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ASEAN ACCREDITATION CRITERIA FOR
VACCINE TESTING LABORATORIES
I.      INTRODUCTION
Clients of laboratories need to be sure that measurements and tests carried out for them are accurate and reliable. Laboratories often provide this level of quality assurance by working towards international or national accepted standards.
Many laboratories and especially those carrying out contract work find that they are only able to obtain and undertake work if they can show that they are working towards accepted standards. In the field of veterinary drugs (including animals vaccine), the standards required are Good Laboratory Practices (GLP).
ASEAN accreditation criteria for vaccine testing laboratories aim to harmonize criteria and procedures for laboratory accreditation as a means of dismantling technical barriers to trade and to facilitate international acceptance of measurements test data and certificates from ASEAN accredited laboratories.
This section describes the general criteria for testing vaccine laboratories in ASEAN Member Countries.
II. BUILDING AND FACILITIES
The building and facilities should be divided into laboratories for testing bacterial and viral vaccines and experimental animal houses.
1. The Criteria of the Laboratory
a) Laboratories for testing of bacterial vaccines for testing viral vaccines and for preparation of medium should be separated.
b) The laboratory should be designed to suit the operations to be carried out in them.
c) The laboratory should be easy to clean, with surfaces which are impervious to water and resistant to chemicals.
d) The ventilation should ensure sanitary and hygienic conditions of the laboratory.
e) Each laboratory should have microbiological safety cabinets of the class I (operator protection) and class II (designed primarily to give product and operator protection) types.
f) The microbiogical safety cabinet ventilation system should be serviced regularly.
g) Protective clothing, glove, masks and eye shields as appropriate must be worn in the laboratory.
h) Facilities for changing clothes and for washing and toilet purposes should be accessible and appropriate for the number of users.
i) The laboratory should be designed and equipped so as to afford maximum protection against the entry of insects or other animals.
2.      
Experimental Animal Houses
Experimental animal houses should be divided into:
a) Fowl/Chicken house
i)
For testing bacterial vaccines 

ii) For testing viral vaccines
b) Small animal
i)    For testing -bacterial vaccines

ii)   For testing viral vaccines

c)   Large animal/ruminantia

i) 
For testing bacterial vaccines
ii)   For testing viral vaccines

The criteria for experimental animal houses are as follows:
a) The animal rooms should not only provide a suitable environment for the animals themselves but should be constructed and ventilated in such a way as to ensure comfort for the worker.
b) There must be provision for incineration of experimental animals and for the thorough cleansing and disinfection of animal rooms.
c) A ventilation system in which air entering and leaving the rooms is first passed through a high efficiency particular air (HEPA) filter.
d) The room should be maintained under negative pressure.
e) The isolator facilities should be used if hazardous work is done (IBD vaccine testing etc).
f) It should be properly and appropriately drained and guttered and kept in sanitary condition.
III.   QUALITY ASSURANCE
The laboratory will be accredited if they have the Quality Assurance system as follows:
1.      Role of Management
The management of an organization/laboratory is responsible for setting up and managing the QA system. The QA system will address the resources, processes and procedures by which measurements and tests of the required standards are achieved.
The management should have a written quality policy.
The management should identify responsibility and authority for managing the QA system. This may entail the appointment of a quality manager, the choice of inspectors, auditors and testers.
The management is responsible for achieving, allocating and maintaining the necessary resources for the QA system. The key resources are accommodation, staff and equipment. A laboratory will not get accreditation if any of these do not meet the required standards set by the accreditation bodies.

The management should review the QA system periodically and consider all audits and complaints.
Equipment should be adequate for required measurements and should be calibrated and maintained on a systematic basis.
2.    Quality Assurance System
The QA system, which should be set out in the QA manual, will have to take into account most of the following components:
a)       Management and organization
The responsibility, authority and the interrelation of all personnel who manages, perform and verify work affecting quality shall be defined. A QA manager will have the responsibility of managing and organizing the QA system, preferably on an independent basis.

He/She would report directly to senior management and work closely with the head/manager of the laboratory. He/ She is responsible for checking and assuring that all the activities in the laboratory are set up and performed to the required standard. He/She will have a major input into the assessment and training of staff. He/She must ensure that the documentation for methods, procedures, records and reports meet the accreditation requirement (e.g. national or international).
He/She will be responsible for internal auditing, checking and calibration of the performance of all equipment. He/She will liaise with any external auditors and have a major role in inter laboratory comparison studies.
b)      QA System Procedures   

These procedures cover the whole of the QA system. All procedures must be documented, controlled and made available to the staff concerned. There should be a Quality Manual/ giving a general guide to the QA system. This should be produced by the laboratory staff and will describe the quality policy objective and the system to achieve it. It will include, details of the scope of the laboratory s accreditation, an organization chart of the laboratory and the staff together with their job descriptions and authorities. There should be a list of approved signatories.

There should be easily accessible written procedures for administration, documentation, sampling and standardization, analytical methods, testing protocols, QC and QA analytical procedures, verdicts, certificates, reports and records. Some of these procedures are expanded below.
c)     Document Control
The control of documents covers approval and issue and also any changes and alterations. There should be a set of master documents which are properly identified. Copies are issued to those that need them and a record of their distribution kept. Alterations and changes of documents should be done at the master copy level and new copies issued and recorded. Previous master copies should be kept and marked 'SUPERSEDED". All absolute copies should be collected and destroyed.
d)     Staff

Staff should have the required skills, especially when complex techniques and equipments are used. Training and continuous education is essential and attendance at ASEAN workshops should be encouraged.

e)       Equipment
All measuring equipment that can influence quality must be controlled, calibrated and maintained.

The choice of equipment is important. The equipment must be capable of measuring the required sensitivity and accuracy. An established model from a reputable company is preferred. Consideration should be given to the availability of good and reliable after sales service, maintenance, spares and repairs. This is of vital importance in third world countries. 

The replacement of equipment should be planned in collaboration with management. The equipment should be uniquely identified. The documentation for the equipment should be properly filed. It will consist of the manufacturers instructions/manuals and an in-house file. This file should contain:
· List of equipment
· Equipment requiring calibration and maintenance
· Dates or intervals for calibration and maintenance
· Calibration procedures to be performed by authorized staff
· Records of calibration and maintenance
Maintenance and calibration of Equipment:
The regular maintenance and calibration of important measuring equipment is essential for achieving accuracy and precision of results. For residue analysis, at least the following items should be checked and/or calibrated.
· Balances,

· Pipettes (especially the automatic type, check the automatic pipette station etc),
· Ph meters,

· Temperature of fridge, freezers and cold rooms,

· Thermometers.

f)
Sampling and Sample Handling
The sample should be representative and its history documented and transferred to the laboratory. It must arrive at the laboratory in a condition which does not alter the content of the analysis from that at the immediate time of sampling. Even with the best test methods and QA, inaccurate results are guaranteed if the original sample is not representative or has deteriorated and the content of the analysis has been affected.

There should be detailed written procedures on how to handle, store and record samples on arrival at the laboratory.

g)       Analytical Methods
Analitical methods may be from different sources, such as: Official Standard Methods (e.g OIE, CFR methods), Standard Operating Procedures which have been accredited by a recognised authority or scheme, and in-house methods which are validated but not accredited.

Methods should include the following:
· Sampling, sample handling and storage

· Safety precautions

· Scope, files of application, references, definitions, principle of method

· Details of materials, reagents, standards and celebrants

· Details of equipment

· Details of calibration

· Tests sample preparation

· Testing procedures

· Data handling, calculation of results, checking results, data transfer, estimation of uncertainty

· Flow diagrams
h)     Audit and Review

Audit
The laboratory should always carry out regular internal audits of the QA system and pay particular attention to the procedures and methods for analysis. With both GLP and accreditation of methods, audits are compulsory. Under GLP, all procedures are audited on a regular basis by personnel who are independent of the laboratory staff carrying out a particular study. Under most accreditation schemes, there is third party examination of the analytical methods. Failure to meet the required standards after being allowed a short period for corrective action can lead to loss of accreditation.
Review

Reviews of the QA system should be done on a regular basis by senior management in consultation with the QA management. The results of the review should be communicated to the relevant staff.
i)      Reports and Records
The laboratory will keep all raw data and copies of results, reports and records. The QA manager will be responsible for checking and ensuring that the data is calculated, recorded and reported according to the agreed '.' procedures. Good quality reports and records are of great benefit in the event of problems with the analyses, queries by customers and for external audit. The retention time of the reports and records is decided and written into the procedures.
j)       Corrective Actions
The QA system should have a documented procedure to investigate anomalies, complaints and serious non-compliances. All corrective actions and their effectiveness is recorded. All non-compliances reported through the audits must be subject to corrective action. If doubt arises about the data reported by the laboratory, the clients must be notified in writing.
k)       Sub contract

The QA system shall select sub-contractors on the basis of their ability to meet sub-contract requirement, including quality requirement. The standard requirement of sub-contract laboratories should be defined clearly. The selection of sub-contractors is dependent on the product and where appropriate, on past records of sub-contractors on capability and performance.

The QA system shall establish and maintain procedures for contract reviews and for coordination of these activities.
l)        Interlaboratorv Collaborative Study
The mechanisms of interlaboratory collaborative studies between ASEAN Member Countries should be defined clearly, and such mechanisms should be written in the QA manual.
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