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TITLE:
	Institutional Biosafety Committee Laboratory Inspection Process
[Policy #UNMC-IBC011]


	OVERVIEW:
	A laboratory inspection is performed to comply with regulations contained in the NIH Guidelines for Research. This inspection is designed to ensure that laboratory standards are followed according to the Guidelines and to provide technical advice to principal investigators and other laboratory scientists on research safety and biosecurity issues.
NOTE:  All laboratories listed as ABSL-3 and BSL-3 containment must undergo an annual re-commissioning process to verify that the secondary barriers and engineering controls within the laboratory are functioning according to specifications.   


	APPLIES TO:
	All laboratories designated as biosafety level 1 (BL-1), biosafety level 2 (BL-2) and biosafety level 3 (BL-3).


	DEFINITION(S):


	Risk Group 2 (RG-2) - biological agent associated with disease which is rarely serious [moderate individual and low community risk].

Risk Group 3 (RG-3) - biological agent associated with serious or lethal disease [high individual and moderate community risk].



	PROCEDURES:
	All BL-1 and BL-2 research laboratories on campus will undergo an ANNUAL Safety Inspection (conducted by Safety Department personnel) and an Infection Control Compliance audit (conducted by Infection Control Department personnel).  A part of the Safety/Infection Control inspections will include an evaluation of basic biosafety issues such as:

1] proper utilization of sharps containers; 
2] availability of hand washing sinks, PPE, and eyewash/showers; 
3] proper use of centrifuge, microwave ovens, refrigerators;
4] proper handling of biohazardous waste; 
5] proper storage of food; 
6] laboratory security; and 
7] overall cleanliness of the laboratory. 

In addition, all BL-2 and ABL-2 research laboratories on campus will undergo a Biosafety Inspection (conducted by the Biosafety Officer [BL-2 labs] and Comparative Medicine personnel [ABL-2 labs], respectively) at the time of setting up a new IBC protocol.  As a part of an on-going audit, these laboratories will also undergo a Biosafety Inspection every THREE years while the IBC protocol remains active. 
All BL-3 and ABL-3 research laboratories will undergo a Biosafety Inspection at the time of setting up a new IBC protocol (conducted by the Biosafety Officer [BL-3 and ABL-3 labs] and Comparative Medicine personnel [ABL-3 labs], respectively) with ANNUAL inspections while the IBC protocol remains active.

Inspections may also be periodically unannounced as they relate to a reported incident or when potential unsafe laboratory practices are reported.
For new IBC protocols
1.   The Biosafety Officer will be notified of IBC protocols requiring BL-2 or BL-3 containment through the IBC review process.

2.   During the review process, the Biosafety Officer will arrange with the Principal Investigator for the laboratory inspection.

3.  The Laboratory Biosafety Compliance Checklist for BL-2 (Appendix 1) with the addition of the Checklist for BL-3 (Appendix 2) when appropriate, will be followed. 

As a part of the inspection process, the Primary Investigator or designee will be given information to be shared with other personnel who are directly or indirectly involved in experiments using a biohazardous agent as a means to enhance standard practices and training.  This information may include:

a]  IBC Biological Spill Clean-up Policy (IBC04)

(Describes the procedure to follow if an accident contaminates            personnel and/or the environment.)
b]  Infectious Disease MSDS Sheet on the organism(s) used

(To be used in the training of personnel so they understand the biology of the organism(s) used in the experiments so that the potential biohazards can be understood and appreciated.  In cases where multiple biohazardous agents are used, reference to the Health Canada website to access this information will be given.)
c]  Access information to the UNMC IBC website

(This site gives information pertaining to laboratory practices through links to the NIH Guidelines, the BMBL Manual, and to the UNMC Biosafety Manual.  Additionally, policies pertaining to general laboratory practices and safety are also included.)

4.   Following completion of the inspection, the Biosafety Officer will compile a memorandum to the PI indicating either that: (1) the laboratory complies with mandated Guidelines or (2) the laboratory does not comply with mandated Guidelines for the following reason(s): [reason(s) will be listed].  Recommendations for improvement of laboratory practices may also be included in this correspondence. 
5.   All laboratories that do not comply with mandated NIH Guidelines will be required to make the necessary changes prior to approval of the IBC protocol. A follow-up inspection by the Biosafety Officer will be conducted for a laboratory not approved in the initial inspection.
For re-review of IBC protocols
(All BL-2/ABL-2  laboratories require an inspection every three years while BL-3 laboratories require an annual inspection.  The inspection will occur in conjunction with the annual IBC protocol re-review process.)

1.  The Biosafety Officer will contact the principal investigator about 4 weeks prior to re-review of the IBC protocol to arrange a time for the inspection.

2.  The inspection process and reporting will be done as indicated for new protocols.

3.  Any investigator with a previously approved IBC protocol whose laboratory is found to not be in compliance with the NIH Guidelines by the Biosafety Officer must correct the problem before re-approval of the IBC protocol is granted.

If the Biosafety Officer determines a personnel or environmental exposure risk exists, the IBC protocol will be placed on an Inactive Status and the experiments will be halted until such time that the noncompliance is corrected. 

When non-compliance is identified, the Biosafety Officer will consult with the IBC Chair and the Associate Vice Chancellor for Academic Affairs, Regulatory Compliance,  to determine the best course of action (consultation with IBC members may also be requested).  The IBC Chair or the Biosafety Officer (when the Chair is not available) will contact the principal investigator to indicate that the laboratory is not compliant with the University and NIH Guidelines and that the IBC protocol will be placed on an inactive status and that corrective action must occur before experiments can be continued.  A follow-up inspection will be conducted to determine compliance.   


	RECORD KEEPING:
	A copy of the inspection report and the results will be sent to the Principal Investigator and kept on file in the Biosafety Office. 

	OTHER INFORMATION:
	Laboratory inspection checklists for both BL-2 and BL-3 containment are available in the "Forms" section on the IBC website (www.unmc.edu/ibc).


	REFERENCE:
	NIH Guidelines, Section IV-B-3-c-(2), (the Biosafety Officer is to perform) periodic inspections to ensure that laboratory standards are rigorously followed.

CDC/NIH, BMBL, 5th edition, 2007
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Laboratory Biosafety Compliance Inspection Checklist




Biosafety Levels 1 and 2 

Date  
_________________________
Laboratory Location(s)   _______________

IBC#  
_________________________          ___________________________________


_________________________
Responsible Individual   _______________


_________________________
Person Interviewed         _______________

Title: 
_________________________________________________________________ _______________________________________________________________________

Queries are based on Appendix G of the NIH Guidelines (April 2002) and the Biosafety Level 1 & 2 sections of the Biosafety in Microbiological and Biomedical Laboratories, 5th Edition, 2007

Abbreviations: NA, not applicable; BL-1, biosafety level 1 practices; BL-2, biosafety level 2 practices; PPE, personnel protective equipment; PI, primary investigator.

(Note: All BL-1 practices are also followed in BL-2 containment laboratories.)

Circle the response that best describes the laboratory in which work will be performed.

	A.  Standard Microbiological Practices
	

	1.  Access to the laboratory is limited or restricted at the discretion of the PI when work with a biohazardous agent is in progress. [BL-1]


	Yes, No

	2.  Work surfaces are decontaminated at least once a day and after any spill or splash of potentially infectious material with an appropriate disinfectant. [BL-1]


	Yes, No



	3.  Personnel are instructed to wash their hands after handling infectious materials, after removing gloves, and before leaving the laboratory to a non-laboratory area. [BL-1]


	Yes, No

	4.  Eating, drinking, handling contact lenses, and applying cosmetics are permitted only in non-laboratory areas. [BL-1]


	Yes, No

	5.  Food is stored outside the work area in cabinets or refrigerators designated for this purpose and food is consumed only in designated “clean areas”. [BL-1]


	Yes, No

	6.  Mouth pipetting is prohibited (i.e., mechanical pipetting devices are used).  [BL-1]


	Yes, No

	7.  All procedures are performed carefully to minimize the creation of splashes and/or aerosols. [BL-1]


	Yes, No

	8.    Policies for the safe handling of sharps (i.e., needles, scalpels, pipettes, broken glass, etc.) are instituted.  [BL-1]


	Yes, No

	9.  An effective integrated pest management program is in effect [BL-1]

   
	Yes, No


	10.   Biohazardous waste is placed into a durable leak-proof container which is transported off-site for decontamination. [BL-1]

If no:      Identify the in-house method of decontamination.

              Describe the method used to monitor the decontamination process.

              List room number where the decontamination process occurs. 


	Yes, No

____________

____________

____________



	11.  Work surfaces are decontaminated routinely with a disinfectant effective against the biohazardous agent utilized. [BL-1]

List disinfectant(s).

If bleach is used, a mechanism is in place to discard all diluted bleach within 2 weeks after diluting.


	Yes, No

____________

____________

Yes, No, NA

	12.  Broken glass is handled to prevent cuts and placed into a hard-walled container for disposal.  
Glass containing a biohazardous agent is disposed as biohazardous waste.  [BL-1]


	Yes, No

Yes, No


	13.  Disposable pipettes, pipette tips, glass slides, etc., WHETHER CONTAMINATED WITH A BIOHAZARDOUS AGENT OR NOT, are placed into a sturdy puncture-proof container and disposed as biohazardous waste. [BL-1]


	Yes, No

	14.  A biohazard sign is posted on the entrance to the laboratory where biohazardous materials are used (information includes the biosafety level symbol and the contact’s name and telephone number). [BL-1]


	Yes, No

	15.  The PI recognizes they are responsible for activities in the laboratory and that all personnel are properly trained. [BL-1]


	Yes, No

	16.  The PI provides a means for annual updates and additional training when procedural or policy changes occur. [BL-1]


	Yes, No

	17.  Information is provided to employees regarding immune competence and conditions that may predispose them to infection (e.g., depressed immune status and risks to women of child-bearing age) 
Employees are encouraged by the PI to self-identify to Employee Health for appropriate counseling and guidance, when the need arises. [BL-1]


	Yes, No

Yes, No



	B. Special Practices
	

	1.  All individuals entering the laboratory are advised of potential hazards and meet any specific entry and/or exit requirements. [BL-2]



	Yes, No

	2.  Laboratory personnel are provided medical surveillance and offered immunizations when appropriate. [BL-2]


	Yes, No

	3.  A biohazard symbol is posted on all equipment that store or are used in the manipulation of biohazardous agents. [BL-2]


	Yes, No

	4. Biosafety practices and lab standard operating procedures are incorporated into a laboratory specific Biosafety Manual 
This manual is available for all personnel in the laboratory and updated annually. [BL-2]


	Yes, No

Yes, No

	5.  The PI ensures that laboratory personnel demonstrate proficiency in standard and special microbiological practices BEFORE working with biohazardous agents. [BL-2] 


	Yes, No

	6.  Needles/syringes are restricted in the laboratory and used only when there is no alternative. [BL-2]

If yes, special containers are available for disposal.


	Yes, No, NA

Yes, No

	7.  Laboratory equipment is routinely decontaminated after contamination and before being sent for repair, maintenance, or removed from the laboratory. [BL-2]


	Yes, No

	8.  A biological spill emergency plan is posted in the laboratory.

Personnel are instructed to report exposures immediately to the PI or lab manager. 

[BL-2]


	Yes, No

Yes, No

	9.  Potentially infectious materials are placed in a durable, leak-proof container during collection, storage, and transport within a facility. [BL-2]


	Yes, No

	10.  The PI is familiar with the University policies pertaining to a “Biological Spill” and the “Reporting of Research Related Adverse Events”. [BL-2]

 
	Yes, No

	11.  Procedures that involve the manipulation of infectious materials where an aerosol may be generated are conducted within a biological safety cabinet or other physical containment device. [BL-2]


	Yes, No

	12.  Biohazardous agents are used in animals. [BL-2]

If yes:     Record the location where these procedures are done.

               List the procedure(s) used.

               Indicate whether the procedures are terminal or survival.

               Indicate whether the animals are kept in or returned to the animal facility.
	Yes, No

____________

____________

____________

____________



	C.  Safety Equipment (Primary Barriers and PPE)
	

	1.  Personal protective equipment such as non-powdered latex gloves, protective clothing, and eye protection are available when needed to perform experiments. 

[BL-1]


	Yes, No

	2.  Personal protective equipment are removed and retained in the laboratory before leaving for non-laboratory areas. [BL-1]


	Yes, No

	3.  Gloves are worn to protect hands from exposure to biohazardous materials.  Personnel are instructed to remove gloves and wash hands when work with the hazardous material is completed. [BL-1]


	Yes, No

	4.  An alternative to latex gloves will be available in the laboratory as needed. [BL-1]


	Yes, No

	5.  Disposable gloves are not washed or reused 
Gloves used to handle biohazardous materials are disposed with other contaminated laboratory waste. [BL-1]


	Yes, No

Yes, No

	6.  Protective clothing that is reused is laundered by the Institution. [BL-1]


	Yes, No

	7.  Open flames are used in the laboratory. [BL-1]

If yes:  Explain why an alternative to an open flame is not available.


	Yes, No

____________

____________



	8.  A biological safety cabinet is available for the containment of biohazardous agents. [BL-2]

If yes:
List the Class type.


Indicate the date(s) of last certification.
	Yes, No

______________

______________



	9.  Centrifugation of highly concentrated or large volumes of an infectious agent is done in the open laboratory.

If yes, a rotor head that can be sealed or centrifuge safety cups are available and these are opened in a biological safety cabinet after processing. [BL-2]


	Yes, No, NA

Yes, No

	D.  Laboratory Facilities (Secondary barriers)
	

	1.  The laboratory contains a sink for hand washing located near the exit door. [BL-1]


	Yes, No

	2.  Bench tops are impervious to water and resistant to chemicals used to decontaminate the work surfaces. [BL-1]


	Yes, No

	3.  Windows that open to the exterior are fitted with fly screens. [BL-1]


	Yes, No, NA

	4.  The laboratory is designed to be easily cleaned (i.e., no carpets or rugs in the laboratory area).[BL-1]


	Yes, No

	5.  Laboratory furniture is sturdy and appropriate for the tasks performed.  [BL-1]


	Yes, No

	6.  Spaces between benches, cabinets, and equipment are accessible for cleaning. 

[BL-1]


	Yes, No

	7.  Chairs used in the laboratory work area are covered with a non-fabric material. [BL-1]


	Yes, No

	8.  An eyewash station is readily available. [BL-1]


	Yes, No

	9.  Illumination is adequate for all activities. [BL-1]


	Yes, No

	10.  Laboratory doors are self-closing and have locks in accordance with Institutional policies. [BL-2]


	Yes, No

	11.  An in-house vacuum line or a mechanical vacuum system is in use. [BL-2]

If yes, an in-line HEPA filter and/or disinfectant trap is (are) available.


	Yes, No

Yes, No

	12.  A back-up method for decontamination of laboratory waste is available in the facility. [BL-2]

If yes, describe the method used.


	Yes, No

_____________

	13. Select agents (those organisms and toxins determined by the US DHHS as potential for use in bioterrorism related activities) are used in the laboratory. [BL-2]

If yes, all requirements of the Select Agent Program have been instituted


	Yes, No

Yes, No
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Laboratory Biosafety Compliance Inspection Checklist




Biosafety Level 3 

Note:  Also refer to the Compliance Inspection Checklist for Biosafety Level 2.

Date   ______________


Laboratory Location  __________________







Responsible Individual  ________________

IBC#  _________________________
Person Interviewed ____________________


Title ___________________________________________________________________ _______________________________________________________________________

Queries are based on Appendix G of the NIH Guidelines and the Biosafety Level 3 Section of the Biosafety in Microbiological and Biomedical Laboratories, 5th Edition, 2007

Abbreviations: NA, not applicable; PPE, personal protective equipment; PI, primary investigator.

.

(Note: All BL-1 and BL-2 practices are followed in BL-3 containment laboratories.)

Circle the response that best describes the laboratory in which work will be performed.

	A.  Standard Microbiological Procedures
	

	1.  Persons under 16 years of age are not allowed to enter the laboratory.


	Yes, No

	2.  Concurrent experiments involving BL-2 and BL-3 containment are conducted in accordance with all BL-3 level laboratory practices.


	Yes, No

	3.  Personnel are advised by the PI of special hazards associated with the agents(s) utilized.


	Yes, No

	4.  Personnel are required to follow the practices and procedures outlined in the BL-3 Biosafety Manual for high-level containment.


	Yes, No


	B.  Special Practices
	

	1.  The Director for each ABSL-3/BSL-3 laboratory restricts access to personnel whose presence is required for program or support purposes.


	Yes, No

	2.  All personnel working at BL-3 containment have demonstrated proficiency in standard microbiological practices and techniques before work with risk group-3 agents commences.


	Yes, No

	3.  All manipulations involving biohazardous materials are conducted in a biosafety cabinet within the containment module.


	Yes, No

	4.  A biological spill emergency plan for BL-3 containment is posted in the laboratory.


	Yes, No

	5.  Entrance and exit procedures are posted in the BL-3 laboratory suite.


	Yes, No

	6.  Each containment module has posted a biohazard warning sign which identifies the biohazardous agent present, the name and emergency contact information for individual(s) utilizing the containment module, and any special requirements for entering the area.


	Yes, No

	7.  The work surface of the biosafety cabinet and other containment equipment are decontaminated when work with the biohazardous agent is finished.


	Yes, No

	8.  All waste is appropriately decontaminated before removal from the BL-3 laboratory.
	Yes, No



	9.  An Institutional policy describing the collection and storage of serum samples from at risk personnel is available and followed.


	Yes, No

	C.  Safety Equipment (Primary Barriers and PPE)
	

	1.  Personal protective equipment to include a solid-front or wrap-around gown, shoe covers, and gloves are worn by all workers when accessing the BL-3 laboratory and removed prior to exiting the laboratory.


	Yes, No

	2.  Reusable clothing is decontaminated with an appropriate method before being removed from the containment suite.


	Yes, No

	3.  The biosafety cabinet is located away from the door, from the room air supply louvers, and from heavily-traveled laboratory areas.


	Yes, No

	4.  Respiratory protection is worn by all personnel entering the ABSL-3/BSL-3 suite.


	Yes, No

	5.  Aerosol producing equipment is contained in devices that exhaust air through HEPA filters before discharge into the laboratory.

If yes:  A method is available to monitor the HEPA filters for replacement.


	Yes, No

Yes, No

	D.  Laboratory Facilities (Secondary barriers/Engineering controls)
	

	(These are evaluated annually by the Biosafety Officer using a re-certification process checklist.  A copy of this checklist is available from the Safety and Security Manager for each containment laboratory.)


	


�














PAGE  
12
IBC11_10July2009
For UNMC/NMC campus use only.  
Prior authorization from the IBC required to copy for non-campus use.

