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INSTITUTIONAL BIOSAFETY COMMITTEE

Protocol Submission Form

For new protocols or those involving the use of recombinant DNA in research
INSTRUCTIONS   (indicate type of submission):  
 All submissions – must be typed.  Submit to Research Services, Granada Center Suite 400.  If off campus, submit to 6439 N. Sheridan, Suite 400, Chicago, IL 60626.  Call 773 508-2689 for additional forms and information.  Keep a copy for your records.
**To indicate a checked box, double click the box and indicate “checked” as the default value.
 FORMCHECKBOX 
  rDNA submissions  - submit the original application plus 11  copies to the address above.

 FORMCHECKBOX 
  Transgenic/Knockout rodent submission (purchase or transfer only) – complete Sections I through V and Sections IX through X.  Submit one original and one copy of the application. 
SECTION I. – GENERAL PROJECT DETAILS


Investigator Name:       
Department:
     
Campus Address:         
Phone:
     
Email:       
Fax:       
Primary Contact:       
Campus Address:       
Email:       
Phone:       
Title of Protocol:       
Funding:                FORMCHECKBOX 
  Internally funded  
 FORMCHECKBOX 
  Externally funded.  Source:       
                                     




Grant/sponsor number:       
 FORMCHECKBOX 
  New Study
 FORMCHECKBOX 
 Ongoing Research

Project Title:      
Sponsor(s) of the research:      
 FORMCHECKBOX 
 Human Subjects Research (IRB) 


Protocol number:      

Most recent approval date:      
 FORMCHECKBOX 
 Animal Research (IACUC)   

 FORMCHECKBOX 
  Previously approved:

       Protocol number:      
Most recent approval date:      
 FORMCHECKBOX 
  Pending


Date submitted:       
SECTION II.  RESEARCH SUMMARY

Please summarize the proposed research.  Limit your discussion to one page.  Note that “See Attached” with the attachment of a grant narrative is unacceptable.

Provide a basic description and rationale for your project.
     
Describe what systems you plan to use, including any animal work, your endpoint, and what type of manipulations you plan to use to achieve that goal.

     
If the experiment is conducted in more than one room, or if different phases are going to be conducted at different Biosafety Levels, describe each component separately, listing lab numbers and procedures specific to each.

     
SECTION III.  RISK ASSESSMENT

 FORMCHECKBOX 
  Whole Plants 


Species:       
 FORMCHECKBOX 
  Transactive or infectious proteins; 


Protein:       
Agent:       
Cellular Target:       
Hazards of Exposure:       
 FORMCHECKBOX 
  This project involves the purchase or transfer of transgenic/knockout rodents at Biosafety Level 1 – PROCEED

       TO SECTION IV
 FORMCHECKBOX 
  This project involves infectious agents, plasmid and/or viral vectors – PROCEED TO SECTION V

 FORMCHECKBOX 
  This project involves the purchase or transfer of transgenic/knockout rodents as well as the manipulation of other recombinant materials, or the generation of transgenic/knockout rodents – COMPLETE ENTIRE APPLICATION.

 FORMCHECKBOX 
  This project involves transgenic/knockout rodents as well as human/primate cell lines – COMPLETE SECTIONS IV, VII, VIII, IX AND X.  PLEASE NOTE A LABORATORY INSPECTION FROM THE BIOSAFETY OFFICER WILL BE REQUIRED PRIOR TO FINAL APPROVAL.

SECTION IV.  TRANSGENIC/KNOCKOUT RODENT STUDIES

For each rodent, list the specifics regarding each animal strain utilized for this research project.

	Strain
	Vendor/

Origin
	Gene product¹
	Knockout (KO) or Transgene (T)
	Oncogenic? (yes/no)
	 Known

Hazard? (Yes²/No)
	TAT*  fusion? 

*Membrane transduction domain (Yes³/No)


	Knock-out of gene product or transgene

	
	
	
	
	
	
	
	Tissue specific?
(Yes/No)
	Regulatable (R) / Conditional (C)
	Inducing agent?
(Yes/No)
	Hazards?
(Yes4/No)

	     

	     
	     
	     
	     
	     
	     
	     
	     
	     
	     

	     

	     
	     
	     
	     
	     
	     
	     
	     
	     
	     

	     

	     
	     
	     
	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     
	     
	     
	     
	     


¹  Most work with transgenic and knockout animals will be conducted at Biosafety Level 1.  However, certain vectors used to produce the transgenic or knockout may necessitate a higher Biosafety level (e.g., transgenic mice derived from lentivirus-based vectors).  If this is the case, please list the gene product/vector       and its associated higher Biosafety level:      
² Describe potential hazard for any gene product (if marked “Yes” above):      
³ Describe TAT fusion for any gene product.  TAT fusions are minimum BL2 agents. (if marked “Yes” above):       

4 Describe hazards of the knockout of the gene product or transgene (if marked “Yes” above):      
Does this project also involve the use of infectious agents, plasmids, and/or viral vectors?


 FORMCHECKBOX 
  Yes – Proceed to Section V.


 FORMCHECKBOX 
  No – Does this project involve the use of human/primate cell lines?



 FORMCHECKBOX 
  Yes – Proceed to Section VII. 

                           FORMCHECKBOX 
 No – Proceed to Section IX.

SECTION V.  SELECT AGENTS AND TOXINS

         FORMCHECKBOX 
  I am not using any select agents or toxins                         FORMCHECKBOX 
  I am using the following selects agents or toxins:

	
	VIRUSES
	
	
	FUNGI

	 FORMCHECKBOX 

	Crimean-Congo (BL-4)
	 FORMCHECKBOX 

	Coccidioides immitis (BL-3)

	 FORMCHECKBOX 

	Eastern Equine Encephalitis virus (BL-2)
	 FORMCHECKBOX 

	Coccidiodes posadasii (BL-3)

	 FORMCHECKBOX 

	Ebola viruses (BL-4)
	
	

	 FORMCHECKBOX 

	Hendra virus (BL-4)
	
	TOXINS (29 CFR 1910.1450 and 1910.1200)

	 FORMCHECKBOX 

	Lassa fever virus (BL-4)
	 FORMCHECKBOX 

	Abrin

	 FORMCHECKBOX 

	Marburg virus (BL-4)
	 FORMCHECKBOX 

	Botulinum neurotoxins

	 FORMCHECKBOX 

	Rift Valley fever virus (BL-3)
	 FORMCHECKBOX 

	C. perfringens  toxin

	
	South American haemorrhagic fever viruses: (BL-4)
	 FORMCHECKBOX 

	Conotoxins

	
	 FORMCHECKBOX 

	Flexal
	 FORMCHECKBOX 

	Guanarito
	 FORMCHECKBOX 

	Junin
	 FORMCHECKBOX 

	Machupo
	 FORMCHECKBOX 

	Sabia
	 FORMCHECKBOX 

	Diacetoxyscirpenol

	
	Tick-borne encephalitis complex (flavi) viruses: (BL-4)
	 FORMCHECKBOX 

	Ricin

	 FORMCHECKBOX 

	Central European encephalitis
	 FORMCHECKBOX 

	Far Eastern encephalitis
	 FORMCHECKBOX 

	Saxitoxin

	 FORMCHECKBOX 

	Russian spring/summer encephailits
	 FORMCHECKBOX 

	Kyasanur forest disease
	 FORMCHECKBOX 

	Shigatoxin

	 FORMCHECKBOX 

	Omsk hemorrhagic fever
	 FORMCHECKBOX 

	Shiga-like ribosome inactivating proteins

	 FORMCHECKBOX 

	Variola major virus (Smallpox virus) (BL-4, Restricted)
	 FORMCHECKBOX 

	Staphylococcal enterotoxins

	 FORMCHECKBOX 

	Variola minor virus (Alastrim) (BL-4, Restricted)
	 FORMCHECKBOX 

	Tetrodotoxin

	 FORMCHECKBOX 

	Venezuelan Equine Encephalitis virus (BL-3)
	 FORMCHECKBOX 

	T-2 toxin

	 FORMCHECKBOX 

	Cercopithecine herpesvirus 1 (Herpes B virus) (BL-3/4)
	
	BACTERIA

	 FORMCHECKBOX 

	Monkeypox virus (BL-3, BL-2 if vaccinated)
	 FORMCHECKBOX 

	Bacillus anthracis (BL-3)

	
	
	 FORMCHECKBOX 

	Brucella abortus, B. melitensis, B., suis (BL-3)

	
	USDA PATHOGENS
	 FORMCHECKBOX 

	Burkholderia (Pseudomonas) mallei (BL-3)

	 FORMCHECKBOX 

	African Horse Sickness Virus
	 FORMCHECKBOX 

	Burkholderia (Pseudomonas) psuedomallei (BL-3)

	 FORMCHECKBOX 

	African Swine Fever Virus
	 FORMCHECKBOX 

	Clostridium botulinum (BL-3)

	 FORMCHECKBOX 

	Akabane Virus
	 FORMCHECKBOX 

	Francisella tularensis (BL-3 if vaccinated)

	 FORMCHECKBOX 

	Avian Influenza Virus (highly pathogenic)
	 FORMCHECKBOX 

	Yersinia pestis (BL-3)

	 FORMCHECKBOX 

	Blue Tongue Virus (exotic)
	
	

	 FORMCHECKBOX 

	Camel Pox Virus
	
	
	PLANT PATHOGENS

	 FORMCHECKBOX 

	Classical Swine Fever Virus
	
	 FORMCHECKBOX 

	Liberobacter africanus

	 FORMCHECKBOX 

	Cowdria ruminatum (heartwater)
	
	 FORMCHECKBOX 

	Liberobacter asiaticus

	 FORMCHECKBOX 

	Foot & Mouth Disease Virus
	
	 FORMCHECKBOX 

	Peronosclerospora philippinensis

	 FORMCHECKBOX 

	Goat Pox Virus
	
	 FORMCHECKBOX 

	Phakospora pachyrhizi

	 FORMCHECKBOX 

	Japanese Encephalitis Virus
	
	 FORMCHECKBOX 

	Plum Pox Potyvirus

	 FORMCHECKBOX 

	Lumpy Skin Disease Virus
	
	 FORMCHECKBOX 

	Ralstonia solanacearum race 3, biovar 2

	 FORMCHECKBOX 

	Malignant Catarrhal Fever Virus
	
	 FORMCHECKBOX 

	Schlerophthora rayssiae var zeae

	 FORMCHECKBOX 

	Menangle Virus
	 FORMCHECKBOX 

	Synchytrium endobioticum

	 FORMCHECKBOX 

	Newcastle Disease Virus (VVND) (BL-2)
	 FORMCHECKBOX 

	Xanthomonas oryzae

	 FORMCHECKBOX 

	Nipah Virus (BL-4)
	 FORMCHECKBOX 

	Xylella fastidiosa (citrus variegated chlorosis strain)

	 FORMCHECKBOX 

	Peste Des Petits Ruminants Virus
	
	
	
	
	
	
	

	 FORMCHECKBOX 

	Rinderpest Virus
	
	
	
	
	
	
	

	 FORMCHECKBOX 

	Sheep Pox Virus
	Many of the USDA Animal and Plant Pathogens have specific bio-containment requirements. Please contact the Biosafety Manager or the USDA for details

	 FORMCHECKBOX 

	Swine Vesicular Disease Virus
	

	 FORMCHECKBOX 

	Vesicular Stomatitis Virus (exotic) (BL-3)
	

	 FORMCHECKBOX 

	Mycoplasma capricolum/ M.F38/M. mycoides capri
	

	 FORMCHECKBOX 

	Mycoplasma mycoides mycoides
	

	 FORMCHECKBOX 

	Bovine Spongiform Encephalopathy Agent (BL-3)
	

	
	RICKETTSIAE
	

	 FORMCHECKBOX 

	Coxiella burnetii (BL-3)
	

	 FORMCHECKBOX 

	Rickettsia prowazekii (BL-3)
	

	 FORMCHECKBOX 

	Rickettsia rickettsii (BL-3)
	


SECTION VI.  RECOMBINANT DNA/VECTOR STUDIES
1.  Please describe the species/source of rDNA(s):


 FORMCHECKBOX 
  Organism        


Literature citation if available:      

 FORMCHECKBOX 
  Clone bank      


Literature citation if available:      
2.  Please list and describe the nature of the rDNA(s):

	Genes/Genomic DNA/cDNA/Other 
	Mutated Gene (yes/no)?
	Oncogene (yes/no)?
	Potentially Harmful (explain)?

	     

	     
	     
	     

	     

	     
	     
	     

	     

	     
	     
	     

	     

	     
	     
	     


3.  Will the experimental procedures involve the deliberate transfer of a drug resistance trait to microorganisms and thus compromise the use of drugs commonly used to control disease in humans, veterinary medicine, or agriculture?


 FORMCHECKBOX 
  Yes, describe      

 FORMCHECKBOX 
  No

4.  Are plasmid vectors used in this study?   Note:  Attach maps for any non-commercial or custom-made plasmid vectors, or when changes have been made to the vector backbone.

 FORMCHECKBOX 
  Yes, describe      

 FORMCHECKBOX 
  No

5.  Are viral vectors used in this study?  Note:  Attach maps for any non-commercial or custom-made viral vectors, or when changes have been made to the vector backbone.


 FORMCHECKBOX 
  Yes, describe      

 FORMCHECKBOX 
  No  - continue to question 6.
     
5a.  Are you using any helper viruses or packaging cell lines?



 FORMCHECKBOX 
  Yes, describe      


 FORMCHECKBOX 
  No


5b.  If you are using a virus, is it replication competent?  Note:  Adenoviruses are always 

                   considered replication competent.


 FORMCHECKBOX 
  Yes



 FORMCHECKBOX 
  No, describe validation tests to confirm replication incompetence:      

5c.  Are you using a lentiviral vector system (it must be a 3rd generation system)?




 FORMCHECKBOX 
  Yes, check the appropriate box to indicate how you will acquire the lentiviral vector





 FORMCHECKBOX 
  Produce in IU Vector Production Facility





 FORMCHECKBOX 
  Produce in own laboratory





 FORMCHECKBOX 
  Obtain from outside supplier/vendor.  Source:        



 FORMCHECKBOX 
  No 


IMPORTANT:  All production of lentiviral vector stocks will be conducted at BL2 using BL3 practices.  All


in-vitro work with lentiviral vector that is not tested for replication competent viral contaminants will be 


conducted at BL2 with BL3 practices. Lentiviral vector tested and proven to be free of replication competent


viral contaminants may be handled at BL2. Consult the IU Vector Production Facility or the IBC for lentiviral 


testing information.


List the assay that will be used to test lentiviral vector stocks for replication competent viral


contaminants (if applicable):      

Check ALL boxes applicable to your work using the lentiviral vector.  Appropriate Biosafety levels are 


listed in parentheses.  Tested means that the vector does not contain replication competent virus.




 FORMCHECKBOX 
  Cell culture work 





 FORMCHECKBOX 
  Tested (BL2)
 FORMCHECKBOX 
  Untested (BL2 with BL3 practices)




 FORMCHECKBOX 
  Implantation of lentivirus-transduced cells in animals (BL2)




 FORMCHECKBOX 
  Infection of animals with lentivirus vector (BL2)




 FORMCHECKBOX 
  Tissue harvest from animals infected with lentivirus or implanted with lentivirus-




transduced 
cells (BL2)




 FORMCHECKBOX 
  Transgenic rodent made using lentivirus and then subsequent infection with another 





lentiviral system (BL2 with BL3 practices)




 FORMCHECKBOX 
  Human clinical trial (BL2 with BL3 practices)





6.  Does the vector expand the host’s range (is the product now potentially infectious in other organisms or cells not normally infected)?


 FORMCHECKBOX 
  Yes, describe      

 FORMCHECKBOX 
  No

7.  Does this project involve large scale (>10 liters of culture) research or production?


 FORMCHECKBOX 
  Yes, additional guidelines apply.  Contact the Biosafety Officer at 274-2830.


 FORMCHECKBOX 
  No

SECTION VII.  CELL LINES AND PHYSICAL CONTAINMENT
1.  Please list all microorganisms/whole animals/plants/cell lines/infectious agents that will be used as a host for the vectors described in questions 5 and 6:
Refer to the most recent NIH guidelines http://www4.od.nih.gov/oba/rac/guidelines/guidelines.html
                                      Or CDC guidelines http://www.cdc.gov/od/ohs/biosfty/bmbl4/bmbl4/toc.htm
                               Or ABSA Risk Groups http://www.absa.org/resriskgroup.html
	Infectious Agent/(Micro)Organism/Whole Animal/Cell line/Etc.
NOTE:  Work with human cell lines is considered RG2/BL2
	Source/Vendor
	Risk Group (RG1, RG2, RG3, RG4)
	Biosafety Level

(BL1/BL2/

BL2w/BL3 practices/BL3)

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     


2.  Please check the appropriate physical containment for this protocol.

     Refer to the most recent NIH guidelines http://www4.od.nih.gov/oba/rac/guidelines/guidelines.html
                                      Or CDC guidelines http://www.cdc.gov/od/ohs/biosfty/bmbl4/bmbl4/toc.htm
                               Or ABSA Risk Groups http://www.absa.org/resriskgroup.html

 FORMCHECKBOX 
  BL1

 FORMCHECKBOX 
  BL2

 FORMCHECKBOX 
  BL2 w/BL3 practices

 FORMCHECKBOX 
  BL3

SECTION VIII.  ABBREVIATIONS

Include a list of abbreviations (with definitions) that are used in this study application.

	Abbreviation
	Definition

	     
	     

	     
	     

	     
	     

	     
	     

	     
	     

	     
	     

	     
	     


SECTION IX.  BIOSAFETY LEVELS

1. Biosafety Level 1 or higher:  The following guidelines apply to all biological research, regardless of the designated Biosafety Level at Loyola University Chicago.

a. Handwashing:  Hands must be washed immediately or as soon as feasible after removing gloves or other personal protective clothing.
b. Personal Protective Equipment (PPE):  PPE such as gloves, safety glasses and a laboratory coat should be worn whenever biological work is conducted in the laboratory.  No sandals are allowed in the laboratory.
c. Use of Sharps:  Minimize the use of and exposure to sharps in the workplace.  Never recap, bend or shear needles.  As often as possible, replace glassware with less damaging materials such as plastic.  Keep sharps containers readily available in all locations where sharps waste may be generated.  In order to avoid accidental injury, do not overfill sharps containers.
d. Food and Beverage:  Eating, drinking, storing food and drink for human consumption, smoking, applying cosmetics or lip balm and handling contact lenses in the laboratory or other work areas is prohibited.  This prohibition shall be well posted.
e. Aerosol Generation:  Any procedures that could potentially generate aerosols or other inhalation hazards must be performed in a manner that will minimize airborne pathogen transmission.
f. Proper Labeling:  Place a color-coded label incorporating the universal biohazard symbol on any potentially contaminated equipment or work surface to warn others of biohazard contamination that may not be easily visible.  This includes freezers, refrigerators and incubators. 
g. Autoclave Safety:  Always wear heat-resistant gloves, goggles or safety glasses, and a laboratory coat when opening an autoclave.  Be sure to allow the superheated steam to exit before attempting to remove the contents.
h. Spills:  Always clean spills from the periphery of the spill towards the center, after placing paper towels over the spill.  Make sure that the cleaning materials are disposed of in an appropriate manner.
i. Mouth Pipetting:  Mouth pipetting may lead to accidental ingestion of biological specimens and is strictly prohibited.
j. Decontamination Procedures:  A fresh 0.5 – 1 percent sodium hypochlorite (a 1 to 10-20 dilution of household bleach) will be used to decontaminate equipment and work surfaces.  In locations where bleach would cause corrosion, an iodophor (e.g., Wescodyne) will be used to decontaminate.
k. Local Transport of Infectious Materials:  All infectious materials transported to and from the laboratory will be enclosed in a primary container with a sealed lid or top, which will then be enclosed in a secondary leak-proof, rigid container (e.g., a Coleman cooler) appropriately labeled with biohazard symbol.  A responsible lab employee shall escort any specimens transported to and from off-campus satellite facilities.  Packaging and labeling must comply with the IATA dangerous goods or DOT hazardous materials regulations.
l. Storage:  All infectious materials to be stored will be clearly labeled with the universal biohazard symbol as will the storage space (e.g., freezers and refrigerators).
m. Bloodborne Pathogens:  All PIs using human blood or blood products, unfixed tissue, body fluids or organ or cell cultures of human origin will follow the procedures outlined in the IUPUI Bloodborne Pathogen Exposure Control Plan.  
n. Transport of Select Agents/Toxins:  EH&S must be notified of all transfers or shipments off campus.
Are there proposed deviations from these standard procedures?

 FORMCHECKBOX 
  Yes, describe       
 FORMCHECKBOX 
  No

2. Biosafety Level 2 or higher:  The following statements apply to research at Biosafety Level 2 or higher and must be completed by the Principal Investigator.  Check all that apply.

a. Agent Hazard:  
Agent(s):      
Pathway(s):  FORMCHECKBOX 
 skin contact    FORMCHECKBOX 
 eye contact   FORMCHECKBOX 
 inhalation   FORMCHECKBOX 
 ingestion   FORMCHECKBOX 
 injection   FORMCHECKBOX 
 N/A

Dangers:       
b. Laboratory Access:  
 FORMCHECKBOX 
  Limited to personnel directly involved with research and who have been trained on protocol

 FORMCHECKBOX 
  Locked laboratories with limited public access

 FORMCHECKBOX 
  Other      
c. Personal Protective Equipment and Practices:
 FORMCHECKBOX 
 Lab Coats   FORMCHECKBOX 
 Latex gloves   FORMCHECKBOX 
 Face shield   FORMCHECKBOX 
 Safety glasses   FORMCHECKBOX 
 Masks   FORMCHECKBOX 
 Biosafety cabinet

 FORMCHECKBOX 
 Other      
d. Surveillance for infections:

 FORMCHECKBOX 
 Sero-testing   FORMCHECKBOX 
 Baseline serum sampling  
 FORMCHECKBOX 
  N/A
 FORMCHECKBOX 
 Other      
Describe program      
e. Disinfection procedures: (Note:  solutions from stock concentrations must be assigned an expiration date)

 FORMCHECKBOX 
 10% bleach (<24 hours old)   FORMCHECKBOX 
 70% ethanol   FORMCHECKBOX 
 1% SDS   FORMCHECKBOX 
 Iodophor   FORMCHECKBOX 
 Cidex   FORMCHECKBOX 
Other      
f. Disposal methods:

 FORMCHECKBOX 
  Animals:  animal carcasses will be disposed of by the LARC facility.

 FORMCHECKBOX 
  Solid biohazardous waste:  will be autoclaved prior to disposal

 FORMCHECKBOX 
  Liquid biohazardous waste:  will be treated with bleach prior to disposal

 FORMCHECKBOX 
  Other      
g. Oversight:  Day-to-day supervision of laboratory operations and personnel in PI’s absence

Name/Campus address/phone:      
h. Transportation of animals:

 FORMCHECKBOX 
  Conducted in approved cages and only with animals directly involved with the research performed

 FORMCHECKBOX 
  Other      
 FORMCHECKBOX 
  Not applicable

i. Transportation of Biohazardous Materials:

 FORMCHECKBOX 
  Labeled, rigid, leakproof containers

 FORMCHECKBOX 
  Other      
 FORMCHECKBOX 
  Not applicable

j. In case of emergency, call:

Name/number:      
k. Aerosol containment:

 FORMCHECKBOX 
  Vortexing/mixing/centrifugation performed in tightly capped tubes

 FORMCHECKBOX 
  Centrifugation performed in aerosol containment capsules for BL3 containment

 FORMCHECKBOX 
  Pipetting or other procedures performed in Biosafety cabinet

 FORMCHECKBOX 
  Other      
 FORMCHECKBOX 
  Not applicable

3. Health Surveillance/Immunization Programs

If you are working with any of the agents listed below, you must develop an appropriate health surveillance and/or immunization program for the safe conduct of your protocol.  If you need assistance, please contact the Biosafety Officer at ext. 83367.

The following health surveillance immunization programs/requirements will be implemented:

Bloodborne Pathogens:  This training must be offered when 

human cell lines or human infectious agents are employed.
HBV vaccination and declination form, post-exposure 

follow-up, treatment at no cost to employees, initial BBP training and annual
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 N/A

retraining and universal precautions.  

Orthopoxviruses (vaccinia and others):  Medical screening, vaccination and 
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 N/A

contraindication awareness and training


Serum sample banking:  Consult with Environmental Health and Safety
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 N/A

If a custom health surveillance/immunization program will be in effect, please attach a one-paragraph description of this program.  Be sure to consult Employee Health Services first.

SECTION X.  INVESTIGATOR STATEMENT

The Principal Investigator is responsible for providing adequate training and supervision of staff in microbiological techniques and practices required to ensure safety and for procedures in dealing with accidents.  The investigator is responsible for enforcing federal regulations regarding laboratory safety for all persons who work under his/her direction.  The investigator is responsible for correcting work errors and conditions that may result in the release of rDNA materials, biohazardous materials, or infectious agents and ensuring the integrity of the physical containment.  Any work related injury or exposure must be reported to The Biosafety Officer. The investigator is also responsible for ensuring that co-investigators, if any, employ the necessary safeguards to protect laboratory personnel, students, and the community from potential hazards posed by the project.  The investigator must ensure that staff has read this protocol and the Biosafety manual.

I certify that I have read the above statements and agree that I and all listed participants will abide by those statements as well as all Loyola University Chicago policies and procedures governing the use of infectious agents and other biological materials as outlined in this application and in the Loyola University Chicago Biosafety Manual. In addition, I will:

· Abide by the General Duty Clause of OSHA and take full responsibility to ensure that listed personnel have received or will receive appropriate training in safe laboratory practices and procedures for this protocol before any work begins on this project and at least annually thereafter. Also, all listed personnel who have occupational exposure to bloodborne pathogens will be trained annually;

· Follow the health surveillance practices as approved for this protocol and inform those working on the protocol about appropriate emergency assistance information for their location(s);

· Inform Employee Health Services of any research-related accident or illness as soon as possible after its occurrence;

· Submit in writing a request for approval from RSP of any significant modifications to the study, facilities or procedures; and;

· Adhere to Loyola University Chicago Biosafety guidelines referred to in this application as well as comply with the requirements of the Biosafety Manual.
I understand my responsibility with regard to laboratory safety and certify that the protocol as approved by the IBC will be followed during the period covered by this research project.  Any future changes will be submitted for IBC review and approval prior to implementation.

Changes, such as adding co-investigators, cell lines, or transgenic animals may be submitted by downloading the amendment form from the Loyola Compliance website at http://www.research.luc.edu/compliance  and submitting itto the IBC.  Major changes, such as adding new infectious agents or upgrading Biosafety levels may require additional documentation besides the completed amendment form. 

To ensure that the IBC has the most current information when reviewing a study, it has established a 3-year re-review policy for on-going IBC studies that have been approved at BL-1 or higher.  The policy requires principal investigators (PIs) to submit a protocol renewal/update form to the IBC every 3 years.  I understand I must submit the protocol renewal/update form in advance of the renewal date to the IBC.  

	Signature of Investigator:


	Date:

	Signature of Authorized IBC Representative:


	Date:

	Signature of Biosafety Officer:


	Date:


Appendix A

Definitions from the NIH Guidelines for use of Exempt rDNA Molecules

Recombinant DNA:

In the context of the NIH guidelines, recombinant DNA molecules are defined as either:

1.
Molecules that are constructed outside living cells by joining natural or synthetic DNA segments to DNA molecules that can replicate in a living cell, or

2.
Molecules that result from the replication of those described in 1.

Exempt Categories of rDNA Experiments (if any apply, Complete this registration):

--NIH Guidelines (Section III-F; Appendix A, Appendix C)

1.
rDNA containing less than 2/3 of an eukaryotic viral genome propagated in cell culture (with the exception of DNA from Risk Group 3, 4, or restricted agents)

2.
rDNA work involving E. coli K12, S. cerevisiae, and B. subtilis hot-vector systems (with the exception of DNA from Risk Group 3, 4, or restricted agents).  Exempt registrations are reviewed by an expedited process.

3.
Those that are not in organisms or viruses.

4.
Those that consist entirely of DNA segments from a single nonchromosomal or viral DNA source, though one or more of the segments may be a synthetic equivalent.

5.
Those that consist entirely of DNA from a prokaryotic host including its indigenous plasmids or viruses when propagated only in that host (or a closely related strain of the same species), or when transferred to another host by well established physiological means. 

6.
Those that consist entirely of DNA from a eukaryotic host including its chloroplasts, mitochondria, or plasmids (but excluding viruses) when propagated only in that host (or a closely related strain of the same species).

7.
Those that consist entirely of DNA segments from different species that exchange DNA by known physiological processes, though one or more of the segments may be a synthetic equivalent.  A list of such exchangers can be found in Section IV-C-1-b-(1)-(c), Major Actions).  For a list of natural exchangers that are exempt from the NIH Guidelines, see Appendices A-I through A-VI, Exemptions Under Section III-F-5--Sub lists of Natural Exchangers. 

8. Those that do not present a significant risk to health or the environment (see Section IV-C-1-b-(1)-(c), Major Actions), as determined by the NIH Director, with the advice of the RAC, and following appropriate notice and opportunity for public comment.  See Appendix C, Exemptions under Section III-F-6 for other classes of experiments which are exempt from the NIH Guidelines. 

Appendix B 

Example of Completed Table for Question B.7

	Nature/Source of DNA
	Host(s)
	Vector(s)
	Experimental Use

	Major histocompatibility complex class II (mouse)


	E. coli (K-12)

E. coli

Yeast
	Plasmid, Bluescript, 

pET21

pDHIL
	Cloning, sequencing

Over-expression of protein in E. coli for structure/function

Over expression of protein in yeast for structure/function

	cDNA (human) for MAP kinase
	E. coli

Cultured mammalian cells (not human or primate cells)


	Lambda gt10

Commercially available plasmids
	CDNA Library, screen for clones

	cDNA (human) for protein kinase A (wild-type and mutant forms of)

cDNA (mouse) for nonmuscle myosin heavy chain
	Cultured mammalian cells (not human or primate cells)
	pRC2 and pCMV2
	Over-expression of recombinant protein in cultured cells; functional studies 

	Heme B3-8 gene

(human)
	E. coli
	pUC19
	PCR amplification to generate probe for screening cDNA and genomic library

	Promoter of BMP2

(mouse)
	E. coli

F9 cells (mouse)
	Reporter plasmid, pGL2-promoter (luciferase)
	Transient transfections to study promoter activity

	Nitric oxide synthase

(bovine)
	E. coli

Insect cells (SF9)

Cultured cells (not human or primate), yeast
	Plasmid, pFASTBAC.

Baculovirus, AcNPV,

pCMV5
	Over- FORMDROPDOWN 
expression of protein or mutant forms of the protein in insect or mammalian cells

	Beta-Galactosidase (LacZ gene), (E. coli); Green fluorescent protein (GFP)
	E. coli
	Plasmid, pUB110, pS194, pT127
	Gene expression and function studies 


Appendix C
Definition of Transgenic Animal

This section covers experiments involving whole animals in which the animal's genome has been altered by stable introduction of recombinant DNA, or DNA derived therefrom, into the germ-line (transgenic animals) and experiments involving viable recombinant DNA-modified microorganisms tested on whole animals. For the latter, other than viruses which are only vertically transmitted, the experiments may not be conducted at BL1-N containment. A minimum containment of BL2 or BL2-N is required. 

Appendix D

LAB PERSONNEL
	Name
	Title
	Responsibilities

	     

	     
	     

	     

	     
	     

	     

	     
	     

	     

	     
	     

	     

	     
	     

	     

	     
	     


Appendix E
Loyola University Chicago
Institutional Biosafety Committee
Minimum Guidelines for TAT Protein Use 
The IBC has become aware of investigators either wanting to initiate or purchase Trans-Activating Transduction (TAT) proteins or other tags which promote protein entry into cells. Many investigators initially view TAT fusion protein expression vectors- as just one of the many plasmids, which they may use in their laboratory and as such, submission to the IBC may be a unexpected requirement. They may also view use of TAT fusion proteins outside the purview of the IBC. Expression of a TAT- fusion protein, even in bacteria, is considered rDNA work and falls under the auspice of the IBC particularly since the TAT protein has potentially distinctive and unknown infectious qualities. As such, the use of the TAT protein is categorized as biosafety level 2 (BSL2). 
TAT Protein use may be pursued if the guidelines listed below are followed: 
A. Laboratory Containment, Practice, and Technique for TAT (or similar) protein studies (BL2):
1. TAT Protein must be handled as a potentially hazardous material.
2. Some proteins are more toxic and/or immunogenic and should be identified.
3. Plastic backed absorbent lab paper should be used on all laboratory bench surfaces to absorb spills and splashes. All things that come in contact with TAT proteins should be regarded as contaminated.
4. Biological safety cabinet (preferred) or designated space is recommended.
5. Avoid aerosol-generating activities or use appropriate safety equipment such as biological safety cabinets and sealed centrifuge tubes.
B. Personal Protection required:
1. Mouth pipetting is NOT allowed. 

2. Lab coats must be worn. 

3. Disposable latex, nitrile, or equivalent gloves must be used. 
4. Safety goggles must be worn. 

5. Avoid direct contact with the skin, cuts, mucous membranes. 
6. Wash well after working with TAT material. 
C. Decontamination Procedures: 
In the event of a spill, while wearing gloves, lab coat, and safety glasses:
1. Decontaminate work surfaces using a detergent with a protease enzyme (like Terg-A-Zyme) for 10-20 minutes. 

2. Wash with water and then wipe with a 70% ethyl alcohol solution. 
D. Disposal Procedures: 
1. Deactivate and dispose of TAT solutions and cultures using standard autoclave procedures. 

2. Dilute solutions can be deactivated using a 1:10 dilution of bleach (sodium hypochlorite solution) in a 1:1 mixture with the TAT solution, let sit for five to ten minutes. Dispose by sewer drain with copious amounts of water. 
E. TAT Protein research approval: 
TAT Protein research must be approved by the IBC prior to its initiation. When any revision to an approved protocol is desired, an amendment must be filled with the IBC. The IBC reserves the right to approve exceptions to the above guidelines on a case-by-case basis. A protocol or an amendment to an existing protocol must be submitted to purchase, synthesize or express TAT proteins. 
The protocol or amendment must indicate: 
1. What peptide you are linking on to 
2. What you are using as target cells 
3. What are the harmful consequences, if any, when expressed? 
References: 
Becker-Hapak M, McAllister SS, Dowdy SF. TAT-mediated protein transduction into mammalian cells.
Methods. 2001 Jul;24(3):247-56. Review.
Schwarze SR, Hruska KA, Dowdy SF. Protein transduction: unrestricted delivery into all cells?
Trends Cell Biol. 2000 Jul;10(7):290-5. Review.
Backus, B.D., Dowdy, S.F., Boschert, K.R., and Richards, T.L, Becker-Hapak, M. (2000). Safety Guidance for Laboratory Personnel Working with Trans-Activating Transduction (TAT) Protein Transduction Domains. American Chemical Society Journal of Chemical Health and Safety (submitted).
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