shall apply for the duration of the approval.

Transport 

8. The substance shall be transported in compliance with any relevant requirements of the Land Transport Rule: Dangerous Goods 2005, the Civil Aviation Act 1990 or the Maritime Transport Act 1994.

General handling

9. Personal Protective Equipment (PPE), for example, safety glasses, gloves, waterproof clothing and protective clothing shall be worn when handling the substance, for example during handling, application and disposal.  Monitoring personnel accessing the waterway during and after the treatment shall also wear waterproof footwear, gloves and clothing to minimise their exposure to the diluted product.

Trial conditions

10. This approval applies to the administration of Gemex, using specialised equipment to administer the substance.

11. The trials shall be carried out at Princhester Creek and/or Monowai River, Southland.  The substance shall only be applied within the containment area described by the applicant within the application.  For Princhester Creek, the substance shall be applied within the reach of river from the point of treatment to its confluence with the Maroroa River. For Monowai River, the substance shall be applied within the reach of river from the point of treatment to its confluence with the Waiau River.  The river banks of these reaches of Princhester Creek and Monowai river (i.e. the ‘isolated, interconnected backwaters and moist-fragments’ at the margins of the specified waterways) are included within this containment area (trial site/s).

12. Access to the trial sites shall be by permission of the Trial Director
, and shall be limited to personnel directly involved in the trial.  Staff will be placed at road entrances to prevent entry of unauthorised personnel on the treatment day.   Site access shall be limited for the day of Gemex application.    

13. Gemex shall be applied by qualified contractors, who hold Approved Handler or Growsafe certification.  These personnel should be aware of the containment conditions provided in the application and the controls in place in order to adequately manage the substance.

14. The landowners shall be notified at least 72 hours prior to the treatment and asked to exclude access by children, pets and stock to the waterway for the day of treatment and the following 24 hours.  In the event that livestock cannot be relocated from the trial area, temporary battery powered electric fences shall be erected to exclude stock from the waterway.

15. All water supplies for public consumption, stock, or irrigation shall cease intake for the duration of treatment and the following 24 hours.  

16. Monitoring of non-target organisms (i.e. non-target algae, invertebrates, and fish), shall take place before, during, and after the trial, as described in the information on the proposed containment system (section 4.1).  The environmental fate of the chelated copper in Gemex (i.e. its spatial distribution and concentration in sediments) shall also be monitored.

17. The substance shall be mixed, diluted, prepared or otherwise handled in accordance with the relevant sections of the Code of Practice for the Management of Agrichemicals NZS 8409: 2004. 

18. Gemex shall be applied using pumps and sub-surface applicators for the direct discharge into the stream or river, or by hand spraying.

19. Gemex shall be applied at a maximum target concentration of ≤20 mg Cu/L for a maximum duration of one hour application to flowing water.  For hand spraying, Gemex solution shall be diluted to a concentration of ≤20 mg Cu/L before application.  Each waterway may be treated a maximum of 10 times until the expiry of this approval.
20. During use the substance shall be under the control of experimental staff who are trained and experienced in the handling and administration of the substance using the specified equipment.  Experimental staff should also be aware of the trial conditions and the controls in place in order to adequately manage the substance.

21. Caution shall be taken around waterways so that Gemex is not unnecessarily discharged into a waterway.  

22. After use, any equipment and clothing used for application shall be disposed of in an appropriate manner or be cleaned with the residue and/or rinsate being treated in manner so that it is no longer hazardous.  

23. A record shall be kept of all use of the substance.  This record shall cover all matters referred to in Regulation 6(1) of the Hazardous Substances (Class 6, 8, and 9 Controls) Regulations 2001 and must be kept for not less than 3 years after the date on which the substance that the record relates to is applied or discharged.

Emergency management

24. Any accidental spillage of the substance shall be contained, prevented from entering waterways, and absorbed with an appropriate absorbent material.  This material shall be placed in sealed containers and disposed of at an appropriate waste disposal facility (which may include a landfill), subject to the facility’s waste acceptance policy.

Disposal

25. Any surplus substance remaining at the end of the trials shall be securely stored in an exempt laboratory until needed for further use, or be disposed of in a manner compliant with the Hazardous Substances (Disposal) Regulations 2001. Please note that once the trials are completed the substance does not have approval to be present in New Zealand except in an exempt laboratory.

26. Containers no longer used to contain the substance or residue or rinsate from equipment used to handle the substance shall be disposed of in a manner compliant with the Hazardous Substances (Disposal) Regulations 2001.

Notification and inspection

27. The Department of Labour [Attn. HSNO Project Manager (Workplace Group) or equivalent position] and ERMA New Zealand shall be informed in writing (by letter, fax or email) of the location, start, and completion of the trials.  Notifications shall include the following details:

	Substance name
	Gemex

	ERMA Application number
	HSC06032

	ERMA Approval numbers
	Gemex TM 2% (containment) HSC000260

Gemex TM 3% (containment) HSC000261

	ERMA Applications advisor
	Bella Whittle


28. If for any reason a breach of containment occurs, the Trial Director shall notify the Department of Labour and ERMA New Zealand within 24 hours of the breach being detected.  It is suggested that if a breach in containment results in contamination of a waterway, the relevant iwi authorities be advised.

29. The Authority or its authorised agent or properly authorised enforcement officers, may inspect the facilities and trial sites at any reasonable time.  Trial documentation, as described in Control 1, notwithstanding its confidential nature, shall be available for inspection by any enforcement officer, upon request.

30. This approval remains in place for the term of the concurrent resource consent granted by Environment Southland, or for a maximum period of 1 year from the date of this approval.

� 	The Trial Director is the individual appointed by the applicant to be responsible for the overall conduct of the trial in accordance with the management controls specified in the application and approval controls.
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