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	Title
	Explain risk management programmes under the Animal Products Act 1999

	Level
	6
	Credits
	15


	Purpose
	This unit standard is for technical and quality management personnel involved in the processing of animal material and animal product.  It is also intended for people who are involved in the evaluation, registration, day-to-day management or verification of Risk Management Programmes (RMPs).
People credited with this unit standard are able to explain: the current requirements of the Animal Products Act 1999 and other New Zealand legislation relevant to RMPs; the resources available to develop an RMP and the components that make up an RMP; confirmation of validity of an RMP; evaluation of an RMP in terms of the responsibilities of the operator and the recognised evaluator; the processes for registration and for removal of registration of an RMP; and the procedures involved in on-going operation of an RMP.


	Classification
	Public Sector Services > Public Sector Compliance Management


	Available grade
	Achieved


	Entry information

	Critical health and safety prerequisites
	Unit 19514, Explain the application of HACCP principles, or demonstrate equivalent knowledge and skills.


Explanatory notes

1
Legislation refers to the Animal Products Act 1999 (the Act), the Animal Products (Ancillary and Transitional Provisions) Act 1999, the Food Act 1981, and their subordinate regulations, orders, and notices.  Copies of this legislation can be found on the New Zealand Food Safety Authority (NZFSA) website: http://www.nzfsa.govt.nz under Industry/Animal products/Legislation.

2
Guidelines include (MAF Food Assurance Authority, Wellington,) Evaluators' Manual for Risk Management Programmes, (16 March 2001), the (NZ Food Safety Authority, Wellington,) Risk Management Programme Manual, (June 2004) and subsequent amendments available at http://www.nzfsa.govt.nz/ under Industry/Animal products/Publications.

3
The Domestic Food Review refers to a project being undertaken by NZFSA to provide a consistent approach to food administration for all NZ food industry participants.  Information on this project can be found at: http://www.nzfsa.govt.nz under Policy & Law/Projects.
4
Definitions

Confirmation of validity – the process by which an operator confirms that a risk management programme (RMP) is complete, and meets the requirements of the Act and any relevant animal product regulations and specifications; that the premises and equipment are ready to operate; and that the RMP, when implemented, will consistently produce animal material that is suitable for processing or animal product that is fit for intended purpose.
CCP – Critical Control Point – a step at which control can be applied and is essential to prevent or eliminate a food safety hazard or reduce it to an acceptable level.  Critical limit – a criterion which separates acceptability from unacceptability.

Director-General is the Director-General of the Ministry of Agriculture and Forestry.

Evaluation – the assessment of validity of an RMP by a recognised evaluator for the purposes of providing an independent evaluation report that will accompany an application for registration, as required under section 20(2)(b) of the Act.

External verification – the process of verification of the registered RMP by a recognised RMP verifier.

FSP – Food Safety Programme, a programme as required by section 4A of the Food Act 1981, designed to identify and control food safety risk factors in order to establish and maintain food safety.
GOP – Good Operating Practice, all aspects of good practice relevant to food production and processing, including, where relevant, Good Agricultural Practice, Good Hygienic Practice and Good Manufacturing Practice, and may also be referred to as supporting systems.

HACCP – Hazard Analysis and Critical Control Point, a system which identifies, analyses and controls hazards which are significant for food safety.
Hazard – a biological, chemical or physical agent in, or condition of, food with the potential to cause an adverse health effect.
IPC – Important Product Characteristic, a measurable criterion that contributes to the safety and suitability of the product, and has not been defined as a regulatory limit.
Internal verification – verification that an operator or person undertakes on behalf of the food business (also known as operator verification).
Multi-business risk management programme – a risk management programme where approval is given under section 17A of the Animal Products Act 1999 for that programme to apply to more than one business.

Official Assurance – a general statement to a foreign government, or an agent of a foreign government, attesting to certain matters, as appropriate, in respect of any animal material or animal product as described in section 61(2) of the Animal Products Act 1999.

Operator – in relation to an animal product business, means the owner or other person in control of the business.
PSP – Product Safety Programme, a programme that was approved by the Director-General under the Dairy Industry Regulations 1990, and has been deemed as a RMP under Part 2 of the Animal Products Act 1999.
Recognised evaluator – a person recognised under section 101(3) of the Animal Products Act 1999 to provide the independent evaluation of RMPs.

RCS – Regulated Control Scheme, a scheme described in section 38 of the Animal Products Act 1999, and includes an emergency control scheme instituted under section 31 of the same Act.
Regulatory limit – a measurable limit related to safety or suitability that is identified as a regulatory limit by the Director-General.

Risk-based programmes – the collective term currently used to cover programmes such as FSP’s under the Food Act 1981, and risk management programmes (RMPs) under the Animal Products Act 1999, including product safety programmes (PSPs) that were previously under the Dairy Industry Act 1952.

RMP – Risk Management Programme, a programme as defined by the Animal Products Act 1999, designed to both identify and control, manage and eliminate or minimise hazards and other risk factors in relation to the production and processing of animal material and animal product in order to ensure that the resulting animal product is fit for intended purpose.
RMP outline – the minimum documentation required to be submitted to the Director-General with an application for registration of an RMP and includes those matters required by section 17(1) of the Animal Products Act 1999.  Also, refer to clause 21 of the Animal Products (Risk Management Programme Specifications) Notice 2003.
Significant amendment – in relation to an RMP, means any change, event or other matter that (a) means that the RMP is no longer appropriate, or will no longer be appropriate to the animal material or product, processes or premises or place covered by the RMP, or, (b) otherwise impacts, or will impact, on the fitness for intended purpose of the animal product concerned or the content of the RMP.  A significant amendment must be registered under the Animal Products Act 1999, wherever possible, prior to implementation.

Verification – means the application of methods, procedures, tests and other checks to confirm:

a
compliance of the risk-based programme to legislation;

b
compliance of the operation to the documented risk-based programme; and
c
the applicability of the risk-based programme to the operation.
Outcomes and evidence requirements
Outcome 1

Explain the current requirements of the Animal Products Act 1999 (the Act) and other New Zealand legislation relevant to RMPs.

Evidence requirements

1.1
RMPs, RCSs and Official Assurances are explained in terms of their relative use in achieving the objects of the Act.

1.2
The responsibilities of the NZFSA and duties of various persons under the Act are explained in relation to RMPs.

Range
persons include – RMP operators, exporters, those in recognised agencies, recognised persons.

1.3
The development and use of standards and specifications are explained in relation to RMPs.

1.4
The transitional arrangements for the Act are explained in relation to their impact on animal product businesses.

1.5 The persons that are required to operate under an RMP and the legal basis for this are explained.

1.6 The interface between other NZ legislation and RMPs is explained.

1.7 The purpose and objectives of the Domestic Food Review project are explained in terms of food safety.

Outcome 2

Explain the resources available to develop an RMP and the components that make up an RMP.

Evidence requirements

2.1
The role of resources in the development of an RMP is explained, consistent with relevant legislation and guidelines.
2.2
The components of an RMP are explained, consistent with relevant legislation and guidelines.
2.3
The relationship between good operating practice, regulatory limits, IPCs and CCPs is explained, consistent with relevant legislation and guidelines.
2.4
Benefits or disadvantages of inclusion or exclusion of overseas market access requirements in an RMP are explained.

Outcome 3

Explain confirmation of validity of an RMP.

Evidence requirements

3.1
The person responsible for confirmation of validity of an RMP is explained.

3.2
The matters to be checked during confirmation of validity of an RMP are explained, consistent with relevant legislation and guidelines.

Range
matters must include but are not limited to – adequacy of documentation, condition of premises, technical capability, and evidence of effective implementation.

3.3
The evidence and resources that can be used to confirm the effectiveness of an RMP, including compliance with GOP requirements, regulatory limits and IPCs are explained, consistent with relevant legislation and guidelines.

Range
evidence and resources include but are not limited to – data, historical records, literature, company trials, reference books, industry codes of practice, technical/expert reports.

3.4
The procedures to be followed when confirmation of validity of an RMP is complete before registration, and the responsibilities associated with those procedures are explained, consistent with relevant legislation and guidelines.

Range
procedures may include – collection and reporting of validation evidence, evaluation of validation evidence, registration, operation in accordance with RMP;


responsibilities include – operator, evaluator, NZFSA.

3.5
The procedures to be followed when confirmation of validity of an RMP is incomplete before registration, and the responsibilities associated with those procedures are explained, consistent with relevant legislation and guidelines.

Range
procedures include – development and documentation of a protocol, evaluation, registration, operation in accordance with RMP, completion of and reporting on confirmation of validity in accordance with the protocol and conditions, re-evaluation, change of conditions;


responsibilities include – operator, evaluator, NZFSA.

3.6
The content of an RMP outline is explained for both a single-business RMP and a multi-business RMP, consistent with relevant legislation and guidelines.

3.7
The procedures to be followed when an RMP outline is submitted for registration are explained, consistent with relevant legislation and guidelines.

Range
procedures include – documentation of an RMP outline, evaluation, registration, operation in accordance with RMP.

Outcome 4

Explain evaluation of an RMP in terms of the responsibilities of the operator and the recognised evaluator.

Evidence requirements

4.1
The operator’s responsibilities for evaluation are explained, consistent with relevant legislation and guidelines.

Range
responsibilities include – selection of evaluator, making RMP documentation and records available to the evaluator, arrangement of site visit.

4.2
The recognised evaluator’s responsibilities for RMP evaluation are explained, consistent with relevant legislation and guidelines.

Range
responsibilities include – review of RMP documentation and records, review of validation evidence and/or protocol, examination of premises and operations within physical boundaries of the RMP, consideration of the RMP operator’s ability to meet his or her duties under section 16(1) of the Animal Products Act 1999; provision of endorsed evaluator’s report and endorsement of RMP or RMP outline.

Outcome 5

Explain the processes for registration and for removal of registration of an RMP.

Evidence requirements

5.1
The various scenarios that can apply to the registration of an RMP are explained.

Range
scenarios include – initial registration, registration of a significant amendment, re-registration, changes of operator.

5.2
Steps in the registration process are explained including who is responsible for each step.

Range
steps include – application for registration, receipt of application, assessment, request for further information, provision of information, reassessment, refusal to register, review of decision, recommendation for registration, payment of assessment fees, registration with or without conditions, follow-up activities.

5.3
The information and documentation that must be submitted for different RMP registration scenarios are explained.

Range
scenarios include – initial registration, registration of a significant amendment, re-registration, changes of operator.

5.4 The circumstances in which the registration of an RMP may be surrendered, suspended or deregistered are explained.

5.5 Steps in surrendering the registration of an RMP are explained including who is responsible for each step.

5.6 Steps in suspending the registration of an RMP are explained including who is responsible for each step.

5.7 Steps in deregistration of an RMP are explained including who is responsible for each step.

Outcome 6

Explain the procedures involved in on-going operation of an RMP.

Evidence requirements

6.1
The possible consequences of operators failing to comply with their duties as required by the Act are explained.

Range
consequences may include but are not limited to – increased external verification frequency, requirements for disposition of animal material or animal products, suspension of RMP registration, deregistration of RMP, compliance orders, penalties.

6.2
Operator verification activities are explained in terms of how they contribute to ensuring that the RMP continues to be effective.

Range
activities include but are not limited to – internal audits, calibration checks, review of monitoring records, product tests, review of non-conformance and corrective action records, RMP review.

6.3
Steps in selection of an external verifier are explained in relation to RMPs.

6.4
The rights of external verifiers are explained in relation to RMPs.

6.5
The approach to external verification of an RMP is explained, consistent with the verification policy.

6.6
Changes that would give rise to a minor amendment and a significant amendment of a RMP, and how the operator manages these amendments are explained, consistent with relevant legislation and guidelines.

6.7
Notification requirements relevant to an RMP are explained, consistent with relevant legislation and guidelines.

This unit standard is expiring.  Assessment against the standard must take place by the last date for assessment set out below.
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Please note
Providers must be granted consent to assess against standards (accredited) by NZQA, or an inter-institutional body with delegated authority for quality assurance, before they can report credits from assessment against unit standards or deliver courses of study leading to that assessment.

Industry Training Organisations must be granted consent to assess against standards by NZQA before they can register credits from assessment against unit standards.

Providers and Industry Training Organisations, which have been granted consent and which are assessing against unit standards must engage with the moderation system that applies to those standards.

Consent requirements and an outline of the moderation system that applies to this standard are outlined in the Accreditation and Moderation Action Plan (AMAP).  The AMAP also includes useful information about special requirements for organisations wishing to develop education and training programmes, such as minimum qualifications for tutors and assessors, and special resource requirements.
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