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5.0
Supporting Systems –
Other Programme Activities

5.1
Laboratory Facilities, Equipment and Methodology

	Your programme will require
	Yes/No
	Action

	Procedures?
	Yes
	The business shall prepare procedures for laboratory sampling and testing.

	Records?
	Yes
	Laboratory monitoring and calibration records.

Product and process test records.


Linkages

Section 2.4, “Product Outcomes – From a Food Safety Perspective”.

Section 3.8, “Process Monitoring”.

Section 5.6, “Validation”.

Section 5.7, “Verification”.

Outcome

The business shall have effective and documented procedures to monitor, validate and verify processes (including Critical Control Points and supporting systems) and products.

Laboratory methods for sampling and testing shall afford the levels of precision or accuracy that are appropriate.

For process monitoring:

· The establishment should be equipped with or have access to laboratory facilities which are sufficiently resourced to carry out all testing required to monitor all products and processes in a reliable manner.

· An in-house laboratory requires a competent person to undertake laboratory testing.

· Sampling methods and laboratory analytical methods should follow manufacturer instructions or be based on reputable and published methodologies.

· Rapid methods are acceptable to monitor process control.

· The laboratory quality assurance programme needs to take into account equipment management, control, calibration and maintenance.

Note: Where there is a need to provide test information to support export certification and/or test for specific pathogenic organisms, the laboratory shall operate a quality assurance programme that meets NZS/ISO/IEC 17025: 1999 General requirements for the competence of testing and calibration laboratories and be accredited by IANZ.

Accredited laboratories shall participate in an inter-laboratory comparison programme.

Care needs to be taken to avoid contamination from the laboratory to the production area.  Laboratories should be separated from production rooms.

Microbiological analyses should be carried out separate from chemical, physical and sensory analyses.  Microbiological laboratories should be designed and operated in accordance with good laboratory practice.

Testing for pathogenic organisms must be carried out by an appropriately qualified person and only in a laboratory suitable for that purpose.

Process and product checks

There should be a written schedule of sampling and testing procedures, prepared on the basis of a review of the HACCP analysis for each process incorporating:

· what;

· where;

· how often;

· responsible person.

The frequency of testing will need to be justified based on:

· monitoring in place;

· history of results to prove confidence of processing;

· supporting programmes in place;

· batch versus continuous processing;

· size of run or batch.

Quality standards or specifications should be defined for each input and finished product.  In-process product may also be defined.  These will include the four features following:

· Sampling points

To be specified as a result of the hazard analysis and, in particular, the application of control measures.

· Quality control

An overall parameter in every specification could be: “meets the requirements of the ANZ Food Standards Code or equivalent”.  Specifications can be used for all inputs (e.g. dairy ingredients, packaging, air, cleaning chemicals), in-process product and finished products.  Specifications can include microbiological, physical (including functional aspects) and chemical limits.

· Frequency of sampling and testing

To be established for each item separately depending on frequency of use, possibility of deterioration, shelf life, etc.

· Analytical methods

Where accuracy of measurement is required validated test methods must be used.  Legally established or (inter)nationally standardised methods should be used.  A number of publications are available: AOAC (Association of Analytical Chemists), USFDA BAM (United States Food and Drug Administration Bacteriological Analysis Manual). NZFSA also publishes validated methods.

If rapid methods are used they may need to be calibrated against a standard method.

Note:
A validated test method is one where scientific studies have shown that the accuracy and repeatability of the method is equivalent to an already established method or with some primary standard of measurement.

A rapid method is one where studies have shown that there is a good association between the rapid method and a validated method, but the two are not equivalent.  However, for the purposes of providing a quick result or a trend, a rapid method provides useful information.  Rapid methods are often used for hygiene monitoring.

5.2
Traceability and Labelling

	Your programme will require
	Yes/No
	Action

	Procedures?
	Yes
	The business shall prepare a procedure for the labelling of its products in accordance with the ANZ Food Standards Code.

	Records?
	Yes
	Records shall be kept of all product released to the market place.


Linkages

Section 5.3, “Corrective Action (including non-conformance, complaints, recalls)”.

Section 5.5, “Documentation and Record Keeping”.

Outcome

The business shall have effective and documented procedures so product is labelled in accordance with the ANZ Food Standards Code.

Food Standards Australia New Zealand (FSANZ) (formerly ANZFA) requirements

Refer to Standard 1.1.3, “Transitional and Temporary Standards”.

Refer to Standard 1.2.2, “Food Identification Requirements”.

Refer to Standard 1.2.3, “Mandatory Advisory Statements and Declarations”.

Refer to Standard 1.2.4, “Labelling of Ingredients”.

Refer to Standard 1.2.5, “Date Marking of Packaged Food”.

Refer to Standard 1.2.6, “Directions for Use and Storage”.

Refer to Standard 1.2.8, “Nutrition Information Requirements”.

Refer to Standard 1.5.1, “Novel Foods”.

Labelling

Standard 1.2.5, “Date Marking of Packaged Foods” says that the label on a package of food must include:

· its “use by” date where the food should be consumed before a certain date because of health or safety reasons;

· or where this does not apply, a “best before” date, unless:

· the “best before” date of the food is two years or more; or

· the food is:

· an individual portion of ice cream or ice confection; or

· in a small package, except where the food should be consumed before a certain date because of food or safety reasons.

Each product shall contain an accurate list of ingredients, in descending order of ingoing weight according to the ANZ Food Standards Code.  This list needs to be reviewed if the product specification or the ingredients added have been changed.

Every other statement on the label shall be accurate and truthful and shall not deceive (Fair Trading Act 1986).

Each label must comply with the requirements of the ANZ Food Standards Code (refer to www.foodstandards.govt.nz).

An example of a check list for labelling is shown in Attachment 15: Check Sheet to Review Label Requirements of the ANZ Food Standards Code.
Traceability

Correct labelling and traceability are key steps that allow product to be identified, and which allow efficient corrective action in the case of non-conformance, complaints or recall.

An important part of any non-conformance , complaint investigation or recall procedure, is for the business to have the ability accurately to identify individual products and link these to manufacturing records.  It is vital that either each item, or each outer, or each carton (i.e. each bulk pack, or minimum level as required by regulation) is marked or recorded in such a manner that identification is simple and absolutely accurate.  The Julian numbering system is commonly used.  Each finished product must be linked to a production sheet that clearly identifies the batches of ingredients used.

Note:  The extent of traceability is the decision of the business.  But some businesses may find it useful to record the identification of ingredients, people, times, production lines, batches of packaging, etc., so that the source of problems can be identified in detail.

5.3
Corrective Action (including non-conformances, complaints, recalls)

	Your programme will require
	Yes/No
	Action

	Procedures?
	Yes
	The business shall prepare a procedure for corrective action.

	Records?
	Yes
	Records shall be prepared in accordance with the procedures.


Linkages

Section 5.2, “Traceability and Labelling”.

Outcomes

The business shall have an effective and documented procedure for corrective action to put right product and system failures.  The procedure shall include procedures, where appropriate, for the restoration of control, the control of non-conforming product and preventive action.  It shall include procedures for handling complaints and conducting recalls.

General

Corrective action shall be stated for situations where monitoring indicates ingredients, product or process is outside critical limits or when operations are not in compliance with some aspect of a supporting system.

Corrective action may be used as a tool to correct or improve your Programme.

Corrective action may be included as a part of supporting systems.  Specific corrective actions need to be identified for each of the Critical Control Points.  However, it is important for your Programme to include a procedure that deals with product and process problems in a more general sense.

Programme requirement

The purpose of corrective action is to ensure that safe product results, that any deficiencies in your Programme are put right and that, where possible, the systems are improved.

All programmes shall have a corrective action procedure.

The procedure needs to be stated in a way that can be adapted to deal with any form of product or process failure and to take on board ideas for improvement.

The following issues need to be included in corrective action processes:

· Who is responsible for corrective action?  There are no strict rules here but generally people should have appropriate experience if they are to undertake investigations and devise solutions.  In small businesses the manager should be involved in the decisions made.

· How is control to be restored?  There needs to be some comment about the need to identify the cause of the problem and the action needed to put things right, particularly to ensure that the process is stable and in control.

· What happens to any risk product?  This is an essential element.  Is there any ingredient, product-in-process at risk?  What happens to that product?  Can it be accepted as is or does it need to be reprocessed in some way?

· What happens to prevent such problems recurring?  This looks at the long-term solution; production may recommence but investigations continue to find solutions that stop similar problems happening again.

· What records are kept?  Generally, notes in a diary or on a log sheet are sufficient.  However, in some cases, such as pathogen contamination incidents and recalls, more detail may be required.

A short procedure should be developed by the business to capture the above outcomes.

Corrective action at Critical Control Points

Corrective action at Critical Control Points shall be stated in the requirements for each Critical Control Point.  This may be in a CCP table or in a procedure linked to the CCP table.

Corrective action in supporting systems

Corrective action for supporting systems may be stated in the procedure for the supporting system or in a generic corrective action procedure.

Generic corrective action procedure

An example of a procedure is shown in Attachment 9: Procedure for Corrective Action.

This procedure should be reviewed and adapted as appropriate to include all elements that apply to the activities of the business.

Non-conforming product

The business shall ensure non-conforming product is identified, food safety hazards are assessed and the product is reworked, repacked, or disposed of in such a way that product is always fit for human consumption.

Identification of non-conforming product

· Non-conforming product must be properly and clearly marked e.g. reject stickers.

·  Non-conforming product must be securely quarantined.

· Records of all reworking/repacking/rejection activities to ensure traceability through to ultimate disposal or disposition of the product must be kept.

Options for non-conforming product

	Options for disposal of non-conforming product:
	Reference
	Notes

	Can the product be reworked or repacked?  What is the nature of the hazard identified?
	See section 2.4, “Product Outcomes – From a Food Safety Perspective”
	See section below on reworking and repacking.

	Can the product be sold for inclusion in animal feed?
	Check the Agricultural Compounds and Veterinary Medicines Act 1997.
	

	Destruction.
	Check local council bylaws.
	In most cases dumping or destruction will need to be supervised so that product is not salvaged by others.


Repacking or rework systems

Procedures should be in place that define clearly what product can be reworked/repacked.  It can be possible to rework/repack and produce a product safe to consume.

	Options for reworking of non-conforming product (examples)
	Examples of hazards

	Metal detection, screening, sieving may satisfactorily intercept and remove foreign matter.
	Physical, such as metal particles

	Further heat treatments may be appropriate for some micro-organisms.  Care is required if the contamination is by spore formers or by microbial toxins; these may not be rectified by further heat treatment.
	Microbiological, such as coliforms


Note:  It is important when reworking non-conforming product that the allergen status of the finished product is considered.

Identification of reworked or repacked product

When relabelling packs, any identifying marks carried by the original labels should be carried by the new labels.  Where the pack carries a “best before” date (or equivalent) on the label, the new label must carry a date no later than the original “best before” date.  The product shall be labelled in accordance with the ANZ Food Standards Code (refer Section 5.2, “Traceability and Labelling”.)

Records of all reworking/repacking activities to ensure traceability through to ultimate disposal or disposition of the product must be kept.

Recall

Adequate records and procedures will ensure that a defective product is quickly and efficiently recalled, and that customers are not put at risk.

In exceptional circumstances, a fault may have occurred that has resulted in finished product being distributed and posing a risk to health.

In these circumstances, a recall is necessary in order to retrieve affected product, and/or to ensure that it is not consumed.

On becoming aware of a problem it is essential to act quickly and urgently.  The following actions must be undertaken:

· identify the affected product;

· establish the nature and extent of the problem;

· establish the location of affected product;

· commence the recall by notifying customers, wholesalers, retailers, etc. (this must be done by the quickest possible means, e.g. phone or fax);

· notify your local Health Protection Officer (HPO) and/or appropriate authority, and keep the HPO informed of your actions;

· if the problem has arisen through a supplier, notify that supplier;

· isolate and quarantine affected stock;

· where you have product liability insurance, notify your insurer.

If product has been sold through retailers, then a public recall may be necessary.  This will involve placing advertisements in the media.  Further information and advice must be sought from your local HPO and/or appropriate authority.

A strategy should be in place at all times just in case a recall becomes necessary.  This will involve identifying responsibilities for decision making, notifying customers, liasing with other parties, etc.  An up-to-date list of 24-hour contacts should be maintained.

Where a recall is undertaken it is important to document events should you need to justify your actions at a later date.  This will involve keeping a log of events, contacts, telephone calls, mailing lists, letters sent, etc.  Keeping a chronological summary of events and phone calls throughout the recall would be useful.

Complaints

It is useful if all complaints and feedback about product quality are recorded by sales and other staff who are in contact with wholesalers, distributors and retailers.  A register should be kept.

Often the “signals” from complaints provide the triggers for recall and other issues relating to product quality.

When comments are received from the market, the following information should be recorded:

· name and contact details of the person providing the feedback;

· batch code, and date information;

· information about the product;

· any details about sickness or injury.

The person should be requested to hold any product or packaging as this may be required in subsequent follow-up.

If there is evidence of sickness or injury the person should be urged to contact their doctor.  The business should notify their Health Protection Officer.

There should always be prompt investigation of the reasons for the issue.

Records are an important part of complaint handling.

An example is shown in Attachment 14: Customer Complaint Record.

Useful hint

In the case of re-work from churn start-up, if this cannot be re-worked within 24 hours, then it should be frozen and re-worked later.

5.4
Training

	Your programme will require
	Yes/No
	Action

	Procedures?
	Yes
	The business shall prepare a training plan for each task (or group of tasks), detailing the skills required to achieve each task, and the way a person will be trained.

	Records?
	Yes
	Records shall be maintained of a person’s training.  


Linkages

New Zealand Industry Training Organisation (see www.nzito.co.nz).

Outcome

The business shall have effective and documented procedures for training.

General

Appropriate staff facilities and procedures are needed to ensure adequate personal hygiene and safe food handling.  Staff need the appropriate knowledge of food safety for the operation and type of product handled.  Staff have a responsibility to conduct themselves so as not to compromise food safety.

Training procedures

Training procedures shall have the following elements:

· an analysis of tasks;

· a training-needs analysis against each task;

· a method to provide training;

· a record of a person’s competence;

· provision for ongoing review and implementation.

An example of a training record sheet is shown in Attachment 11: Training Record.

Recruitment and induction

All staff should have job descriptions or access to appropriate procedures.  Recruitment and selection should be made on a person’s ability to do the job at the time unless training is to be provided.  A person should not be placed in the job unless capable of doing the job described.  This is crucial for health and safety and food safety reasons.

If the position to be filled is complex and detailed recording is required, relevant competencies or qualifications should be considered.  These may be:

· a tertiary or New Zealand Qualifications (NZQA) qualification;

· demonstrated level of reading and writing ability;

· demonstrated ability of visual competence and/or colour blindness where a high level of inspection skills are required;

· demonstrated ability of sensory capability where flavour, odour and textures are evaluated in food.

The induction process should initially prepare new personnel for the business culture.

The induction process should progressively initiate the new entrant through the business’s quality system, responsibilities, reporting, supervision, disciplinary process, the task skills and expectations and the use of documented work instructions.

Competence

All personnel should receive basic training and be able to demonstrate competence in hygiene practices and quality management.  Personnel should also receive detailed training relating to their job and should have an understanding of the operating principles of the process.  Contractors should also receive appropriate training.

At no time should staff compromise food safety.  Staff need to be able to demonstrate an understanding of the food process they are responsible for such as monitoring, corrective action and verification requirements.

No person who falls below the minimum level of competence required should be allowed to perform that task without supervision.

Competence is the demonstrated ability of a person to perform a task correctly the first time without assistance.

Training and competence should be regularly audited and reviewed to identify training needs.

Personal hygiene

Personal hygiene is important to training (refer to section 4.4, “Personal Hygiene”).

The training programme should cover the general requirements for personal hygiene within the manufacturing plant and any specific critical requirements.

HACCP

It is highly recommended that at least one member of the business has received HACCP training to enable the skilled development of a Product/Food Safety Programme.  When the necessary skill is not available the HACCP skill can be contracted in.

Note: The Hospitality Industry Training Organisation (HIS), COMPETNZ (New Zealand Engineering and Food Manufacturing Industry Training Organisation) and NZITO (New Zealand Industry Training Organisation – for meat and dairy) will be able to assist in establishing work-site training programmes and linking these to nationally accepted NZQA qualifications.

5.5
Documentation and Record Keeping

	Your programme will require
	Yes/No
	Action

	Procedures?
	Yes
	Your programme must be written down in accordance with the various requirements in this Code.

	Records?
	Yes
	Records are required, as detailed elsewhere.


Linkages

Section 1.6, “Instructions for use of the Ice Cream Code of Practice for the Development of a Programme”.

New Zealand Industry Training Organisation (see www.nzito.co.nz).

Outcome

Documenting your Product Safety Programme/Food Safety Plan and keeping records are essential for the following reasons:

· ensuring that your product is made, stored and handled correctly at all times;

· providing evidence that your product has been made, stored and handled correctly should you ever need to, say, when investigating complaints or recalls.  Having documentation will help you to establish a “good defence” under Section 30 Strict liability of the Food Act 1981 to prove that you took all reasonable steps should a complaint or food poisoning incident arise;

· to demonstrate your system of food safety to your customers;

· as a tool to assist training.

General

If approval of your programme is required, then the programme must be documented.  This will involve documenting the hazard analysis carried out, together with supporting systems and identification of the Critical Control Points (CCPs), and other components as detailed in this Code.

The document, as well as records, can be managed electronically.  If this approach is taken, it must be available for operators and be backed up.

Process records must be kept for all monitoring activities.  These must detail the results/values etc. obtained, together with any corrective actions taken when the product or process moves outside the limits stated in your programme.

The range of documentation and records needed, and the detail required, will depend on the types of hazards present and the control measures used.

Requirements for procedures and records are highlighted in a note at the beginning of many of the sections in this Code of Practice.

Document control

Your programme should state the system of document control used by the ice cream business.  The procedure might cover:

· format of documents, including the use of document numbers, versions, and issue dates;

· authority for issue;

· routines for issue and retrieval of old versions;

· rules for hand alterations;

· rules for making copies;

· routines for review.

Record keeping

Records shall be kept for at least the product life plus the audit interval.

For practical purposes it is recommended that all records be kept for two years.

There may be other needs for record keeping that are established in other legislation.  A business needs to be aware of the need to provide evidence supporting its diligence if it is subject to a customer claim or an action by a regulatory body.

5.6
Validation

	Your programme will require
	Yes/No
	Action

	Procedures?
	Yes
	The business shall prepare a procedure for validation and revalidation activities.

	Records?
	Yes
	Records of validation must be kept.


Linkages

Section 2.4, “Product Outcomes – From a Food Safety Perspective”.

Section 3.4, “Hygienic Processing”.

Outcome

The business shall have effective and documented procedures for validation activities.

Purpose of validation

Validation is the activity of ensuring that control measures are suitable and effective, and that they will control the hazard at levels required to meet the product outcomes.

Validation is a part of verification and different from routine monitoring.  Validation is a one-time process that is repeated only when changes are made to your programme.

Validation needs to be applied to Critical Limits, to Critical Control Points and to supporting systems, as these represent the operational control measures used by the business.

Requirements for validation

The business needs to provide information that shows that the control measures are suitable and effective.

It must provide this information at the time your programme is first approved and whenever significant changes are made to the programme.

Critical limits

If a business uses Critical Limits that are stated in this Code of Practice and in the context that applies, then those limits may be used in a Programme by reference, without further justification.

If a business uses Critical Limits that are outside those stated in this Code of Practice, the business must provide references that demonstrate that those limits are scientifically based.  It may use references from the literature or conduct its own studies.

Pasteurisation/heat treatment

If a business uses dairy ingredients or egg products that have not previously received a heat treatment at pasteurising temperatures, then such a treatment must be provided in the manufacturing process (see section 3.4, “Hygienic Processing”).

If a business treats its raw materials using HTST, or batch systems, or by using equivalent treatments, it must provide information about the design criteria and operation characteristics of the system.  Criteria have been established in section 3.4, “Hygienic Processing”.

The business may present this information itself or use a suitably competent person to examine the pasteuriser design and operation and prepare a report.

Critical Control Points and Supporting Systems

If a business prepares procedures that are in accordance with the outcomes and/or examples provided in this Code of Practice and in the context that applies, then those procedures may be used without further justification.

If a business uses procedures that are not based on outcomes stated in this Code of Practice, the business must provide information justifying the suitability of the supporting system.  It may use references from the relevant literature or conduct its own studies.

Product and process testing

A manufacturing business may use results of tests of in-process samples, product samples and environmental samples to confirm the suitability of the control measures.

Such sampling and testing is not mandated in this Code of Practice.  Due to the cost implications, sampling and testing should be used wisely, and as appropriate by the business to provide evidence that the control measures are suitable and effective.

Responsibilities of regulators and auditors

Regulators and auditors have responsibilities to assess the information provided by a business about the suitability, effectiveness and performance of control measures.

If a business does not provide the information that is considered necessary to provide evidence of suitability, a regulator or auditor may assess directly the suitability of the control measures, or require the business to provide additional supporting information.

Revalidation

The business must revalidate its Critical Control Points and supporting systems if it makes any changes to those stated in the Programme that would affect the suitability and effectiveness of those control measures.

The Conditions of Approval of your Programme may state special conditions as may be appropriate to an individual business.

New products or processes

If a business introduces new products, uses new ingredients or operates new processes, it must revise its programme and revalidate it.

It must identify any new hazards and control measures and ensure that the Programme is amended in such a way that the programme remains suitable and effective.

If a business makes product and process changes as a matter of routine, it is recommended that the business has a specific “design and development” procedure so that hazard analysis is established as a routine prior to commercial production.

5.7
Verification

	Your programme will require
	Yes/No
	Action

	Procedures?
	Yes
	The business shall prepare a procedure detailing the verification methods it uses, noting the mandatory and optional elements below.

	Records?
	Yes
	Records shall be prepared in accordance with the procedures.


Linkages

Section 2.4, “Product Outcomes – From a Food Safety Perspective”.

Section 3.8, “Process Monitoring”.

Section 5.6, “Validation”.

Section 5.4, “Training”.

Outcome

The business shall have effective and documented procedures for verification.

Purpose of verification

Verification is an ongoing management responsibility of the business.

Verification requires the business to provide evidence that all the Critical Control Points and supporting systems are implemented and operational on an ongoing basis.

Requirements for verification

This Code requires a business to do the following:

1.
Perform supervisor checks

The manager or a senior staff member shall check all records of Critical Control Points and supporting systems either on a daily basis or prior to the release of batches of products.

This check shall confirm that all monitoring and corrective actions have occurred in accordance with the documented procedures.  All records checked in this way shall be signed and dated.

2.
Conduct a formal review of your programme

At least annually, and whenever necessary, the manager shall conduct a review to see that all procedures remain suitable and effective and all records are maintained.

The business shall keep a record stating:

· the time of the review;

· the people who participated in the review;

· the procedures that are reviewed;

· the records that are examined;

· any corrective action that is taken.

This review shall also check that:

· job descriptions are used and/or procedures are followed;

· training records are maintained;

· maintenance and repairs are planned and taking place;

· information from customer feedback or complaints has been acted upon;

· findings from product recalls are acted upon;

· information from regulatory assessments and external audits has been acted upon.

Note that it is expected that information about product or manufacturing issues will be dealt with at the time.  The purpose of the review is for the manager and the “team” to consider again whether all necessary actions have taken place.

3.
Process and product tests

A business may use tests of in-process samples, product samples and environmental samples, to confirm the suitability of the control measures.

Examples of product and process tests have been detailed in section 3.8, “Process Monitoring”.  These may also be used for the purposes of verification.

Due to the cost implications, sampling and testing should be used wisely and as appropriate by the business to provide evidence that the control measures are suitable and effective.

A business may carry out other process and product tests in accordance with other product or process outcomes that may be established.

4.
Internal audits

A business may carry out internal audits.

If this is done, audits should be programmed on a periodic basis, as well as taking place after changes to the process or Programme, or where problems have arisen.

An audit plan for internal audits should be drawn up showing the timetable for the audits, what activities will be audited, and by whom.

A procedure for auditing should also be established.  A checklist may be used as the basis for the procedure.  Records must be kept of all audit activities.

An audit checklist is shown in Attachment 1: Internal Audit checklist.

5.
Supplier audits

Second party audits of suppliers may be undertaken as part of a Supplier Quality Assurance Programme section of your Programme.  A procedure for this activity should be developed.

This section is subject to review.

NZFSA has initiated Consultation with the wider dairy industry on the needs for:

· pathogen monitoring and testing of products and process environments;

· routine reporting of information to regulators and audit agencies; and

· independent verification programme or audit sampling.

When the findings of this review are known and agreed, the Working Group that has developed this Code will initiate an appropriate review of this section.

Members of the Working Group are currently involved in the review process.

5.8
Programme Approval
(regulator roles, auditor roles)

	Your programme will require
	Yes/No
	Action

	Procedures?
	No
	

	Records?
	Yes
	Keep a record of all correspondence and reports from regulators and auditors.


Linkages
Dairy Industry Act 1952

Food Act 1981

Outcome

Your programme will need to be approved by the regulator in accordance with the legislation which applies (Food Act 1981 or Dairy Industry Act 1952).

The programme may need to be audited.

Approvals of Food Safety Programmes under the Food Act 1981
A number of pathways for approval are allowed under the Food Act 1981.

Details about the approval process are covered in the publication “Exemption from the Food Hygiene Regulations 1974”, available from a Health Protection Officer at the local Public Health Service of the District Health Board (the regional operational arm of the Ministry of Health). 

It is recommended that your programme is audited by a registered auditor prior to application for approval.  Once a favourable audit report is received, the Food Safety Programme, the audit report, and an application form should be submitted to the local Public Health Service.

The Ministry of Health will then assess the information received, and if all information has been correctly presented and is suitable, your programme will be approved.

Once approved, maintenance of the approval will require periodic audits, usually (but not always) on a 12-month basis.  These audits will need to be undertaken by a Registered Auditor.

In addition, inspections may also be carried out by the Health Protection Officer or registered auditor to check compliance with legal requirements, typically after complaints, public health incidents and product recalls.

Note: Registered auditors are persons who have been approved by the Ministry of Health as competent to audit Food Safety Programmes.  In all cases they are not officers of the Ministry of Health.  The selection of a registered auditor is a commercial matter between the business and the auditor.

Approvals of Product Safety Programmes under the Dairy Industry Act

The MAF/NZFSA Dairy Standards require all Product Safety Programmes to be validated prior to evaluation and approval. Refer www.nzfsa.govt.nz/dairy/registers.

Validation is a manufacturer responsibility but the business may choose to contract the service.

Evaluation of Product Safety Programmes is performed by either an Approved Third Party Agency or NZFSA Compliance Investigation Group depending on whether the organisation wishes to operate under the “Regulatory Model” system.

The time for evaluation can be reduced if validation records are submitted with the Product Safety Programme.

Once evaluation is complete, the evaluator will submit a recommendation supporting approval to NZFSA. A Product Safety Certificate will be generated and the registration details published on the NZFSA website.

Each Product Safety Programme has to be verified within three months of approval by an appropriate Third Party Agency or NZFSA Compliance and Investigation Group. Annual verification of the Product Safety Programme continues until any significant changes occur. At such times, your Programme will have to go through the approval process again.

The Regulatory Model also has provision for performance based audits. Details are available in MAF Dairy Standard 201.1, “Performance Measurement of Dairy Manufacturers”.
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