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the Australian Society for Medical Research
ACN  000 599 235 - ABN 18  000 599 235
145 Macquarie Street. Sydney, 2000
Ph: (02) 9256 5450, Fax (02) 9252 0294
Email: asmr@world.net,
Website: www.asmr.org.au
Executive Officer: Catherine West



September 30th 2002

Dr Sue Meek
Gene Technology Regulator
PO Box 100
Woden ACT 2606

Dear Dr Meek,

Re:	Guidelines for Certification of Facilities/Physical Containment Requirements

The Australian Society for Medical Research (ASMR) is the peak body representing health and medical researchers.  In addition to direct membership, ASMR represents the sector through 42 affiliated professional societies and Medical Colleges, representing some 15,000 people actively involved in health and medical research in Australia. In addition, corporate and disease related foundation memberships bring a further 85,000 Australians with an interest in health and medical research into association with ASMR. ASMR’s mission is "to foster excellence in Australian health and medical research, and to promote community understanding and support for health and medical research in Australia". ASMR achieves these goals through public, political and scientific advocacy

The intention of the Gene Technology Act was to “protect the health and safety of people, and to protect the environment”. We and many others have noted that the implementation of the Act may have the unintended, and highly undesirable, effect of either suppressing biomedical research in universities and research institutes, or imposing an enormous new cost burden on that research (or both). 

We are concerned that the draft Guidelines have a general tone that considers all GMOs as hazardous, even when this is manifestly not so. Our emphasis is based on current standards of best practice in which risk assessment and risk management plans provide appropriate procedures that are tailored to the circumstances. The draft Guidelines place excessive emphasis on regulation of activities that have low risk or, in many cases, no known risk. Effort and expenditure devoted to regulating such activities are likely to be wasted, and to divert attention from activities that do pose risks; for this reason we feel that the OGTR should be alarmed at the consequences of imposing these Guidelines.

One major concern is the classification of certain transgenic organisms, specifically mice and fruit flies (Drosophila), as GMOs requiring PC2 containment. This requirement fails to recognise the unchallenged evidence that the creation and handling of such organisms does not confer any selective advantage on the organism, and poses no conceivable risk to the public, the environment, or research workers. It is our view that work involving contained dealings with transgenic mice and fruit flies, except where the transgene itself requires prior PC2 containment, should be reclassified as exempt. Work involving a gene that is not a toxin, oncogene, etc in an approved host/vector system is already exempt.  Likewise, producing a knockout of the gene in mice is also exempt so long as no selective advantage is conferred on the adult animal. This re-classification would provide a consistent interpretation of the Act and Regulations. An alternate means of achieving a consistent interpretation would be the inclusion of mice and Drosophila as an approved class of host vector systems for exempt dealings. If such common sense measures were adopted, much unnecessary regulatory activity would 



be eliminated, and significant cost savings achieved; more importantly, PC2 containment would be used for dealings in which the risk assessment and risk management plan actually required the levels of containment as detailed in the draft Guidelines.

Dealing specifically with the issue of transgenic animals, this submission is based on the assumption that the guidelines are aimed at containing genetically manipulated animals, or their products, to ensure the health and safety of the individual and community at large.  To achieve these objectives the guidelines must contribute to risk reduction via sensible, realistic, cost effective and practical regulations.  Compliance will be enhanced if the guidelines can be absorbed into the daily management practices of the whole facility rather than one/two certified rooms and, accepted more readily if they are consistent with the operational demands of the facility.  A major deficiency of the guidelines is the focus on documentation of hazards, protocols describing the hazard and facility rather than the practical implementation of risk reduction strategies to reduce potential hazards.

There are profound discrepancies between the current draft guidelines and previous guidelines, and it is not clear why many new requirements are to be imposed. Some of the introduced changes may result in existing laboratories and facilities being non-compliant, and unable to achieve compliance, but compliance with the new guidelines does not always appear to serve a real purpose under the aims of the Act. To illustrate our concerns, we have provided as an attachment, details of a number of selected items in the draft Guidelines. Our concerns are not limited to these items.

We consider the Guidelines as currently drafted to be so seriously flawed as to warrant another round of consultation before adoption. This further consultation is especially important because many of the academic institutions that will be affected have only recently become aware of the likely impact of the Guidelines. It is our impression that much of the effort at education made by the OGTR staff has been aimed at commercial concerns engaged in research and development involving intended release of GMOs. 

The release of final Guidelines for contained dealings should be consistent with current government policy. Government policy is broader than the Gene Technology Act.  For example, the Federal government is committed to developing a biotechnology industry in Australia, as shown for example by its support of the underpinning public research efforts including doubling of the NHMRC and ARC budgets. The increased investment in each of these areas of biomedical research involves extensive use of GMOs, most frequently as contained dealings of low or no known risk. Excessive regulation of contained dealings involving dealings of minimal or no risk is clearly contrary to government policy. 

We look forward to providing further input into the second release of the draft Guidelines and undertaking a constructive dialogue on practical ways by which the current Act can be complied with while also allowing the development of government policy in biotechnology.

Yours sincerely,
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Prof Peter R Schofield
President, ASMR




Specific Comments on the Draft Guidelines for
Certification of Facilities/Physical Containment Requirements


Note that items are dealt with on the first occurrence, but given the interrelationships of the various sections, the specific issues will be relevant to multiple sections of the guidelines.



A1 	REQUIREMENTS FOR A PHYSICAL CONTAINMENT LEVEL 1 (PC1) LABORATORY FACILITY


Introduction “The work that can be conducted in a … PC1 Facility includes non-infectious low risk dealings with GM animals specifically approved by the Regulator. In the absence of an express, written authorisation from the Regulator to conduct a particular dealing … dealings must only be conducted in animal containment facilities certified to at least PC2….”

We can see no rational basis for the requirement that transgenic animals (especially laboratory rodents) involved in non-infectious low risk dealings be housed in a PC2 facility. Work involving a gene that is not a toxin, oncogene, etc in an approved host/vector system is already exempt.  Likewise, producing a knockout of the gene in mice is also exempt so long as no selective advantage is conferred on the adult animal. This re-classification would provide a consistent interpretation of the Act and Regulations.

We are strongly of the view that PC1 containment is adequate for all laboratory-contained, non-infectious low risk dealings with GM animals (particular transgenic rodents) and that such dealings should be deemed ‘Exempt’. If such common sense measures were adopted, much unnecessary regulatory activity would be eliminated, and significant cost savings achieved; more importantly, PC2 containment would be used for dealings in which the risk assessment and risk management plan actually required the levels of containment as detailed in the draft Guidelines. 

Revised Guidelines should allow introduction of heterologous DNA (i.e. dealings with transgenic and ‘knock-in’ animals) provided that: 
·	no infectious agents or sequences with an origin of replication were introduced into the germ cells or embryo during creation of the GM line.
·	the introduced nucleic acid is incapable of giving rise to infectious agents;
·	any introduced viral sequences could not recombine with or be complemented by genomes of superinfecting viruses;
·	the procedure would not constitute any dealing of the kind referred to in Part 2 of Schedule 3 (‘Dealings (higher risk) that are not notifiable low risk dealings.’)


Item 8 “This procedure must be recorded in the Facility Manual”

The use of prescriptive statements such as “This procedure must be recorded in the Facility Manual” is inappropriate. All guidelines are important and should be part of laboratory operations; there is no basis for selected statements being more important.



A3 	REQUIREMENTS FOR A PHYSICAL CONTAINMENT LEVEL 1 (PC1) ANIMAL LABORATORY FACILITY



Item 1  “The facility and all operating procedures must comply with all requirements specified for a PC1 Animal Containment Facility in these guidelines, whether or not work with GMOs is conducted”.

Most large animal facilities dealing with a number of genetically manipulated animals would prefer to have the whole facility classified as PC1 to give some flexibility in operations.  However,  if some of the more restrictive components of the PC1 guidelines are not removed such as the need for door barriers and the extensive training requirements, then there will be a tendency to develop special purpose rooms with a separate set of procedures which will not readily absorb into the general management practices of the facility. 


Item 2.  “A manual listing all procedures in the facility (“Facility Manual”) …….must be reviewed and updated as appropriate but in any case at least annually.  Facility manual must include on its cover its version number and date last reviewed”.

A facility manual for an animal facility listing all procedures can be quite large and difficult to ‘navigate’.  Having a hard copy in a prominent position could be problematic.  It is preferable to post the safety and emergency procedures, with an appropriate contact, on a notice board rather than require research staff using the facility to attempt to source relevant information from large reams of procedures. For example, in an emergency, it is not relevant for research staff using an animal facility to know when the Millipore water system was last calibrated.  It is desirable for a facility to have appropriate documentation for all procedures, however, with the level of funding of medical research in Australia, few resources are available to allocate to quality systems and documentation.  This requirement is mandatory for NATA and GLP certification which is appropriate for the adequately resourced pharmaceutical industry which has the obligation to institute quality standards when it is developing products for community distribution.

The requirements should focus on practical (hands on) programs to train staff in handling genetically manipulated animals, and in having appropriate safety and maintenance procedures for activities directly linked to health safety and protecting the environment, eg.
- appropriate handling of animals
- autoclave efficiency
- facility maintenance ie. door closes, door guards
- box integrity (to prevent escape)
- security at front of facility
- eyewash station/safety showers
- transport SOP’s.


Item 3  “All persons working in the facility, including cleaning staff, must receive training on facility procedures and any potential hazards associated with GMO dealings conducted in the facility and the requirements of these guidelines”.

As the GMOs which would be classified as PC1 are considered ‘non infectious’ and thus, non-dangerous, how would the potential hazards be determined? If there are potential hazards shouldn’t they be PC2?  
Perhaps the focus should be changed to: “All persons working in the facility are to be trained in procedures with would reduce potential hazards of GMOs”. This would include for example, wear gloves when handling animals, waste products, wear air flow helmet or make use of waste stations when handling soiled bedding, etc., rather than training them in hypothetical  hazards which could arise.




Awareness of a potential hazard alone does not reduce the risk – it is the practical strategies of risk reduction which will be most effective, and for cleaning staff, intellectualizing the potential hazards will do nothing to prevent the risk of exposure.


Item 5   “Persons working in facility must have good knowledge of physical operation and design of facility.  They must be familiar with protocols specific to operation of the facility as set out in the Facility Manual”.

This is unrealistic in a large centralised facility.  For example, a typical facility may have 15 animal care staff working in the facility and another 150 research staff using facility.  They typically involve large areas covering 1,000 sq. metres and holding over 10,000 mice.  The operating procedures controlling physical operations are extensive.  There is no value in research staff being familiar with protocols for physical operation except in areas of:
1.	Animal transport
2.	Waste management
3.	Record keeping – transgenic animals
4.	Exit procedures, etc.

Could this be reworded to specify that persons working in the facility have a knowledge of facility features which are aimed at both containing animals and reducing the risk of potential infection?  Is this even necessary for PC1 when transgenic animals (which are deemed exempt) would not survive in the wild? 


Item 8  “A record book must be maintained which provides an inventory of the procedures (such as medication, operations and removal of samples) performed on GM animals”

Terminology ‘record book’ implies ‘one book’.  Should read “records”.
A typical facility may have ~ 70 projects and all procedures are documented in monitoring sheets by investigators – such records are retained within the facility but not in a ‘record book’.  The records of procedures used on 30,000 animals /year could not be kept in one record book nor stored centrally.

Further, is there a real need to provide such an inventory on exempt animals?   Records of procedures performed on animals are often kept for management /accounting procedures and form part of the experimental record, but it is unlikely that such documentation would contribute to the health and safety of the scientist and community.  

It is to be noted that this requirement quite correctly is not included in the PC2 procedures.


Construction of Facilities

Item 16
“Openings … must be screened to prevent the escape of small animals.  Doors to rooms containing animals must be lockable and a barrier across the doorway high enough to prevent animals from escaping, must be erected”.

It should be noted that the PC2 guidelines do not require the use of a door barrier but more sensibly state   “Access doors to the facility must be lockable and self closing.  All doors and doorways must be designed to prevent the escape of the animals contained within the facility”.  This permits the organisation the discretion to determine how they will contain animals rather than requiring the use of 



sub-standard, ineffective and out-dated door barriers. Door barriers often found in older facilities where perhaps staff work with doors open as ventilation is inadequate to meet room stocking densities.

Door barriers pose a significant risk.
1.	Staff need to move in/out of room – leaving a barrier in place would pose a risk of tripping over it when their hands are full.
2.	Cages, boxes, racks, bedding, feed and moved in/out of animal rooms.  It would be impossible and unsafe to carry racks and bedding/feed bins, which can weigh over 60kg, over barriers 
3.	If the barriers are required to be removed when staff enter/leave room, or transfer goods, this defeats the purpose of having barriers.  A barrier would be only of benefit when the door is open and at that point it needs to be removed.
4.	Door barriers are often of a height which obstructs door grilles and hinders ventilation patterns within the animal room.  Technicians within the room then will prop open doors to gain adequate air flow!

As animals are “exempt” and not a threat to safety, health and environment – if they did escape they would be pose a risk.  The animals raised in a laboratory environment are free of murine/rodent diseases and, as such, have not developed immunity to rodent diseases.  They are primarily inbred so are smaller and less fit than wild rodents.  It is extremely unlikely they would survive to pass on their genes.
Assuming the aim of the guidelines is a no risk of escape criteria, other alternatives which effectively contain the animals but also have some consideration for the safety of staff can be considered.  

Alternatives to door barriers include:
1.	Institute work practices where doors are kept shut ie. door closers.
2.	Under good guards which prevent mice escaping the room.  Provision of good quality door seals.
3.	Caging quality – ensure it is escape proof.  All of the following provide additional barriers at the box level to escape.
-	lids fit boxes
-	use of ventilated units
-	use of microisolators – 2 barriers to escape.
4.	Use of air locks which provide a number of sealed doors from the animal room to the outside environment.

The guideline should require the development of strategies to prevent animals escaping from animal rooms i.e.. do a risk assessment and verify animals cannot escape rather than instituting ‘out of date’ procedures which are in conflict with OH&S regulations.


Decontamination/waste disposal

Current Guidelines allow transgenic animal waste, bedding and carcasses to be disposed of without decontamination. The draft Guidelines require decontamination or specific approval of alternate procedures. This change will result in increased disposal costs in excess of $100,000 p.a. per facility for no increased risk to the health of people or protection of the environment.


Item 24 “Bedding material and wastes from cages and pens used to house GM animals do not require decontamination before disposal” 





This is sensible, but the Requirements for a Physical Containment level 1 (PC1) Laboratory Facility, waste must be rendered “non viable” before disposal.  This is inconsistent with the requirements for the treatment of animal waste.


Item 27  Storage “GM and non GM animals must be kept in separate containers except where genetic crosses have to be made”.   

Should be deleted – doesn’t make sense for PC1. Unless it is already agreed that transgenic rodents should be PC1.


Item 28 PC1 and Item 43 of the PC2 requirements  “Procedures must be established and implemented to:
•  Prevent escape of animals from the facility “….
This is an entirely appropriate statement.  Current best practice requires the use of a risk assessment to define the risk and then develop strategies to remove/reduce the risk. It is reasonable to require documentation of procedures that are in place to ensure the escape of animals is prevented.  

“-  ensure that the number of GM animals in the facility is known and recorded”

It is important to be aware of the number of GM animals in a facility so that if any went missing, action could be taken to find the cause and to prevent it from happening again.  However, in a very large facility with very high animal turnover and which is designed to prevent the escape of animals, the time taken to ensure the number of animals is known and recorded may not be effective in terms of a desirable outcome.  This requirement, if interpreted rigidly could result in staff having to record every animal movement from animal room to lab and return and cause significant work searching for “missing” mice if one forgets to record the movement. 


A5 	REQUIREMENTS FOR A PHYSICAL CONTAINMENT LEVEL 1 (PC1) LARGE GARAZING FARM ANIMALS FACILITY


Item 11.  What is the point of “For any buildings containing GM….a pest control program…encompassing areas containing the facility must be instituted and maintained and a record of the program activities and dates must be kept and made available if requested” 

If GM animals are permitted to be held in outdoor areas with “Fencing used to contain GM Large Grazing Farm Animals, it must be secure against escape.  It seems inconsistent that for stock housed indoors a pest control program is required yet for other stock the only containment required is to prevent escape. If the animals are not infectious and cannot escape the requirement for a pest control program should be at the manager’s discretion.


Item 26  Why do large animal carcases deemed low risk dealings require disposal by incineration but this is not required for  small animals?  Inconsistent treatment.  Neither are infective and neither should require incineration.







B5 	REQUIREMENTS FOR A PHYSICAL CONTAINMENT LEVEL 2 (PC2) ANIMAL CONTAINMENT FACILITY


Item 2.  A manual listing all procedures…….  

Comments as for item 2 of PC1 requirements.


Item 3:  “All persons working in the facility, including cleaning staff must receive training on all potential hazards associated with the dealings with GM animals and animals infected with GMOs used in the facility…..”   

As per item 3 of PC1 requirements.

Most of the GMOs that are currently PC2 (such as transgenic mice) pose no direct health threat to humans and to train staff, including cleaning staff which may have language barriers, in all potential hazards may not be possible, nor useful.  An academic understanding of potential outcomes of a particular GMO will do nothing to protect the health of an individual if they do not know the practical strategies of how to reduce the risk.   All staff should be trained in risk reduction strategies ie washing hands, wearing gloves, use of spill kits, emergency procedures, safe waste disposal procedures which should apply to all laboratory animal work.  All laboratory animals should be treated as potentially infectious even if they are not associated with genetic manipulation or GMOs.  There should be no separate rules so that staff working with animals have to select an appropriate procedure to follow .  .  Focussing just on potential hazards of GMOs may leave the impression that only those animals pose a risk.


Item 5.  “The facility Manager must ensure that maintenance and service personnel are aware of any potential hazards……”  

It is better practice to ensure that maintenance and service personnel are not exposed to any potential hazards rather than just made aware of potential hazards.  Being aware will not prevent exposure to hazards.  It is the risk reduction strategy that is the key.


Item 6 “ Persons working in the facility must have a good knowledge of the physical operation and design of the facility.  They must be familiar with the protocols specific to the operation of the facility as set out in the Facility Manual.  

Comments as for item 5 PC1 procedures.


Item 15 “The facility must be labelled with …a sign designating the type of facility on the outside of facility access door(s)”

While the intention of this requirement is reasonable, it has to be recognised that for security reasons, there is also a need to avoid drawing unnecessary attention to animal house entrances. This requirement should be re-worded to enable institutions to achieve the desired GM containment outcome without compromising security.


Item 16 “The facility must be a fully enclosed space contained within intact solid walls”




Many animal facilities or animal holding rooms are constructed of fibrous cement panelling on steel or timber frames. Provided that appropriate paints are used to ensure an impervious finish, this sort of construction has proven highly satisfactory for animal facilities of many kinds over many years.  The wording of the above requirement is a little ambiguous and could be interpreted as meaning that all animal room walls must be constructed of solid masonry.  Solid (masonry) walls would be unnecessary and not only increase construction costs but would reduce flexibility of the facility for future uses and refurbishment.


Item 17.  “Any openings in the walls or roof (eg vents, air supply and exhaust ducts) must be screened for insects with wire screens of stainless steel, having apertures of 0.25mm and a wire diameter of 0.16mm with 51% free area”

Again, this is a prescriptive guideline.The basis of this requirement is unclear in situations where non-infectious dealings with GM animals are being undertaken.  It would seem more constructive to replace this requirement with an outcome-oriented approach along the lines of ‘openings should be screened to prevent escape of any GM animals likely to be held in the facility.’ 

It would be better to require the organisation demonstrate, via a risk assessment, that the risk of transmission of an infectious GMO via an insect vector is adequately controlled.  Many modern animal facilities have high level filtration of the supply air, air locks as barriers to entry, contain their animals in ventilated units or micro isolators which provide a physical barrier between the animal and the room environment, and change boxes and handle animals in biohazard hoods.  If an insect were able to make its way into the facility and to contact an animal and GMO it would then find similar barriers to exit the facility.  Filtered exhaust ducts and huge air volumes would make it impossible for an insect to escape.  The most significant exit route would be on the back of a staff member – fly screens would not prevent exit via this route.  

The use of these fine screens can significantly increase resistance in the air handling unit adding to the cost of electricity and wear and tear on fans if the resistance can even be overcome in the first place.  Requiring them to be installed on a system that has been powered and balanced to operate without them could be costly, if not impossible.

Again a risk assessment should be required and the strategies which ensure insect vectors cannot enter or leave the facility are documented and in place.


Item 20. “If floor drains are present, the drain traps must always be filled with water or suitable disinfectant.  When animals are in the room, floor drains must be sealed with an air tight plug”

Again prescriptive and does not permit the use of more up to date methods of ensuring drains are sealed.  Should read   “Floor drains must be sealed………..filling with water or disinfectant or providing air tight caps for example, may provide a suitable seal”


Item 28 “Face shield or goggles must be worn when working with GMOs….”

This requirement cannot be justified in non-infectious dealings with GM animals.  Indeed, goggles or a face shield create an unnecessary encumbrance to the operator that might affect his or her ability to properly observe or handle the animal.





Item 31.  “All liquid and solid wastes (including animal bedding) resulting from a GMO dealing…(including protective clothing) must be decontaminated before disposal by one of the following methods…”  

The autoclaving and/or chemical treatment of laboratory coats or theatre gowns prior to washing may result in the fabric being damaged.  This is a new requirement and may necessitate the additional expenditure of the use of disposable protective clothing when it poses little risk.  It seems inconsistent to be required to autoclave gowns/ lab coats when there is no protection of shoes nor treatment recommended.

Clarification is needed to indicate whether the term ‘GMO’ in this context refers to a micro-organism or a multicellular animal. If the latter (for example transgenic mice), then the requirement is untenable.

There is absolutely no evidence (nor is there any logical reason to suspect) that GM animals involved in non-infectious dealings represent any form of microbiological or infectious hazard other than that normally present when working with any sort of animal (e.g. non-specific infection of bite wounds).

In the case of non-infectious GM animal dealings, this requirement lacks any rational basis and if enforced would create a major and totally unjustifiable burden on the operation of animal facilities. Indeed the cost and effort involved is likely to distract from efforts designed to address the only real containment risk in such work, namely the possibility of escape of a GM animal. 

By way of precedent, it is worth noting that even under AQIS regulations governing Quarantine Approved Premises there is no requirement that liquid waste be decontaminated. Solid waste from quarantine facilities requires decontamination but only because there is a potential microbiological hazard (i.e. exotic pathogens); there is no microbiological hazard in non-infectious dealings with GM animals.


Item 32 “ Pens and cages that have been used to contain GM animals…must be decontaminated….”

As with item 31, there is no rational basis for a requirement such as this in non-infectious dealings with GM animals and such dealings should be exempt.


Item 37  “No viable GM animals or animals infected with GMOs may be removed from the facility”.

The restriction of their movement to a collaborators laboratory may be unnecessarily restrictive to research.  If they are moved according to the transport guidelines and cannot escape what then is the purpose of restricting their removal (the animals) from the facility?  
Further, the following scenario could pose problems within an animal facility.  An animal facility may decide, because of low demand and the cost of maintaining the whole facility at PC2 level, to dedicate one animal room and one laboratory only as PC2.  As it is undesirable to perform animal procedures which may be associated with animal distress within an animal room eg injections, then the animal would require to be transported to the PC2 laboratory.  If only the 2 rooms are classified as PC2 then movement into a corridor which is not PC2 will effectively require that the animals are removed from the facility - not permitted.  

The definition of “facility” needs to be clear.  It is unlikely that any animal facility would classify the whole facility as PC2.  To do this would offer the advantage of standardising all procedures across the facility so good risk reduction strategies were in place and basically become part of normal daily procedures.  BUT the cost of autoclaving all waste and carcases generated would be prohibitive.  Many 


organisations would not have enough autoclave capacity to deal with the volume generated from animal facilities.  The previous standards permitted PC2 classification of non infectious transgenic animals but exemptions from autoclaving if they were non infectious.  This permitted the introduction of quality standards across the facility without the unnecessary costs of sterilisation prior to disposal and permitted ease of movement throughout the facility.


Item 39 “GM and non-GM animals must be kept in separate containers except where genetic crosses have to be made.”

This requirement does not take into consideration unavoidable and/or essential husbandry procedures where GM and non-GM animals are kept together. These include the use of non-GM sentinel animals used to monitor animal health status, non-GM wild type animals resulting from heterozygous matings of heterozygous GM parents, and experimental procedures in which non-GM control animals must be housed with GM animals for reasons of experimental design.

The breeding of genetically manipulated animals i.e. heterozygous to heterozygous matings produces wildtype stock i.e. non GM stock as a consequence of a normal breeding program.  These animals would be held in same box as litter mates of GM animals until culled or used.  Note: we do not know they are non GM animals until they are genotyped at >5+ weeks of age.  At this point if they were to be retained for experimentation, and they are all single sex, then why separate them?
As part of standard husbandry practice/health monitoring, non GM strains of mice are frequently placed in the box with genetically manipulated animals.  These sentinel mice are subsequently killed and screened for various viral/bacterial etc contaminants.  The requirements to not permit housing of GM with non GM animals would interfere with health monitoring programs. 

If the purpose of this is to ensure non GM animals have potential to become “infected” with a GM organism, wouldn’t it be more effective to ensure that non GM animals in contact with GM animals are treated as GM animals. This is comparable to how the Australian Quarantine and Inspection Service (AQIS) treats animals in contact with imported quarantine animals.  They simply become subject to the same requirements as the imported quarantine animals.


Item 43 of the PC2 requirements  “Procedures must be established and implemented to:
•  Prevent escape of animals from the facility”
As for comments for item 28 PC1 requirements.

•  “ensure that the number of GM animals in the facility is known and recorded”
It is reasonable (and indeed a requirement under the Code of Practice referred to in item 12) to expect the number of animals in each cage or pen to be recorded on the cage label. In the case of dams with young offspring, however, some latitude should be allowed since counting individual neonates can be difficult and excessive handling can adversely affect the animals’ welfare. Note that this requirement would become impractical if the intention was to create a record of all GM animals in the facility at any one time. In many facilities, there are multiple research groups each with multiple lines of GM animals and often animal numbers can fluctuate rapidly. 


Item 44.  “Access doors to the facility …… and locked when the facility is unattended”.

The locking of individual PC2 animal rooms if the rooms are contained within an animal facility which itself would be locked is not necessary.  In a centralised facility where a number of research groups share animal rooms, the need to issue out and collect keys when required would be difficult and 





eventually there would be large numbers of keys circulated .  A card reader placed at the door of a PC2 animal room is a superior strategy but a very expensive option and with no obvious benefit.

The requirement for lockable or locked laboratory doors is inappropriate. Again the issue is one of security as well as of safety. For example automatic closers will ensure that doors are closed during work as is required by the draft Guidelines. However, the requirement to lock doors when the facility is unattended is inappropriate. Rather the facility should be secured. A secure building without public or unsupervised access achieves this requirement. In many buildings, locking of doors would be banned because of fire or other safety and emergency evacuation requirements, making this guideline unworkable and unenforceable.


Item 52.  “If reading or writing materials are required in the facility a separate, dedicated bench must be provided”

This may pose problems in a PC2 animal room which may not have any or very limited bench space yet cage cards and charts may be required to be completed.


Item 55.  Equipment used for handling GMOs or material contaminated….decontaminated prior to leaving the facility by autoclaving, a chemical disinfectant….”

If the facility is classified as the PC2 animal room (which does not normally contain an autoclave), how can you get equipment from there to the autoclave without leaving the facility?  Further it may be inappropriate to chemically treat equipment within an animal room when animals are present.  Provision must be made to permit movement of equipment out of the PC2 room to an area where it can be treated.

As with item 31, if this requirement refers to whole GM animals or their tissues arising from non-infectious dealings, then it is untenable since no microbiological hazard exists.





