
NCI-FREDERICK HUMAN IMMUNODEFICIENCY VIRUS (HIV) POLICY

SCOPE

This policy is applicable to all laboratories at the NCI-FREDERICK working with HIV and/or with material known to contain or suspected of containing HIV.

PURPOSE

The policy establishes requirements for handling HIV at the NCI-FREDERICK and the guidelines to be followed by the Environment, Health and Safety Program (EHS) office for assigning a biosafety level for those laboratories.

DEFINITIONS

Inactivated virus – a virus that has been rendered entirely non-infectious by chemical or physical treatment or genetic transformation.

Biosafety Level (BSL) - designates a combination of laboratory practices and techniques, safety equipment and laboratory facilities designed to minimize the potential for exposure to pathogens and/or other biohazards.

Biosafety Level 2 (BSL-2) - Biosafety Level 2 practices, equipment, and facilities are applicable to clinical, diagnostic, teaching, and other facilities in which work is done with the broad spectrum of indigenous moderate-risk agents present in the community and associated with human disease of varying severity.  With good microbiological techniques, these agents can be used safely in activities conducted on the open bench, provided the potential for producing aerosols is low.

Biosafety Level 2* (BSL-2*) - indicates the use of BSL-3 practices and procedures in a laboratory that meets the BSL-2 facility requirements specified in CDC/NIH Biosafety in the Microbiological and Biomedical Laboratories, 4th edition.

Biosafety Level 3 (BSL-3) - Biosafety Level 3 practices, safety equipment, and facilities are applicable to clinical, diagnostic, teaching, research, or production facilities in which work is done with indigenous or exotic agents where the potential for infection by aerosols is real and the disease may have serious or lethal consequences.

HIV Genome - the entire genetic complement of HIV.

Concentrated virus - viral cultures containing >108TCID50/ml.

Production Facility - a facility engaged in industrial-scale or large-volume or high-concentration production of virus.  

Research Laboratory - any area producing or working with HIV cultures but not in the volume or concentration found in production facilities.

RESPONSIBILITIES

Principal Investigators are responsible for:

· Registering all protocols involving HIV with the EHS office

· Providing the EHS with a proposed, detailed SOP

· Providing to EHS signed copies of the approved SOP for all personnel

· The actions of all employees in their labs

· Informing EHS of any changes in personnel status and/or protocols

· Notifying OHS of employee eligibility for HIV surveillance

Supervisors are responsible for:

· Notifying the Biological Safety Office of any procedural changes in laboratories working with material covered under this policy

Employees are responsible for:

· Complying with the policies and procedures established by the NCI-FREDERICK Institutional Biosafety Committee.

· Reading and complying with the SOP

EHS is responsible for:

· Maintaining a registry of all laboratories working with HIV

· Reviewing all standard operating procedures (SOP)

· Keeping copies of SOPs signed by each employee

· Maintaining records of Additional Initial training provided by supervisors

· Inspections

OHS is responsible for:

· Managing HIV Surveillance Program

· Providing first aid kits and supplies

· Managing any potential HIV laboratory exposures

POLICY

This policy makes a distinction between work with infectious virus particles and work with recombinant DNA materials encoding the HIV genome.  

Work with infectious virus particles:

This portion of the policy is based on the classification of HIV and HIV-derived viruses (including HIV vectors) into three broad groups:

1) Recent patient isolates and contaminated (or potentially contaminated blood or human tissues). All handling of this material and any experiments involving this material or the viruses derived from it in which the virus has not been specifically inactivated will be conducted at the BSL-2* level. Because such samples can potentially be contaminated with other human pathogens, anyone handling such material should take measures appropriate to avoiding exposure with (and/or inactivate) all of the potential pathogens, not just HIV. 

2) Well-characterized HIV lab strains and complemented vector systems in which there is a reasonable expectation that recombination can give rise to replication-competent HIV will be used at BSL-2*. This includes all complemented systems in which all of the components used to propagate the vector are derived from HIV. Experiments involving such viruses and/or vectors will normally be conducted at the BSL-2* level.  

3) HIV-derived vector systems in which there is no reasonable expectation that recombination can generate a replication competent HIV virus. Examples of such systems include HIV vectors in which an essential gene has been irreversibly disrupted and the complementing genes provide no reasonable possibility of recombination to produce a replication competent HIV virus.  Such experiments can be conduced at the BSL-2 level.

Large Scale Work with HIV and HIV-derived viruses

This portion of the policy is for work involving the production of HIV at levels above that required for routine research activities.  HIV being propagated at industrial-scale or large-volume or high concentration will require as a minimum BSL-2* containment augmented by special engineering controls designed to compensate for increased volumes and viral titers.

Work with recombinant DNA:

Experiments in which part or all of the HIV genome is synthesized invitro or propagated as a plasmid in E coli or some other prokaryotic or lower eukaryotic (e.g. yeast) host do not require BSL-2 containment. However, HIV DNA that contains a complete, non-permuted genome has the potential to cause HIV infection under certain circumstances, such as by ingestion or wound contamination.  Therefore, researchers are strongly cautioned about work with such reagents, both in the prokaryotic and lower eukaryotic (e.g. yeast) hosts and particularly when DNAs containing a complete non-permuted HIV genome are prepared in a pure, concentrated state.  Every effort should be made to work with DNAs that contain either partial copies of the HIV genome or permuted HIV genomes whenever it is experimentally feasible. 
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