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1. Introduction

Regulation (EC) No. 1774/2002 of the European Parliament and of the Council of 3 October 2002 lays down health rules concerning animal by-products not intended for human consumption. This regulation defines animal by-products as “ entire bodies or parts of animals or products of animal origin… not intended for human consumption”. A distinction is drawn between the measures to be implemented in the use and disposal of the material concerned, depending on the nature of animal by- products involved.

Under the Regulation 

· A composting plant is defined as “a plant in which biological degradation of products of animal origin is undertaken under aerobic conditions” and 

· A biogas plant is defined as “a plant in which biological degradation of products of animal origin is undertaken under anaerobic conditions for the production and collection of biogas”.  

Article 15 of Regulation (EC) No. 1774/2002 requires that biogas plants and composting plants shall be subject to veterinary approval by the competent authority. Under Article 6 of S.I. 248 of 2003, the European Communities (Animal by-products) Regulations 2003 which implements the above Regulation, the Minister for Agriculture and Food may grant an approval, attach conditions to an approval, revoke or vary a condition, withdraw an approval or refuse an application.

2. Categorisation of animal by-products

Under Regulation 1774/2002, animal by-products are now categorised in 3 distinct categories:

 
Category 1- very high risk


Category 2- high risk


Category 3- low risk

Category 1 Material includes:

· BSE carcases and suspects

· Specified Risk Material 
· Catering waste from international transport
This material must be destroyed and is completely banned from use as feedstock in composting and biogas plants.

Category 2 Material includes the following material and these may be used for composting or biogas production  

· Manure

· Digestive tract content separated from the digestive tract, and

· Milk and colostrum

Category 3 Material includes:
· Catering waste – meaning all waste food including used cooking oil originating in restaurants, catering facilities and kitchens, including central kitchens and household kitchens. 

· Food factory waste and waste food from supermarkets.

· Parts of slaughtered animals, which are fit for human consumption but are not intended for human consumption for commercial reasons. 

· Parts of animals, which are rejected as unfit for human consumption but are not affected by any signs of diseases communicable to humans or animals and derive from carcasses that are fit for human consumption.

· Fish or other sea animals, except sea mammals, caught in the open sea for the purposes of fishmeal production and fresh by-products from fish from plants manufacturing fish products for human consumption. In the case of facilities where fish by-products are the only animal by-product being treated, applications for approval should be forwarded to the Department of Communications, Marine and Natural Resources. 

3. Feedstock

The following materials may be used as feedstock in a biogas or composting plant;

· Category 2 Material consisting of only the following:
· Manure, 

· Digestive tract content separated from the digestive tract, and

· Milk and colostrum. 

· Category 3 Material

· No other animal by-product may be included within the feedstock treated in a biogas or composting plant
· The Department of Agriculture and Food must be notified in writing and at least 2 weeks in advance, of any intended changes to feedstock that may entail additional animal by-products being processed. 
4. Premises

4.1. Waste permit/ licence

Applicants seeking approval to treat animal by-products in biogas or composting plants under S.I. 248 of 2003 must also apply for a separate waste permit/licence from the local authority/EPA. 

Before seeking planning permission for construction of a composting/biogas facility, future applicants are strongly encouraged to submit all plans detailing location and plant layout to the Department of Agriculture and Food in order for the proposal to be approved in principle from a veterinary perspective.

Upon successful completion of the approval process a facility must maintain all permits, licences and approvals attached to it in good standing. Failure to maintain any one of these authorisations will lead to the veterinary authorisation being revoked and the facility will no longer be entitled to accept or process the agreed types of animal by-products.

4.2. Location 

The following controls are required for composting and biogas plants that are involved in the treatment of animal by-products:

· If a composting/biogas plant is located on premises where farmed animals are kept, the plant must be located at an adequate distance to the area where animals are kept. There must be total physical separation between that plant and the animals and their feed and bedding. Approval of such sites will be risk-based and likely to be subject to stringent conditions regarding dedication of both personnel and equipment. 

· The facility must be surrounded on all sides by permanent stock-proof fencing of a minimum height of 1.8 m. Details of suitable fencing are included in annex 1.

· A lockable gate of minimum height of 1.8 m must be present at the entrance to the facility. This gate must be locked at all times when the facility is closed.

· In order to prevent the possibility of contact with farm animals either directly or indirectly (vermin, birds etc), all initial processing of raw material must be carried out indoors.

4.3.  Equipment – Composting Plant
A composting plant must be equipped with:

(a) A closed composting reactor, which cannot be by-passed, with:

(i) Installations for monitoring temperature against time;

(ii) Recording devices to record, where appropriate continuously, the results of those measurements; and 

(iii) An adequate safety system to prevent insufficient heating; (see paragraph 7.3) and      

(b) Adequate facilities for cleaning and disinfecting vehicles and containers transporting untreated animal by-products, i.e. good bio security facilities.

However, other types of composting systems may be allowed provided they:

(i) Ensure that there is no access by vermin;

(ii) Are managed in such a way that all the material in the system achieves the required time and temperature parameters, including, where appropriate, continuous monitoring of the parameters;

(iii) Comply with all other requirements of Regulation 1774/2002;

In practice, in the absence of a closed composting reactor, it will be extremely difficult to provide adequate safeguards either to achieve sanitisation of the feedstock or to prevent potential access by vermin and birds to the raw material. An alternative system could only be considered equivalent in circumstances where it is capable of consistent performance and not reliant on variables such as individual operators and supervisors. 

4.4.   Equipment – Biogas Plant
A biogas plant must be equipped with:

(a) a pasteurisation/ hygienisation unit, which cannot be by-passed, with:

(i)  Installations for monitoring temperature against time;

(ii)  Recording devices to record continuously the results of those measurements; and

(iii)  An adequate safety system to prevent insufficient heating; (see paragraph 7.3) and

(b) adequate facilities for the cleaning and disinfecting vehicles and containers upon leaving the biogas plant, i.e. good bio security facilities.

In addition, a pasteurisation/ hygienisation unit is not mandatory for biogas plants that transform only Category 3 material that has undergone pasteurisation/ hygienisation elsewhere.

4.5.   Laboratory Requirements:

Each biogas plant and composting plant must have its own laboratory or make use of an external laboratory. The laboratory must be equipped to carry out the necessary analyses and approved by the competent authority. A list of Non-Departmental laboratories approved for microbiological testing by the Department of Agriculture and Food (valid as of 29th of July 2005) is attached in annex 3. 

5. Hygiene requirements

5.1. Animal by-products must be transformed as soon as possible after arrival, preferably within 24 hours of arrival at the plant. They must be stored properly until treated.
5.2. Containers, receptacles and vehicles used for transporting untreated material must be cleaned in a designated area. This area must be situated or designed to prevent risk of contamination of treated products. 

5.3   Preventive measures against birds; rodents, insects or other vermin must be taken systematically. All initial processing of raw material (shredding, screening and mixing) must be done indoors. This dirty area must be constructed with smooth concrete walls and floors. Floors must be designed and laid in a way to ensure adequate drainage of fluids. A fully documented pest-control programme must be implemented throughout the whole facility. 

5.4 In the case of a facility where raw material is being transported outdoors from the dirty area for treatment/ hygienisation, this must be done using a closed container. In the case of a plant where catering waste is the only animal by-product to be used as a feedstock, other procedures may be acceptable to the Department of Agriculture and Food.

5.5 In cases where raw material and processed material are being transported around a facility, it is strongly recommended that separate machines would be used. If only one machine (loading shovel/tractor) is present, then separate buckets must be employed for raw and processed material. The entire machine must be steam-cleaned thoroughly between each and every use and this procedure must be documented and signed off by a responsible person.

5.6.  Cleaning procedures must be documented and established for all parts of the premises. Suitable equipment and cleaning agents must be provided for cleaning.

A list of Department of Agriculture and Food approved disinfectants is attached in Annex 2. Up to date versions of this list are available on the Department of Agriculture and Food website. As part of a daily clean-up routine, steam- cleaning to remove all visible material may be used in place of disinfectants. However, in the case of a non-compliance being highlighted during sampling of processed product, the plant must be thoroughly disinfected under supervision of the Department of Agriculture and Food.

5.7. Hygiene control must include regular inspections of the environment and equipment. Inspection schedules and results must be documented. Visual inspections of all equipment must be made both daily and weekly and all results and corrective actions taken must be recorded.

5.8.   Installations and equipment must be kept in a good state of repair and measuring equipment must be calibrated at regular intervals. An appropriate, competent agency must calibrate and certify measuring devices for time/ temperature parameters regularly and at a minimum of once a year.

5.9.   Digestion residues and processed compost must be handled and stored at the plant in such a way as to preclude recontamination. Once compost/digestion residue has reached the time/temperature parameters as laid out in section 6 it may be stored outdoors for maturation purposes. It must be stored away from the intake area and operators must ensure that a one-way system of material flow is in operation at the site, in order to prevent recontamination of processed products.

6. Processing standards

6.1.   Category 3 material used as raw material in a biogas plant equipped with a

pasteurisation/ hygienisation unit must be submitted to the following minimum requirements:

Maximum particle size before entering the unit: 12 mm;

Minimum temperature in all material in the unit: 70 (C; and

Minimum time in the unit without interruption: 60 minutes.

6.2.   Category 3 material used as raw material in a composting plant must be submitted to the following minimum requirements: 

Maximum particle size before entering the composting reactor: 12 mm

Minimum temperature in all material in the reactor: 70 (C; and

Minimum time in the reactor at 70 (C (all material): 60 minutes.

6.3.   In the case of a plant where catering waste is the only animal by-product to be used as a feedstock, other equivalent operating parameters may be accepted. The manufacturer/manager of a facility must produce documented evidence/research to guarantee an equivalent effect regarding the reduction of pathogens, unless the method employed is otherwise officially approved by the EU Commission as an acceptable alternative treatment method.

These equivalent requirements may also apply to catering waste when it is mixed with manure, digestive tract content separated from the digestive tract, milk and colostrums provided that the resulting material is considered as if it were from catering waste.

6.4.
Where manure, digestive tract content separated from the digestive tract, milk and colostrums are the only material of animal origin being treated in a biogas or composting plant, the Department of Agriculture and Food may authorise the use of requirements other than those specified in paragraphs 6.1 and 6.2 provided that it: 

a) Does not consider that those material present a risk of spreading any serious transmissible disease;

b) Considers that the residues or compost are untreated material. 
6.5. Facilities processing the following material only;

· cereal grains, 
· edible material of plant or vegetable origin,
· bread and dough, 
· chocolate. 
This feedstock is not defined as animal by-product and such facilities do not need approval.  Any proposed change to the feedstock, which would entail the processing of animal by-products, must be notified to the Department of Agriculture and Food at least 3 months in advance. 
7. Sampling of digestion residues and compost

7.1. Sampling Procedures. 

Sampling must be done in accordance with the approval as issued to a plant. During the initial commissioning and validation process of a plant, every batch of compost/ digestion residue must be sampled. The frequency of sampling will reduce over time as the plant establishes reliability. 

7.2. Standards

Standards for parametric limit values within the samples shall be in accordance with Regulation (EC) No. 1774/2002, which states:

Samples of the digestion residues or compost taken during or on withdrawal from storage at the biogas or composting plant must comply with the following standards:

Salmonella: absence in 25 g: n = 5, c = 0, m = 0, M = 0. 

Enterobacteriaceae: n = 5, c = 2, m = 10, M = 300 in 1 g

Where;

n = number of samples to be tested;

m = threshold value for the number of bacteria; the result is considered satisfactory if the number of bacteria in all samples does not exceed m;

M = maximum value for the number of bacteria; the result is considered unsatisfactory if the number of bacteria in one or more samples is M or more; and

c = number of samples the bacterial count of which may be between m and M, the sample still being considered acceptable if the bacterial count of the other samples is m or less.

7.3. Non-Compliances

In a situation where samples do not comply with these standards then, in accordance with the legislative provisions of Regulation (EC) No. 1774/2002, the following procedure must be adhered to:

· The Department of Agriculture and Food must be notified immediately

· The operator of the plant must establish the cause of the failure.

· The contaminated batch and any in-contact material must be re-processed or disposed of under the supervision of the Department of Agriculture and Food. In the case of facilities where the only animal by-product being processed is catering waste, contaminated batches may be sent directly for landfill or recycled through the plant. For facilities using Category 3 animal by-products, material may either be recycled through the plant or sent for processing in an approved Category 3 processing plant. 

· No material suspected of being contaminated must be removed from the plant without the prior approval of the Department of Agriculture and Food.

· The frequency of sampling and testing will be increased in line with the recommendations in place at the time

· Records relating to the contaminated material must be investigated

· Appropriate decontamination and cleaning procedures must be followed. 

 Where appropriate, further recommendations will be issued for these cases.

8. Record Keeping

All records relating to all aspects of the composting or biogas process must be kept on site for a minimum period of 2 years. These records must be available for inspection and must include:

· Thermographs relating to the composting or biogas process to ensure that the minimum parameters as laid out in section 6 are met

· Records must be available for all batches of animal by-products delivered to or collected by the plant. In the case of Category 3 Material other than catering waste, the commercial documents for each batch must be kept by the facility.

· The pest control plan and all relevant documentation.

· Cleaning procedures and all relevant documentation.

· Hygiene control plan and cleaning schedules

· Equipment repair and calibration records.

· Sampling procedures and schedules as well as laboratory results for all samples taken (as outlined in section 7). 

· A system to ensure traceability for all batches of compost produced and despatched from the plant must be in place. This must detail the source of the raw material, all relevant processing records, the date of dispatch and intended end-use of the finished product. 

· A system of hazard analysis and critical control points (HACCP) plan must be in place in the plant. This plan must identify the critical control points and establish and implement methods for monitoring and checking these points. All non-compliances and the corrective actions taken in each instance must also be recorded.

9.  HACCP plans for composting/biogas plants

In accordance with the principles prescribed in Regulation (EC) No. 1774/2002, the system of hazard analysis and critical control points  (HACCP) plan must pay particular attention to the following points:

· Procedures at the plant for reception of by-products. 

· Processing of material to the relevant standards  

· Hygiene controls – including cleansing and disinfection facilities, as well as arrangements to prevent cross-contamination of processed material with raw material through the use of flow diagrams.  

· Ability of the plant to provide an end-use for processed material in a manner that will prevent the possibility of contact with farm animals.  

· Record keeping

· Thermographs

· Particle size 

· Laboratory sampling results relating to section 7 and procedures to be followed in the case of a non-compliance

10. Collection and TransporT

With the exception of catering waste, the following points are the conditions that apply to the collection and transport of animal by-products:

10.1. Identification

· Category 2 materials (referred to in section 3) and Category 3 materials must be kept separate and identifiable during collection and transportation unless they are being sent to the same composting plant. When transporting manure only, the following conditions need not apply. 

· A label must be permanently attached on both sides of the container in such a way they are clearly legible and visible. The letters should be at least 15cms high.

ALL signs must be PERMANENTLY attached to the trailer, i.e. bolted, welded or riveted. It will not suffice to have the signs attached with glue magnets or slide in slots. 

· The label must bear the indication

· For Category 3 Material: Category 3 Material – Not for Human Consumption

· In the case of Digestive tract content, milk and colostrum: Category 2 Material – Not for Human Consumption.

10.2. Vehicles and Containers

· All material must be transported in sealed new packaging or covered leak-proof containers or vehicles

· Containers, receptacles and vehicles used for transporting untreated material must be cleaned in a designated area. This area must be situated or designed in a manner so as to prevent risk of contamination of treated products

· Vehicles and all reusable equipment must 

(a) be cleaned, washed and disinfected after each use

(b) be maintained in a clean condition and

(c) be clean and dry before use

· Reusable containers must be dedicated to the carriage of one particular product to prevent cross-contamination

10.3. Commercial Documents 

· A Commercial Document must accompany all material during transport. This must be produced in triplicate with the original being retained by the receiver and copies are to be kept by the producer and the carrier
· Commercial Documents must include:

(a)  The date on which the product left the premises

(b)  A description of the material including the information on the label

(c) The quantity of material

(d) The place of origin of the material

(e) The name and address of the carrier

(f) The name and address of the composting/biogas plant and its approval number

(g) The commercial documents must be kept for at least two years and made available on request to an authorised officer.

10.4. Records

· The consignor must keep records of (a), (b), (c), (e) and (f) above.

· The haulier must keep records of (a), (b), (c), (d) and (f) above.

· The consignee must keep records of (b), (c), (d) and (e) above.

· Records relating to all material collected or delivered to the plant must be kept for a minimum period of 2 years. These records must be available at all times for examination by an authorised officer.

Please note that all of the above requirements (paragraphs 10.1 to 10.4) are detailed in Trader Notices issued by the Department of Agriculture and Food. Copies of these notices are available on request.

10.5. Catering waste 

Catering waste must be collected and transported in such a way as to ensure that it does not damage human health or the environment. In particular, all external surfaces of vehicles transporting catering waste must be kept clean and equipment must be available for this purpose. The wheels of these vehicles should be cleaned prior to the vehicle leaving the premises. (Under current EU rules, internal cleansing and disinfection is not routinely required for vehicles transporting catering wastes alone but is recommended).

11.   end-use of compost and digestion residues

As part of the approval process, an application for a compost/biogas facility must list all intended feedstock and the sources of these materials. All intended classes of end- use must also be detailed in the application. 

Compost/digestion residues resulting from the processing of animal by- products can be spread on all types on non-pasture land provided that sufficient measures are in place to exclude animal access to this land.

Compost/digestion residues resulting from the processing of animal by- products cannot be spread on pastureland.

For facilities using manure as the only animal by-product the following provisions apply:

· In the case of facilities that use home produced manure: – provided that this is the only type of animal by-product being used in the plant, then the residue can be spread on any type of land on the home farm or on land designated for this purpose. 

· In the case of facilities that are transporting manure from neighbouring farms: – again provided that this is the only animal by-product being used then the residue may be spread on any type of land on the farms that supplied to the unit.

During spreading, measures must be taken to minimise spray drift of the product e.g., spreading during still conditions, use of an inverted splash plate, band spreading or shallow injection.

Stock proof fencing.

The facility must be surrounded on all sides by permanent stock- proof fencing of a minimum height of 1.8 m. In cases where a border of 50 metres is being implemented, both perimeter fences (inside and outside) must be similarly stock- proofed. 

Posts must be 2.3 m long minimum of either: -

a) Reinforced concrete 125mm x 125mm at butt end (to IS 177: 1980)

b) Galvanised angle iron 60mm x 60mm x 6mm thick

c) Galvanised tubular steel, 75mm outside diameter, and 3.2 mm thick

Uprights and strainers shall be embedded in 0.5m square concrete bases, not more than 3.0m apart. Four strands of 3.2 mm plain wire shall be strained, and stapled or tied to the uprights with tying wire. Chain link fencing, 2.5mm, (to IS 130:1980), 1.8m high, shall be secured to the outside of the line wires over entire fence. One strand of 1.5mm barbed wire shall be placed along the top of the fence.

A gate 1.8m high, of galvanised steel, or preservative treated timber, with closing bolts and locks, shall be fitted at the entrance to the facility. The only horizontal bars shall be at the top and bottom of the gates. Chain-link fencing shall be fitted to the outside of the gates. The gates shall be designed such that neither people nor stock can get through or under when closed. 

Other proprietary fence systems will be acceptable if the above criteria are met.

DEPARTMENT OF AGRICULTURE AND FOOD

Diseases of Animals (Disinfectants) Order, 1975 (Amendment) Order, 1978

LIST OF APPROVED DISINFECTANTS (September 2004)
	PRIVATE 

DISINFECTANT
	
Diseases in respect of which use is approved and dilution rates*

	
	Foot and Mouth Disease
	Swine Vesicular Disease
	Fowl Pest (Newcastle Disease, Fowl Plague)
	Tuberculosis
	Anthrax, Brucellosis, Contagious Bovine Pleuro-pneumonia, Glanders and other Scheduled diseases

	Agrisept MC Tabs* (see note)
	271*
	448*
	271*
	----
	450*

	Antec Ambicide
	----
	----
	----
	----
	30

	Antec Farm Fluid S
	700
	200
	200
	50
	115

	Antec Hyperox
	150
	50
	375
	100
	179

	Antec Long Life
	----
	----
	60
	----
	60

	Antec Long Life 250s
	500
	200
	250
	48
	90

	Antec New Formula Farm Fluid
	300
	110
	70
	30
	65

	Antec Virkon S
	1300
	200
	280
	----
	120

	Antec Virudine
	600
	650
	140
	51
	125

	Bio Guard
	---
	---
	80
	---
	---

	Bio Kill
	---
	---
	365
	---
	---

	Bio Phen
	---
	175
	190
	---
	---

	Bio Phen Plus
	---
	---
	210
	---
	---

	Bio Shield
	---
	---
	155
	---
	---

	Bio VX
	---
	---
	285
	---
	---

	Chlorasol
	20
	90
	200
	20
	199

	Citrox
	----
	----
	0.66
	----
	----

	Clinidine
	320
	----
	140
	----
	----

	Deosan Iodel FD
	215
	234
	130
	26
	147

	Dermicidal Extra
	50
	150
	125
	13
	61

	Enviroguard
	60
	300
	150
	10
	60

	Equisept*
	271*
	----
	----
	----
	450*

	FAM (New Formulation)
	525
	400
	150
	15
	110

	FAM 30
	550
	600
	125
	30
	180

	GPC 8 (New Formulation)
	80
	250
	190
	----
	----

	Iodosure Bio
	240
	160
	110
	----
	25

	Iosan Farm Disinfectant
	240
	180
	80
	15
	80

	Jeyes Fluid
	----
	----
	30
	----
	50

	Kick Start 2
	800
	160
	145
	44
	256

	Novagen FP
	240
	180
	80
	22
	145

	Omnicide 325
	50
	150
	125
	13
	61

	Opticide 200
	50
	150
	125
	13
	61

	Osmodex
	525
	400
	150
	15
	110

	Purogene
	250
	240
	20
	20
	22

	Septrivet 17
	1000
	1000
	700
	----
	1000

	Sorgene 5
	75
	75
	100
	75
	200

	Spectocide 2000
	60
	300
	150
	10
	60

	Supercide
	150
	450
	200
	----
	200

	Superdine
	550
	600
	125
	30
	180

	Superkill
	----
	50
	100
	----
	22

	SWC Bacto Detsan
	20
	10
	----
	----
	10

	SWC Maxikleen
	600
	400
	100
	45
	43

	Tego 2000
	----
	----
	----
	----
	32

	Tegodor FARM
	----
	----
	51
	----
	----

	Trigene II
	----
	----
	----
	41
	----

	V26
	200
	200
	200
	105
	178

	Vandox
	200
	30
	300
	----
	300

	Vesphene D39
	10
	----
	50
	70
	55

	Verucidal Extra
	1300
	300
	300
	----
	112

	Virex
	1300
	200
	300
	----
	112

	Virochlor
	271
	448
	271
	---
	450

	Virophen
	---
	200
	210
	---
	---

	Virophen Plus
	---
	---
	240
	---
	---

	Virophor 2.8%
	---
	---
	185
	---
	---

	Viroshield
	---
	---
	165
	---
	---

	Zal Perax II
	800
	160
	145
	44
	256


*    Dilution rate is expressed as one part of the preparation to the number of parts of water in the appropriate column.

      Note:   The volume of mls of water above relate to 1g of the product  – Agrisept MC Tabs are 5g each.  

 NOTE:  READ CAREFULLY THE MANUFACTURER’S INSTRUCTIONS BEFORE USAGE

PARTICULARLY IN RELATION TO SPECIFIED PRECAUTIONS

	Note:   Dilution rates for disinfectants for use against Foot and Mouth Disease and/or Swine Vesicular Disease relate to effectiveness when applied to a clean surface.
            (a)   thoroughly washed or sprayed with an approved disinfectant;

            (b)   thoroughly cleansed, ensuring that dung, litter, etc. is removed and disposed of so that there is no risk of contact with livestock; and 

            (c)   (the clean area) washed or sprayed with an approved disinfectant used at the approved  dilution.
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