Principal Investigator Annual Biosafety Review Form 

Subcommittee on Research Safety

Department of Veterans Affairs Medical Center, Portland, Oregon

Principal Investigator Annual Biosafety Review Form 


INSTRUCTIONS

· This form must be completed and submitted to the Research & Development Office by all principal investigators (both VA and non-VA) supervising and conducting research studies in assigned “wet” laboratories at the Portland VA Medical Center.

· This form must be completed in full every three years, or whenever a change in the investigator’s research program is proposed – e.g., a new methodology or research protocol or tool not covered in the previously submitted form.

· This form is subject to annual review by the Subcommittee for Research Safety, Research & Development Committee, Portland VA Medical Center.

· Separate Appendices I and III must be completed for each different microbial or viral agent to be used, or for each different rDNA methodology or viral vector technology to be used.

· Pages 1-5 of this form include numerous questions, some of which include bold-face text fonts – these represent specific biosafety concerns (frequently noted during past inspections) that require the increased compliance and cooperation by you and your laboratory staff.

· Chemical inventories need not be submitted with this form – these are submitted separately according to semiannual deadlines.  However, an updated inventory must be posted in your laboratory for review by various inspection personnel and agencies that oversee our biosafety program.

*** IMPORTANT NOTE ***

This MS Word template form can be “unprotected” to facilitate duplication, insertion, and deletion of the different appendices, as well as enhanced page and paragraph formatting of this document.  However, should you do so, NEVER “re-protect” this template document, as all the information you have entered may be lost!!  As always, you would be wise to make backup file copies prior to “unprotecting” any template form.

Principal Investigator (PI):      
VA Responsible Investigator:      
Mail Code:
     
Office phone:
     
Lab phone:
     
Pager:
     
Email:
     
List all rooms/building nos. assigned to your research program, including storage space and Veterinary Medical Unit space:

	Highlight and delete this text and enter your own. If text disappears at bottom of field, shorten by editing. Use mouse to click into next field. DO NOT PRESS ENTER OR TAB! Use CTL+ENTER to start a new line. Use CTL+TAB to indent.


Personnel:  List the names of personnel and collaborators (and affiliations if non-VA) who work with the Principal Investigator (PI).  Also provide the email for your primary laboratory contact.

	Follow the rules for free-text field.


Does your research involve the use of any of the following?

Chemicals:  consult the spreadsheet provided by the Industrial Hygienist, 

                            http://www.va.gov/portlandrd/excel/safety/chemhaz_master.xls  
Toxic chemicals (including heavy metals)




YES  FORMCHECKBOX 

NO  FORMCHECKBOX 

Flammable, explosive, or corrosive chemicals



YES  FORMCHECKBOX 

NO  FORMCHECKBOX 

Carcinogenic, mutagenic, or teratogenic chemicals



YES  FORMCHECKBOX 

NO  FORMCHECKBOX 

Toxic compressed gases






YES  FORMCHECKBOX 

NO  FORMCHECKBOX 

Acetylcholinesterase inhibitors or neurotoxins



YES  FORMCHECKBOX 

NO  FORMCHECKBOX 

If Yes to any of the above, these reagents and compounds must be indicated (highlighted) on your Chemical Inventory List, which is electronically submitted semiannually to Facilities Management Service.

Animals, or primary isolates of animal blood and/or tissues


YES  FORMCHECKBOX 

NO  FORMCHECKBOX 

If Yes:    Animal type(s):      
SAS or IACUC approval nos.:      
Microbiological or viral agents, pathogens, or toxins



YES  FORMCHECKBOX 

NO  FORMCHECKBOX 

Poisonous, toxic or venomous plants or animals 




YES  FORMCHECKBOX 

NO  FORMCHECKBOX 

If Yes to either of the above, complete and submit Appendix I
Human tissues or fluids






YES  FORMCHECKBOX 

NO  FORMCHECKBOX 

Cell or tissue culture







YES  FORMCHECKBOX 

NO  FORMCHECKBOX 

If Yes to either of the above, complete and submit Appendix II
Recombinant DNA







YES  FORMCHECKBOX 

NO  FORMCHECKBOX 

Mammalian viral vectors






YES  FORMCHECKBOX 

NO  FORMCHECKBOX 

If Yes to either of the above, complete and submit Appendix III
Controlled substances







YES  FORMCHECKBOX 

NO  FORMCHECKBOX 

If Yes, complete and submit Appendix IV 

Radioactive materials







YES  FORMCHECKBOX 

NO  FORMCHECKBOX 

If Yes, complete and submit Appendix V
TRAINING:

1.
Have all personnel completed the mandatory Safety Training Modules available online at the Portland VAMC Research & Development Services website (which includes selected OSHA Hazard Communication Standards, hazardous waste procedures, spill procedures, and exposure minimization practices)?

YES  FORMCHECKBOX 

NO  FORMCHECKBOX 



2.
Are all personnel familiar with the Portland VAMC Research & Development Services Chemical Hygiene Plan?  (contact the Research Office for your copy of this document)


YES  FORMCHECKBOX 

NO  FORMCHECKBOX 

3.
Are all personnel familiar with the Portland VAMC Industrial Hygiene and Emergency Preparedness Manuals?   (copies are located in the room 501, building 101) 




YES  FORMCHECKBOX 

NO  FORMCHECKBOX 

4.
Are chemical and radioactive material spill response procedures posted in clear view?
YES  FORMCHECKBOX 

NO  FORMCHECKBOX 

5.
Have you posted the VA Subcommittee on Research Safety flyer outlining the procedures for reporting injuries?









YES  FORMCHECKBOX 

NO  FORMCHECKBOX 

CHEMICAL SAFETY

1.
Have you completed the chemical inventory for your laboratory?


N/A  FORMCHECKBOX 

YES  FORMCHECKBOX 

NO  FORMCHECKBOX 

Using a MS Excel spreadsheet, provide an alphabetical listing of the chemical inventory for your laboratory. This listing should include the chemical name, CAS no., manufacturer, volume or amount, storage location, and safety hazard or precaution. Reagent information is available on the reagent containers and on Material Safety Data Sheets (MSDS) shipped with chemical agents.

2.
Do you have copies of MSDS for the chemicals stored in your laboratory?


YES  FORMCHECKBOX 

NO  FORMCHECKBOX 

The VAMC Research Administrative Office maintains MSDS on CD-ROM for most chemical reagents, and MSDS for individual chemicals can be printed from this source (available in Room 501 in Building 101). MSDS can also be obtained via the Internet 

(e.g., http://www.ilpi.com/msds/index.html - Internet).

3.
Have you posted a copy of your updated chemical inventory in your laboratory, readily visible to all lab personnel?









YES  FORMCHECKBOX 

NO  FORMCHECKBOX 

4.
Is the storage and consumption of food and beverages, and the application of makeup or contact lens, prohibited in your laboratories? 








YES  FORMCHECKBOX 

NO  FORMCHECKBOX 

5.
Are food products stored in dedicated refrigerators or cabinets away from chemical, radiological or biological hazards (i.e., outside of the laboratory)?






YES  FORMCHECKBOX 

NO  FORMCHECKBOX 

6.
Are flammable liquids kept at safe distances from sources of heat and/or ignition?
 N/A  FORMCHECKBOX 

YES  FORMCHECKBOX 

NO  FORMCHECKBOX 

7.
Are flammables requiring cold storage kept only in explosive-proof refrigerators?
N/A  FORMCHECKBOX 

YES  FORMCHECKBOX 

NO  FORMCHECKBOX 

8.
Do you use approved safety containers if larger volumes of flammables (e.g., ethanol) are obtained, stored, or dispensed from other than those provided by the manufacturer?


N/A  FORMCHECKBOX 

YES  FORMCHECKBOX 

NO  FORMCHECKBOX 

9.
Is the dispensing of large volumes of flammable liquids accomplished using either safety cans or grounding and bonding cables?







N/A  FORMCHECKBOX 

YES  FORMCHECKBOX 

NO  FORMCHECKBOX 

10.
Are personnel aware of special handling procedures for each chemical employed? 

YES  FORMCHECKBOX 

NO  FORMCHECKBOX 


11.
Are personnel knowledgeable about the special hazards posed by:

Carcinogens? 






N/A  FORMCHECKBOX 

YES  FORMCHECKBOX 

NO  FORMCHECKBOX 

Teratogens and Mutagens? 





N/A  FORMCHECKBOX 

YES  FORMCHECKBOX 

NO  FORMCHECKBOX 

Toxic gases? 






N/A  FORMCHECKBOX 

YES  FORMCHECKBOX 

NO  FORMCHECKBOX 

Neurotoxins?







N/A  FORMCHECKBOX 

YES  FORMCHECKBOX 

NO  FORMCHECKBOX 

Reactive or potentially explosive compounds?     



N/A  FORMCHECKBOX 

YES  FORMCHECKBOX 

NO  FORMCHECKBOX 

CHEMICAL STORAGE and LABELING

1.
Are all primary containers, piping, tubing, or equipment holding hazardous chemicals labeled with the chemical name (product identity), manufacturer name and principal hazard warning?  


YES  FORMCHECKBOX 

NO  FORMCHECKBOX 

2.
Are all secondary containers, piping, tubing, or equipment holding hazardous chemicals labeled with the chemical name (product identity) and principal hazard warning?  
  

YES  FORMCHECKBOX 

NO  FORMCHECKBOX 

3.
Are chemicals stored based upon their physical and chemical compatibility requirements?
YES  FORMCHECKBOX 

NO  FORMCHECKBOX 

4.
Are chemicals stored in a manner that minimizes the chance of being knocked over?
 
YES  FORMCHECKBOX 

NO  FORMCHECKBOX 

5.
Have all lab personnel been instructed that chemicals should not be stored on the floor?
YES  FORMCHECKBOX 

NO  FORMCHECKBOX 

6.
Perchloric acid (prohibited in the VA) is not present, or if it is, has been reported and turned in to the Industrial Hygienist (IH) (ext. 5-6339).






N/A  FORMCHECKBOX 

YES  FORMCHECKBOX 

NO  FORMCHECKBOX 

7. Are compressed gas cylinders adequately secured with top and bottom restraining cables, chains or straps?

N/A  FORMCHECKBOX 

YES  FORMCHECKBOX 

NO  FORMCHECKBOX 

8.
Are compressed gas cylinders capped when not in use?



N/A  FORMCHECKBOX 

YES  FORMCHECKBOX 

NO  FORMCHECKBOX 

9.
Are all containers of chemicals, reagents and media kept covered and sealed?

YES  FORMCHECKBOX 

NO  FORMCHECKBOX 

10.
Have all damaged or decayed (rusted, etc.) chemical containers or lids promptly been replaced and appropriately discarded?






N/A  FORMCHECKBOX 

YES  FORMCHECKBOX 

NO  FORMCHECKBOX 

11.
Are flammable or explosive substances stored only in approved flammable storage cabinets?












N/A  FORMCHECKBOX 

YES  FORMCHECKBOX 

NO  FORMCHECKBOX 

12.
Are the quantities of flammable substances stored outside of cabinets equal to or less than the amount used in a single day?  (usually < 100 ml)





N/A  FORMCHECKBOX 

YES  FORMCHECKBOX 

NO  FORMCHECKBOX 

13.
Are all hazardous chemical wastes stored safely (i.e., containers remain sealed except when ingredients are added or removed, and hazardous ingredients identified) and labeled “Hazardous Waste” for collection by the IH or IH Technician (ext. 5-6339)?





N/A  FORMCHECKBOX 

YES  FORMCHECKBOX 

NO  FORMCHECKBOX 

14.
Are hazardous chemical wastes identified by a label in which all components and respective percentages are listed, as well as accumulation dates?





N/A  FORMCHECKBOX 

YES  FORMCHECKBOX 

NO  FORMCHECKBOX 

15.
Have all mercury thermometers been turned over to the IH or IH Technician (ext. 5-6339)?
YES  FORMCHECKBOX 
  NO  FORMCHECKBOX 

16.
Are all laboratory shelves secure?
YES  FORMCHECKBOX 
  NO  FORMCHECKBOX 

EQUIPMENT SAFETY

1.
Are emergency eyewashes and/or showers available where corrosive substances are used?
YES  FORMCHECKBOX 

NO  FORMCHECKBOX 

2.
Are emergency eyewash stations flushed biweekly to prevent build up of sediments?

N/A  FORMCHECKBOX 

YES  FORMCHECKBOX 

NO  FORMCHECKBOX 

EQUIPMENT SAFETY (cont’d)

3.
Are emergency eyewash stations free from obstructions?


N/A  FORMCHECKBOX 

YES  FORMCHECKBOX 

NO  FORMCHECKBOX 

4.
Is there a current, completed inspection tag in use with each emergency eyewash station?


    








N/A  FORMCHECKBOX 

YES  FORMCHECKBOX 

NO  FORMCHECKBOX 

5.
Have frayed, damaged, or otherwise hot electrical wires or equipment been reported to Facilities Management Service (ext. 5-6332)?







N/A  FORMCHECKBOX 

YES  FORMCHECKBOX 

NO  FORMCHECKBOX 

6.
Are laboratory equipment and instrumentation, which contain hazardous material, regularly evaluated for safety concerns?








N/A  FORMCHECKBOX 

YES  FORMCHECKBOX 

NO  FORMCHECKBOX 

7.
Are hazardous contents labeled on such equipment and instrumentation, and identified to the operator? 











N/A  FORMCHECKBOX 

YES  FORMCHECKBOX 

NO  FORMCHECKBOX 

8.
Is equipment provided with adequate exhaust ventilation if gases, vapors, or dusts are released during operation? 








N/A  FORMCHECKBOX 

YES  FORMCHECKBOX 

NO  FORMCHECKBOX 

9.
Are all centrifuges provided with interlocks to cut off rotation when the lid is opened?












N/A  FORMCHECKBOX 

YES  FORMCHECKBOX 

NO  FORMCHECKBOX 

10.
Are fume hoods and biological safety cabinets labeled with a dated inspection sticker (fume hoods, annually; biological safety cabinets, annually or semi-annually) documenting proper operation?












N/A  FORMCHECKBOX 

YES  FORMCHECKBOX 

NO  FORMCHECKBOX 

11.
If extension cords are used, has the Facility Safety Office inspected and approved their use?












N/A  FORMCHECKBOX 

YES  FORMCHECKBOX 

NO  FORMCHECKBOX 

12.
Are sterilization tests, or autoclave performance printouts, on all laboratory autoclaves performed regularly (i.e., ( monthly)?








N/A  FORMCHECKBOX 

YES  FORMCHECKBOX 

NO  FORMCHECKBOX 

FIRE SAFETY

1.
Have you and your personnel reviewed the annual Fire Safety training (General Safety Training module), and understand the “RACE” Fire Response Procedures?




YES  FORMCHECKBOX 

NO  FORMCHECKBOX 

2.
Is the corridor outside your laboratory unobstructed, not cluttered with lab materials or equipment?












YES  FORMCHECKBOX 

NO  FORMCHECKBOX 

3.
Are all doors exiting out of your laboratory unobstructed, not cluttered or blocked with lab materials or equipment?









YES  FORMCHECKBOX 

NO  FORMCHECKBOX 

4.
Is there an 18-inch clearance throughout the entire laboratory between sprinkler heads to objects below?











YES  FORMCHECKBOX 

NO  FORMCHECKBOX 

5.
Is there at least a 30-inch clearance in all walkways within your research laboratories?
YES  FORMCHECKBOX 

NO  FORMCHECKBOX 

6.
Are there any fire extinguishers located in your laboratory?



YES  FORMCHECKBOX 

NO  FORMCHECKBOX 

7.
If yes, are they properly mounted, remain unobstructed and regularly inspected?
N/A  FORMCHECKBOX 

YES  FORMCHECKBOX 

NO  FORMCHECKBOX 

8.
Are all ceiling panels within your laboratory all intact and in place – i.e., not missing or damaged?












YES  FORMCHECKBOX 

NO  FORMCHECKBOX 

9.
Area any laboratory doors being blocked open by doorstop devices?


YES  FORMCHECKBOX 

NO  FORMCHECKBOX 

10.
When lab doors are closed, do the doors latch properly?




YES  FORMCHECKBOX 

NO  FORMCHECKBOX 


FINAL CHECKLIST:
The following items have been posted for easy viewing in the laboratory:

(Copies of these notices are available in the Portland VAMC Research Office)

 FORMCHECKBOX 

the VAMC (648) Occupational Health flyer on reporting injuries in the laboratory

 FORMCHECKBOX 

attachment C of the Portland VAMC Memorandum detailing the proper response to the accidental release of hazardous materials

 FORMCHECKBOX 

the NRC Form 3 (8-97), “Notice to Employees” with respect to use of and protection against radioactive materials

 FORMCHECKBOX 

the Industrial Hygiene Officer’s flyer detailing emergency procedures in response to the spill of hazardous chemicals

 FORMCHECKBOX 

the Radiation Safety Officer’s flyer detailing emergency procedures in response to the spill of radioactive materials

 FORMCHECKBOX 

one copy of the updated chemical inventory list has been posted in the laboratory

Acknowledgement of Responsibility

I certify that my research studies will be conducted in compliance with Federal, State, and local policies and regulations governing the use of chemical, radioactive and biohazardous materials. I further certify that all technical and incidental workers involved with my research studies will be aware of potential hazards and will receive instructions and training on the proper handling and use of chemical, physical, radioactive and biohazardous materials.

     ___________________________________________________

__________________

                
    Principal Investigator’s Signature




Date

Certification of Proposal Approval
The safety information for this proposal has been reviewed and found in compliance with Federal, State, and local policies and regulations governing the use of chemical, physical, radioactive and biohazardous materials.

_______________________________________________
_________________

SRS Review Member






Date

_______________________________________________
_________________

Radiation Safety Officer (if applicable)





Date

___________________________________________________

__________________

Chair, Subcommittee on Research Safety





Date

___________________________________________________

__________________

Chair, Research & Development Committee




Date

___________________________________________________

__________________

ACOS, Research Service, Portland VAMC




Date

___________________________________________________

__________________

Facility Safety Officer, Portland VAMC





Date

Appendix I

BIOLOGICAL HAZARDS

A.
In identification of the microbiological or viral agents, pathogens, toxins, poisons or venom, or plants and animals harboring such agents, it is the responsibility of each PI to:

1.
Consult either or both:

a.
the CDC/NIH publication entitled 

 Biosafety in Microbiological and Biomedical Laboratories 

(also available in Portland VAMC Research Services, room 501); or

b.
Appendix B of the NIH Guidelines on Recombinant DNA and Gene Transfer 

(also available in printed version in the Portland VAMC Research Services, room 502)

2.
Identify the Biosafety Level (also called Risk Group) for each organism, agent, or toxin;

3.
Enter any BSL2 or BSL3 agents or toxins into the table below.

Note:
The Portland VAMC is not equipped with required facilities to accommodate research using Biosafety Level 4 agents.



Organism/Agent/Toxin


    Biosafety Level
   

     
     

     
     

     
     

     
     

     
     

     
     

     
     

     
     

     
     
B.
Are any of the biohazardous agents listed above classified as a 

“Select Agent”

 by the Centers for Disease Control?









YES  FORMCHECKBOX 

NO  FORMCHECKBOX 

C.
If your research involves studies with Hepatitis virus or the human immunodeficiency virus (HIV), or with human or non-human primate tissues or fluids, have all laboratory personnel read the pamphlet entitled “OHSA’s Bloodborne Pathogen Rules” (available in the Research Office)?














N/A  FORMCHECKBOX 

YES  FORMCHECKBOX 

NO  FORMCHECKBOX 

D.
Has experimental work involving Biosafety Level/Risk group 3 agents or toxins been pre-approved by the VAMC (648) Subcommittee on Research Safety?



N/A  FORMCHECKBOX 

YES  FORMCHECKBOX 

NO  FORMCHECKBOX 

E.
For each Biosafety Level 2 or 3 agent or toxin listed above, provide the information requested on the following page(s).

Note:  the information requested may require consultation of the CDC and NIH Guidelines mentioned above.

Appendix I (cont’d)

BIOLOGICAL HAZARDS

Biosafety Level 2 or Level 3 Agents

(Duplicate this page as necessary)

 1.
Identify the microbiological agent or toxin (name, strain, etc.):

	Free-text field. Highlight and delete this text and enter your own. If text disappears at bottom of field, shorten by editing. Use mouse to click into next field. DO NOT PRESS ENTER OR TAB! Use CTL+ENTER to start a new line. Use CTL+TAB to indent.


 2.
Provide the location(s) where the agent or toxin is used and/or stored

	Follow instructions for free-text field.


 3.
Indicate the largest volume and/or concentration to be used:

	Follow instructions for free-text field.


 4.
Indicate whether antibiotic resistance will be expressed, and the nature of this antibiotic resistance:

	Follow instructions for free-text field.


 5.
Describe methods of concentration of the agent or toxin (if applicable):

	Follow instructions for free-text field.


 6.
Indicate the methods used to inactivate the microbial agent or its toxin:

	Follow instructions for free-text field.


 7.
Describe the containment facilities and equipment (protective clothing or equipment, biological safety cabinets, fume hoods, containment centrifuges, etc.) to be used in this research:

	Follow instructions for free-text field.


 8.
Describe proposed methods to be employed in monitoring the health and safety of personnel involved in this research:

	Follow instructions for free-text field.


 9.
All lab personnel involved in research with this BSL3 agent have been pre-approved by the Subcommittee for Research Safety (i.e., completed and submitted the form entitled “Approval to Conduct Research Studies Using Biosafety Level 3 Agents at the Portland VAMC”) 



N/A  FORMCHECKBOX 

YES  FORMCHECKBOX 

NO  FORMCHECKBOX 

Appendix II

CELLS, TISSUE or BODY FLUID SAMPLES

1.
Will personnel work with human or non-human primate blood, body fluids, organs, tissues, cell lines or cell clones?
If yes:








YES  FORMCHECKBOX 

NO  FORMCHECKBOX 

a.  Specify the type and source:

	Follow instructions for free-text field.


 b.  Specify the potential hazard and precautions (including disposal) employed to protect personnel and the general public:

	Follow instructions for free-text field.


 2.
If your research involves studies with human or non-human primate tissues or fluids, have all laboratory personnel read the pamphlet entitled “OHSA’s Bloodborne Pathogen Rules” (available in the Research Office)?













N/A  FORMCHECKBOX 

YES  FORMCHECKBOX 

NO  FORMCHECKBOX 

 3.
Will personnel work with animal blood, body fluids, organs, tissues, cell lines or cell clones?
YES  FORMCHECKBOX 

NO  FORMCHECKBOX 

If yes, specify

	Free-text field. Highlight and delete this text and enter your own. If text disappears at bottom of field, shorten by editing. Use mouse to click into next field. DO NOT PRESS ENTER OR TAB! Use CTL+ENTER to start a new line. Use CTL+TAB to indent.


 4.
Will research studies involving the aforementioned animal blood, body fluids, cells, tissues or organs represent a potential biohazard for lab personnel?





N/A  FORMCHECKBOX 

YES  FORMCHECKBOX 

NO  FORMCHECKBOX 

If yes, specify the potential hazard and precautions (including disposal) employed to protect personnel and the general public:

	Follow instructions for free-text field.


Appendix III

RECOMBINANT DNA or MAMMALIAN VIRAL VECTORS
This information is required to determine the level of review for proposed experiments, based on Federal requirements for research involving recombinant DNA (rDNA).  Regardless of funding or funding source, all research involving rDNA must be reviewed by the VAMC Subcommittee on Research Safety and R&D Committee.  For more information on these requirements, please see 

NIH Guidelines for Research Involving Recombinant DNA Molecules

1.
Does your research involve cloning of DNA using certified host-vector systems (including Escherichia coli K-12, Saccharomyces cerevisiae and Saccharomyces uvarum, or any asporogenic Bacillus subtilis or asporogenic Bacillus licheniformis strain which does not revert to a spore-former with a frequency greater than 10-7)?

See Appendix C and E of NIH Guidelines






   
YES  FORMCHECKBOX 

NO  FORMCHECKBOX 

 2.
Does the research involve transfection of rDNA into cells in culture only (no in vivo work proposed)? 













YES  FORMCHECKBOX 

NO  FORMCHECKBOX 

 3.
Does the vector used contain any eukaryotic viral DNA?      



YES  FORMCHECKBOX 
  NO  FORMCHECKBOX 
                 

If so, list viral genes contained (i.e. CMV promoter, SV40 ori) or state if vector is virally based: 

	Free-text field. Highlight and delete this text and enter your own. If text disappears at bottom of field, shorten by editing. Use mouse to click into next field. DO NOT PRESS ENTER OR TAB! Use CTL+ENTER to start a new line. Use CTL+TAB to indent.


 4.
Are other experiments proposed involving rDNA not covered here? 


YES  FORMCHECKBOX 
  NO  FORMCHECKBOX 

If so, please indicate or comment:

	Follow instructions for free-text field.


Note:  If Yes to Question 1 and/or 2 above, and No to Questions 3 and 4, the research is exempt from NIH Guidelines as long as the following statements are true:

 5.
Please verify (by checking boxes below) that:

 FORMCHECKBOX 

the research does not involve the deliberate transfer of a drug resistance trait to microorganisms that are not known to acquire the trait naturally (see

 
Section III-A of NIH Guidelines)

 FORMCHECKBOX 

the research does not involve the deliberate formation of rDNA containing genes for the biosynthesis of toxin molecules lethal for vertebrates at an LD50 of less than 100 ng / kg body weight (see

 Appendix F of NIH Guidelines)

 FORMCHECKBOX 

the research does not involve DNA from Risk Groups 3, 4, or restricted organisms or cells known to be infected with these agents (see 

Appendix B of NIH Guidelines)

 FORMCHECKBOX 

the research does not involve large-scale experiments (e.g., more than 10 liters of culture)

For non-exempt experiments (you answered or yes to Questions 3 or 4, or no to any statement Item 5), you must complete the rest of this Appendix (i.e., items 6-15) for each rDNA methodology or viral vector.

Appendix III (cont’d)

RECOMBINANT DNA or MAMMALIAN VIRAL VECTORS

(Duplicate pages for questions 6-15, as necessary, for each rDNA or viral vector study)

 6.
Provide a brief project summary overview of the rDNA studies you plan to conduct.  Please use language and terminology appropriate for review by an academic scientist working in an unrelated field.

	Free-text field. Highlight and delete this text and enter your own. If text disappears at bottom of field, shorten by editing. Use mouse to click into next field. DO NOT PRESS ENTER OR TAB! Use CTL+ENTER to start a new line. Use CTL+TAB to indent.


 7.
Nature of the DNA insert.

a.
State DNA source (species, tissue/cell, or microbiological agents):      
b.
Provide the size of the DNA sequence:      
c.
Identify the genes contained in the sequences:      
d.
If you are obtaining recombinant DNA from outside sources, discuss source and transport arrangements. 

	Follow instructions for free-text field.


 8.
Gene Expression, Function, and Source

a.
Will you be expressing gene products from recombinant DNA? 


YES  FORMCHECKBOX 

NO  FORMCHECKBOX 

State products and their function: 

	Follow instructions for free-text field.


b.
Are any of the gene products potentially oncogenic or toxic for vertebrates? 

YES  FORMCHECKBOX 

NO  FORMCHECKBOX 

If yes, discuss below. 

	Follow instructions for free-text field.



Appendix III (cont’d)

RECOMBINANT DNA or MAMMALIAN VIRAL VECTORS

(Duplicate this page, as necessary)

c.
Will any gene be intentionally mutated? 





YES  FORMCHECKBOX 

NO  FORMCHECKBOX 

If yes, discuss below. 

	Free-text field. Highlight and delete this text and enter your own. If text disappears at bottom of field, shorten by editing. Use mouse to click into next field. DO NOT PRESS ENTER OR TAB! Use CTL+ENTER to start a new line. Use CTL+TAB to indent.


d.
Will recombinant DNA be used to significantly alter cellular function or metabolic pathways? 


If yes, discuss below.







YES  FORMCHECKBOX 

NO  FORMCHECKBOX 


	Follow instructions for free-text field.


 9.
Vectors to be used (plasmids, cosmids, phages, viruses)--specify type and strain, and give description.  Please provide commercial product literature, a web link to specific information, or a hard copy of any journal articles describing construction of vector as appropriate:

	Follow instructions for free-text field.


a.  Describe viral component(s) contained in the vector. Provide size of the viral component(s) and relative percent size compared to originating wild-type viral source(s): [For example, 1472 bases of 5’LTR and adjacent sequence comprises 25.2% of complete Moloney murine sarcoma virus genome]

	Follow instructions for free-text field.


Appendix III (cont’d)

RECOMBINANT DNA or MAMMALIAN VIRAL VECTORS

(Duplicate this page, as necessary)

b.  Percentage size of DNA insert relative to substrate vector DNA:

	Free-text field. Highlight and delete this text and enter your own. If text disappears at bottom of field, shorten by editing. Use mouse to click into next field. DO NOT PRESS ENTER OR TAB! Use CTL+ENTER to start a new line. Use CTL+TAB to indent.


c.  Will infectious virus particles, either replication-deficient or wild type, be rescued, propagated or purified in your laboratory?  If yes, discuss or describe:





YES  FORMCHECKBOX 

NO  FORMCHECKBOX 


	Follow instructions for free-text field.


d.  Will there be surveillance for production of wild type viral particles? If yes, discuss:
YES  FORMCHECKBOX 

NO  FORMCHECKBOX 


	Follow instructions for free-text field.


10.
For any  in vitro use or studies, discuss the host cells targeted (bacterial, eukaryotic, species).

	Follow instructions for free-text field.


11.
For in vivo use discuss host species and target organs or systems.

	Follow instructions for free-text field.


12.   Are helper viruses present in the host, which may lead to replication-competency for the recombinant construct?  If yes, discuss or describe:






YES  FORMCHECKBOX 

NO  FORMCHECKBOX 


	Follow instructions for free-text field.



Appendix III (cont’d)

RECOMBINANT DNA or MAMMALIAN VIRAL VECTORS

(Duplicate this page, as necessary)

13.
For whole animals, could there be an adverse physiological impact?


YES  FORMCHECKBOX 

NO  FORMCHECKBOX 

If yes, discuss or describe:

	Free-text field. Highlight and delete this text and enter your own. If text disappears at bottom of field, shorten by editing. Use mouse to click into next field. DO NOT PRESS ENTER OR TAB! Use CTL+ENTER to start a new line. Use CTL+TAB to indent.


14.
Are there biohazard implications including potential exposure to staff and animal colonies? 
YES  FORMCHECKBOX 

NO  FORMCHECKBOX 

If yes, discuss or describe (specifically address the potential for shedding of the virus in vivo from the animal host):

	Follow instructions for free-text field.


15.
Describe the containment facilities where these experiments (both in vitro and in vivo) will take place.

	Follow instructions for free-text field.


Assurance

I will abide by the NIH Guidelines for Research Involving Recombinant DNA Molecules and the CDC Guidelines for Biosafety in Microbiological and Biomedical Laboratories.

I will maintain a current record of any transfer of recombinant DNA, or vectors or host strains containing recombinant DNA, or infectious agents between investigators at this or other institutions.

I will agree that prior to engaging in non-exempt recombinant DNA research or research involving known or potential pathogens, all laboratory personnel will receive instruction in microbiological practices, including aseptic techniques, and in the biology and possible infection symptoms associated with the organisms to be used in the experiments.

I agree to send a revised project description to the Portland VAMC Subcommittee on Research Safety if changes are made to these studies that may alter the status of containment required.

Principal Investigator:








Date: 










Appendix IV

CONTROLLED SUBSTANCES

     According to the Code of Federal Regulations (Section 1301.75:  Physical security controls for practitioners), controlled substances listed in Schedules I, II, III and IV (consult the 

DOJ/DEA website)

 must be stored in a securely locked cabinet of substantial construction.  Even though the Federal regulations do not specifically define locked cabinet construction, the intent of the law is that controlled substances must be adequately safeguarded.  Therefore, depending on other security measures, a wooden cabinet may or may not be considered adequate.  In an area with a high crime rate, a strong metal cabinet or safe may be required.

List the Schedule I, II, III or IV controlled substances used in your research:

	Substance
	Schedule
	Storage Location (bldg/room)

	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     


Appendix V

RADIOACTIVE MATERIAL USE INFORMATION

 1.
Organization:
a.
Location (building & room numbers):      
b
Authorized user/principal investigator and permit number:

Name:      
Permit No.:      
c.
Personnel: List below your personnel who work with or in the vicinity of radioactive materials in this or any other laboratory in the Portland VAMC.

	Free-text field. Highlight and delete this text and enter your own. If text disappears at bottom of field, shorten by editing. Use mouse to click into next field. DO NOT PRESS ENTER OR TAB! Use CTL+ENTER to start a new line. Use CTL+TAB to indent.


2.
Audit/Review:  List below any items that were found in non-compliance by your self-audit, the Radiation Safety Officer, or the NRC. Also, list any corrective actions that were taken and/or any follow-up that verifies that this was done. (Attach extra page if necessary.)

	Follow instructions for free-text field.


 3.
Training, Retraining, and Instructions to Personnel:
All Personnel listed in paragraph 1 above have received annual refresher training given by the RSO and received proper instruction and training before beginning work.



YES  FORMCHECKBOX 

NO  FORMCHECKBOX 

 4.
Radiation Protection Procedures:
a.
Are emergency instructions posted in the laboratory?




YES  FORMCHECKBOX 

NO  FORMCHECKBOX 


If yes, list location:      
b.
Is there eating or drinking in the laboratory where radioactive material are used or stored?







YES  FORMCHECKBOX 

NO  FORMCHECKBOX 

c.
Is food stored with radioactive material?





YES  FORMCHECKBOX 

NO  FORMCHECKBOX 

 5.
Materials, Facilities, and Instruments:

a.
Are radioactivity caution signs and labels properly posted for the following?

 1)
Entrance to the laboratory?






YES  FORMCHECKBOX 

NO  FORMCHECKBOX 

 2)
Refrigerators and hoods?






YES  FORMCHECKBOX 

NO  FORMCHECKBOX 

 3)
Waste stored within the laboratory?





YES  FORMCHECKBOX 

NO  FORMCHECKBOX 

 4)
Individual vials and/or containers?





YES  FORMCHECKBOX 

NO  FORMCHECKBOX 

b.
MATERIALS:

List isotopes used in your lab in the past year 
Maximum amount in lab at any time

     
     
     
     
     
     
     
     
c.
Was a usage form available and completed for all material received?


YES  FORMCHECKBOX 

NO  FORMCHECKBOX 

d.
SECURITY:

Is the laboratory locked when no one is present?




YES  FORMCHECKBOX 

NO  FORMCHECKBOX 

When the laboratory is not locked, are personnel present or material kept locked?
YES  FORMCHECKBOX 

NO  FORMCHECKBOX 

Are all laboratory personnel aware of the policy for allowing persons (employees, visitors, salespeople, etc.) through the magnetic security doors?




YES  FORMCHECKBOX 

NO  FORMCHECKBOX 

Appendix V (cont’d)

RADIOACTIVE MATERIAL USE INFORMATION
5.
Materials, Facilities, and Instruments: (continued)

e.
Is a survey meter available?





YES  FORMCHECKBOX 

NO  FORMCHECKBOX 

If yes, complete the following:

Meter ID#:
     
Meter manufacturer:
     
Meter type:
     
Date of last calibration:
     
 6.
Receipt and Transfer of Material:
a.
Have you transferred any material off station?



YES  FORMCHECKBOX 

NO  FORMCHECKBOX 

Was a transfer paper documenting this disposition available?

N/A  FORMCHECKBOX 

YES  FORMCHECKBOX 

NO  FORMCHECKBOX 

List the institution/location where material was transferred.

     
Did you receive any radioactive material from a source other than the RSO?
YES  FORMCHECKBOX 

NO  FORMCHECKBOX 

If yes, did you notify the RSO?




N/A  FORMCHECKBOX 

YES  FORMCHECKBOX 

NO  FORMCHECKBOX 

If no, list instances. Include dates, isotope and amount received, and experimental use and disposal methods:

	Free-text field. Highlight and delete this text and enter your own. If text disappears at bottom of field, shorten by editing. Use mouse to click into next field. DO NOT PRESS ENTER OR TAB! Use CTL+ENTER to start a new line. Use CTL+TAB to indent.


 7.
External Radiation Protection
a.
Are filming and ring badges available and used by personnel for whom badging is applicable? 











YES  FORMCHECKBOX 

NO  FORMCHECKBOX 

b.
Are wipe surveys performed each month during use of radioactive material, and are these surveys available for inspection by the RSO? 






YES  FORMCHECKBOX 

NO  FORMCHECKBOX 

(the months that radioactive material is not used should be indicated also)

 8.
Internal Radiation Exposure
a.
Airborne concentrations

 1.
Are fume/exhaust hoods available and working?




YES  FORMCHECKBOX 

NO  FORMCHECKBOX 

 2.
Are flow rates on fume/exhaust hood measured periodically? 


YES  FORMCHECKBOX 

NO  FORMCHECKBOX 

b.
Bioassay

 1.
Does the principal investigator/authorized user(s) notify the RSO each time radioactive iodine greater than 0.1 mCi is used?






N/A  FORMCHECKBOX 

YES  FORMCHECKBOX 

NO  FORMCHECKBOX 

 2.
Are bioassays performed when the above procedure is performed?

N/A  FORMCHECKBOX 

YES  FORMCHECKBOX 

NO  FORMCHECKBOX 

 9.
Effluent Control and Waste Disposal

a.
Is waste discharged into the sanitary sewer?




YES  FORMCHECKBOX 

NO  FORMCHECKBOX 

If yes:
 1.   Is the sink properly labeled?





YES  FORMCHECKBOX 

NO  FORMCHECKBOX 

 2.
Are amounts recorded in millicuries or microcuries?


YES  FORMCHECKBOX 

NO  FORMCHECKBOX 

 3.
Is there a separate page for each isotope used?



YES  FORMCHECKBOX 

NO  FORMCHECKBOX 

 4.
Are cumulative totals maintained?




YES  FORMCHECKBOX 

NO  FORMCHECKBOX 

 5.
Is there an annual summary/total for each isotope?


YES  FORMCHECKBOX 

NO  FORMCHECKBOX 

b.
Is all radioactive waste appropriately labeled?




YES  FORMCHECKBOX 

NO  FORMCHECKBOX 

c.
Is all radioactive waste transferred to the RSO?




YES  FORMCHECKBOX 

NO  FORMCHECKBOX 

If yes, is it double bagged, and have two stickers been prepared indicating the isotope, the amount of activity, the date and the authorized user?



N/A  FORMCHECKBOX 

YES  FORMCHECKBOX 

NO  FORMCHECKBOX 

d.
Does your lab dispose of any radioactive waste by decay in storage rather than transfer to the RSO?










YES  FORMCHECKBOX 

NO  FORMCHECKBOX 

If YES, records must contain date in, date out, isotopes, meter background, meter reading, meter ID#, and name of person disposing.  Do your records contain all of this information?











N/A  FORMCHECKBOX 

YES  FORMCHECKBOX 

NO  FORMCHECKBOX 


Appendix V (cont’d)

RADIOACTIVE MATERIAL USE INFORMATION
10.
Shipping Incident:
Were there any shipping incidents, crushed/leaking packages, misdeliveries, etc?

YES  FORMCHECKBOX 

NO  FORMCHECKBOX 

If yes, describe:

	Free-text field. Highlight and delete this text and enter your own. If text disappears at bottom of field, shorten by editing. Use mouse to click into next field. DO NOT PRESS ENTER OR TAB! Use CTL+ENTER to start a new line. Use CTL+TAB to indent.


11.
Notification and Reports:
a.
Is the RSO notified when a new person begins work in the laboratory?


YES  FORMCHECKBOX 

NO  FORMCHECKBOX 

b.
Was there any theft or loss of radioactive material in the past year?


YES  FORMCHECKBOX 

NO  FORMCHECKBOX 

c.
Were there any other incidents worth noting?




YES  FORMCHECKBOX 

NO  FORMCHECKBOX 

If yes, attach a memo describing briefly the incident.

12.
Posting Notices:

Is form NRC 3 (08/1999) “Notice to Employees” posted in a sufficient number of places for individuals working in the area to notice it?








YES  FORMCHECKBOX 

NO  FORMCHECKBOX 

13.
Comments, Elaboration and Addenda of Previous Items (attach as necessary):

	Follow instructions for free-text field.


________________________________________________
________________




PI Signature




Date
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