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Guidance for Blood Processing Plants
This guidance is directed mainly at blood processing methods involving heat treatment, but more general aspects relating to HACCP and ensuring all blood is processed will be relevant to other approved methods eg those approved under method 7.
Under Article 29 of the Control Regulation operators processing animal by-products including blood “shall put in place, implement and maintain a permanent written procedure or procedures based on the hazard analysis and critical control points (HACCP) principles, in which hazards must be prevented, eliminated or reduced to acceptable levels”.

Potential hazards, which DAERA inspectors would expect operators to identify in their HACCP plan would include (among others) pathogens, such as bacteria and exotic notifiable disease viruses, which may be present in the blood.  Critical control points need to be considered and monitoring to ensure that critical control points are under control.

DAERA inspectors will be checking critical control points and monitoring procedures, which ensure that all blood is processed to the required standards.  This will include looking at whether monitoring and control is established to ensure that:

· Appropriate temperature/time parameters are met during processing (demonstrable through automated continual monitoring systems); and
· All of the blood leaving the site has been fully processed.  In particular inspectors will be checking that:
· Monitoring is able to ensure a reconciliation of material in, with material stored and material processed: and
· A closed system of storage and throughput ensures only one way flow of blood through the system.
Control and Monitoring Systems

By way of guidance, the type of control and monitoring system, which is likely to satisfy inspectors, that point b. above is being adequately controlled and monitored, would include:

· Incoming blood is only stored in closed tanks prior to processing.

· Blood only enters the closed tank, used for the storage of incoming blood, through a one-way valve (or through a similarly effective one-way flow system eg a pump where reversal of flow cannot easily be achieved).

· Monitoring by use of calibrated automatic recording of inputs, where possible, provides accurate readings of volume of blood entering a storage tank (intake), volume of blood present inside the tank and volume of blood leaving the tank (for processing).  Daily recording allows easy reconciliation of volumes.  It is recognised that volumes of material may increase during the processing, if the method requires the use of saturated steam and that the increase may be variable.
· Rigid pipe-work connects blood storage tanks to the cooker.  The route of the pipework must be clearly defined, both in the plant and on a details diagram of all pipework.  No alteration to the pipework system should be made, without the consent of DAERA.

· Any additional access/exit points in the system needed to enable emptying or drainage of cookers or storage vessels in the event of system failure or other emergency must be sealed using an official seal, preventing use under normal circumstances.

· A single rigid or flexible outlet pipe connects the cooker to the enclosed storage tank for processed blood eg a concrete storage lagoon.  The connecting pipe is permanently attached at both ends & should not allow easy removal.

· A separate outlet pipe comes from the enclosed concrete lagoon or storage vessel, with a one-way valve for loading vehicles for exit (or similarly effective one-way flow system eg a pump where reversal of flow cannot easily be achieved).

· Sampling points are available at the outlet of the cooker and the final product storage tank.  Sampling points are clean and free from contamination.

There may be other ways of confirming to inspectors that the processing of blood has been carried out in accordance with the HACCP principles and these should be discussed with the DAERA inspector responsible for the plant.
Inspectors will also be considering whether appropriate staff training has taken place and that the training is recorded.

All new plants and plants with existing approvals for the processing of animal by-products will be required to satisfy the requirements of Article 29.  This guidance relates primarily to plants processing blood or a range of animal by-products including blood.  It will be expected that all plants with existing approvals will be able to fully satisfy inspectors from DAERA, with their HACCP arrangements and any necessary modifications to existing plant should be completed by 1 January 2012.
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