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IBC Application Form
Due to new policies being implements to ensure compliance at Carilion, this form must be completed and submitted to the Carilion Institutional Biosafety Committee via Research and Development for any and all protocols proposing the use of, or work with, recombinant or synthetic nucleic acid molecules and/or potentially biohazardous material conducted at any location within Carilion. This application must include a protocol. Should you have any questions about the process, please contact R&D at (P) 540-985-8510, (F) 540-985-9816, or research@carilionclinic.org.
	I. General Project Information

	Carilion Principal Investigator/ Program Director:
		

	Department & Address:
		

	Phone / Email:
		

	PROJECT TITLE:
		

	Project Start Date:
	                                                                         	

	Project Stop Date:
	                                                                      
	II. Location(s) of Activities

	Facility
	Location
	Bio-Containment Level
	Experimental work

	                                            	
	Choose One
	Choose One

	                                                     	
	Choose One
	Choose One

	                                                      	
	Choose One	 
	Choose One	 

	                                                    	
	Choose One
	Choose One

	III. Co-Investigators

	Co- or Sub- Investigators Name:
	Organization / Company:
	Responsibilities:

	                                            	                                                     	                                                      
	                                                     	                                                     	                                                     
	                                                      	                                                      	                                                       	 

	                                                    	                                                      	                                                      
	All Investigators must submit a Biographical Sketch (attached) outlining his/her qualifications as it relates to this project	

	IV. Students

	Student’s Name:
	School:
	Department:
	Project Affiliation:

	                                     	                                     	                                     	Choose One

	                                      	                                      	                                      	Choose One

	                                      	                                      	                                      	Choose One

	                                      	                                      	                                      	Choose One

		V. Funding Source

	Funding Source
	Grant #/Funding Institution

	Choose One
	

	Choose One
	

	Choose One
	



Principal Investigator’s Statement: As Principal Investigator, I confirm that I have read and understand the “GA 104 – Responsibilities of the Principal Investigator” Standard Operating Procedure and confirm that I understand that I am ultimately responsible for the research related activities conducted under this protocol and am ultimately accountable for the conduct of any and all co-investigators and students working on my protocol. 
Signature:   _______________________________                       Date: _____________________	




	VI. Storage of Biohazardous Materials

	Item, Material or Agent to be Stored:
	Facility:
	Storage Area/Unit:

	Choose One
	
	

	Choose One
	
	

	Choose One
	
	

	Choose One
	
	

	VII. Non-Technical Synopsis

	Please give a brief description (50-75 words) of the activity easily understood by nonscientists. Use phrasing and words that would be easily understood by someone having no knowledge of your project. Avoid using abbreviations and technical vocabulary or phrases.

		




	VIII. Microbiological Hazard Registration
List all microbiological agents to be used in your protocol this includes agents that may also be listed in other sections/categories. Attach SOPs and Pathogen Safety Data Sheets that are not otherwise provided by the BSRL. Pathogen Safety Data Sheets can be found at http://www.phac-aspc.gc.ca/lab-bio/res/psds-ftss/index-eng.php                                                                                                                       
      
CHECK HERE IF NOT WORKING WITH  ☐


	Pathogen
	Genus Species
	Disease
	Risk Group
	Host Range
	Transmission
	Signs & Symptoms
	[bookmark: _GoBack]Other Pertinent Information

	 

	                    
	                     
	☐ 1
☐ 2
	 

	                    
	                     
	                     

	 

	                    
	                     
	☐ 1
☐ 2
	 

	                    
	                     
	                     

	 

	                    
	                     
	☐ 1
☐ 2
	 

	                    
	                     
	                     






	IX. rDNA Registration
(complete this section for projects using recombinant DNA. Attach SOPs that are not 
otherwise provided by the BSRL.)      or       NONE ☐

	Vector: specific phage, plasmid, or virus
	Acquired by: state company or colleague name
	Backbone: specify names, originals or designations
	Risk Group: (see BMBL 5th Ed.)
	Hosts: Including strain designation

	                                  
	                                  
	                                  
	                                  
	                                  

	                                  
	                                  
	                                  
	                                  
	                                  

	                                  
	                                  
	                                  
	                                  
	                                  



	Recombinant Genes / DNA sequences encoded:
	Source: 
(human, rat, HIV, etc.)
	Function:
	Encodes Oncogene?
	Encodes a toxin, or antibiotic resistance?
	Is inserted DNA  > 2/3 of source genome?

	                                  
	                                  
	                                  
	☐ No
☐ Yes 
	☐ No
☐ Yes 
	☐ No
☐ Yes 

	                                  
	                                  
	                                  
	☐ No
☐ Yes
	☐ No
☐ Yes
	☐ No
☐ Yes

	                                  
	                                  
	                                  
	☐ No
☐ Yes
	☐ No
☐ Yes
	☐ No
☐ Yes

	1. Are there any times that you anticipate the material will be housed or transported outside of the Basic Science Research Laboratory?  ☐ No 
    ☐ Yes - __________________________________________________________________________

	2. State the methods of gene transfer (electroporation, competent cell, etc.). 
___________________________________________________________________________________________

	3. Will protein be expressed?  ☐ No 
    ☐ Yes - _________________________________________________________________________________

	4. Will transgenic animal or plants be produced?  ☐ No
    ☐ Yes - _________________________________________________________________________________

	5. Are greater than 10L of any culture produced at a time?  ☐ No
    ☐ Yes - _________________________________________________________________________________ 

	6. Indicate the section(s) of the NIH Guidelines under which this work falls, including sub-sections. (The NIH Guidelines for research involving rDNA can be found at http://osp.od.nih.gov/sites/default/files/NIH_Guidelines.html :
☐ Section III-C, Subsection: ___________________________________________________________	
☐ Section III-D, Subsection: ___________________________________________________________	
☐ Section III-E, Subsection: ___________________________________________________________	
☐ Other, Explain: ___________________________________________________________________	


	X. Mammalian Cell Registration
(if you will be working with mammalian cell lines then complete this section. Attach SOPs that are not 
otherwise provided by the BSRL.)          or       NONE ☐

	Name:
	ATCC # or N/A
	Species
	Morphology
	Biosafety Level
	Tumorigenic
	Transformed w/ Virus?
	Stock at BSRL?

	                    
	                    
	                    
	                    
	                    
	☐ No ☐ Yes
	☐ No ☐ Yes
If yes, name:
                    
	☐ No ☐ Yes
If yes, where
                    

	                    
	                    
	                    
	                     
	                    
	☐ No ☐ Yes
	☐ No ☐ Yes
If yes, name:
                    
	☐ No ☐ Yes
If yes, where
                    

	                    
	                    
	                    
	                     
	                    
	☐ No ☐ Yes
	☐ No ☐ Yes
If yes, name:
                    
	☐ No ☐ Yes
If yes, where
                    

	XI. Acute Toxins Registration
(list all toxins to be used or stored in the BSRL that have an LD50 of < 100. Attach SOPs that are not
otherwise provided by the BSRL.)                       or       NONE ☐

	Toxin
	LD50
	Amount on Hand
	Location of Locked Cabinet
	Method for Disposal

	                            	                            	                            	                            	                            
	                            	                            	                            	                            	                            
	                            	                            	                            	                            	                            
	                            	                            	                            	                            	                            
	XII. General Safety
(applicable to all sections of this form)

	Personal Protective Equipment (PPE): 
Indicate all PPE the will be worn by individuals conducting this protocol:
☐ Lab Coat/Smock                           ☐ Gown                                              ☐ Gloves
☐ Surgical Mask                               ☐ HEPA Respirator                           ☐ Eye Protection
☐ Foot Protection                             ☐ Head Protection                              ☐ Other: _____________________

Indicate all PPE the will need to be worn by others working in the lab:
☐ Lab Coat/Smock                           ☐ Gown                                              ☐ Gloves
☐ Surgical Mask                               ☐ HEPA Respirator                           ☐ Eye Protection
☐ Foot Protection                             ☐ Head Protection                              ☐ Other: _____________________




	Disinfection, Decontamination, Disposal: Give percentages and contact times you will use
☐ Biological Waste from this protocol will be autoclaved:    ☐ Not Applicable
          ☐ Onsite, Room #: _____________________                       ☐ By Carilion contractor, Stericycle

☐ Liquid Biological Waste from the protocol will be treated with                                                       
          for  ________________  minutes, then poured down the drain in the sanitary sewer.

☐ Solid Biological Waste will be treated with __________________________ and then placed into DOUBLE 
          Red biohazardous bags. The bags will then be placed into a labeled biohazard waste container for 
          removal housekeeping staff / contractor listed above.

☐ Bench tops will be cleansed after each use by using ______________________________ for a contact
          time of _______________ minutes.	

☐ Spills will be contained after each use by using ______________________________ for a contact
          time of _______________ minutes.

	MSDS Sheets: List the MSDS Sheets that you will be providing as attachments to this application for the agents that you will be using for your protocol:
____________________________________     ________________________________
____________________________________     ________________________________
____________________________________     ________________________________


	Training: 
Please have each team member complete the Training Checklist attached to this application.


	PI Assurances: 
By signing below you agree that (1) ANY changes made to the protocol or study team will be submitted to the IBC for review prior to the implementation of said changes; (2) You agree to oversee and be responsible for any and all work associated with this protocol; (3) You agree that all work will be conducted in accordance with the NIH Guidelines for research as outlined in the Biosafety in Medical and Biomedical Laboratories (BMBL) 5th Edition Manual, and in accordance with federal and state laws, as well as all Carilion policies and Standard Operating Procedures (SOPs).
 
Signature: ____________________________________     Date: _____________________

	IBC Representative:

Date Received: _________________________     By: ________________________________

Is the application complete, including a protocol, all appropriate attachments, and all training requirements necessary for the conduct of this protocol?   _____   If “no” please indicate what requirements must be met before submission to the IBC: _____________________________________________________________
______________________________________________________________________________________

Date IBC Review Scheduled: ______________________   Date PI notified: ____________________



TRAINING CHECKLIST
	Protocol Title:                                                                                                                                                             

	Principal Investigator:                                                                                          

	
Name of Person to whom this Checklist applies:   ___________________________________________ 


	Have your read and understood the Research Biosafety Policy?

	☐Yes ☐ No

	Have you read and understood the Basic Science Research Laboratory Biosafety Manual including all applicable Standard Operating Procedures and Safety Data Sheets?
	☐Yes ☐ No

	Have you completed the Biosafety and Biosecurity online training through the Collaborative Institutional Training Initiative (CITI)?
	☐Yes ☐ No

	Have you read and understood the protocol on which you will be working?

	☐Yes ☐ No

	Do you understand the PPE necessary for the conduct of your work in the lab?

	☐Yes ☐ No

	
	☐Yes ☐ No

	Signatures and Assurances:

	Trainee Signature:                                                                                 Date:

	Supervising PI Name (as applicable):                                                                                                              
PI Signature:                                                                                           Date:

	BSRL Manager Name:                                                                                                                                         
Signature:                                                                                                Date:





OMB No. 0925-0001 and 0925-0002 (Rev. 10/15 Approved Through 10/31/2018)
BIOGRAPHICAL SKETCH
Provide the following information for the Senior/key personnel and other significant contributors.
Follow this format for each person.  DO NOT EXCEED FIVE PAGES.
NAME:
eRA COMMONS USER NAME (credential, e.g., agency login) (OPTIONAL):
POSITION TITLE:
EDUCATION/TRAINING (Begin with baccalaureate or other initial professional education, such as nursing, include postdoctoral training and residency training if applicable. Add/delete rows as necessary.)
	INSTITUTION AND LOCATION
	DEGREE
(if applicable)

	Completion Date
MM/YYYY

	FIELD OF STUDY


	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	



NOTE: The Biographical Sketch may not exceed five pages. Follow the formats and instructions below. 
A.	Personal Statement
Briefly describe why you are well-suited for your role(s) in the project described in this application. The relevant factors may include aspects of your training; your previous experimental work on this specific topic or related topics; your technical expertise; your collaborators or scientific environment; and your past performance in this or related fields (you may mention specific contributions to science that are not included in Section C).   Also, you may identify up to four peer reviewed publications that specifically highlight your experience and qualifications for this project.   If you wish to explain impediments to your past productivity, you may include a description of factors such as family care responsibilities, illness, disability, and active duty military service. 
B.	Positions and Honors
List in chronological order previous positions, concluding with the present position. List any honors. Include present membership on any Federal Government public advisory committee.
C.	Contribution to Science
Briefly describe up to five of your most significant contributions to science. For each contribution, indicate the historical background that frames the scientific problem; the central finding(s); the influence of the finding(s) on the progress of science or the application of those finding(s) to health or technology; and your specific role in the described work. For each of these contributions, reference up to four peer-reviewed publications or other non-publication research products (can include audio or video products; patents; data and research materials; databases; educational aids or curricula; instruments or equipment; models; protocols; and software or netware) that are relevant to the described contribution. The description of each contribution should be no longer than one half page including figures and citations. Also provide a URL to a full list of your published work as found in a publicly available digital database such as SciENcv or My Bibliography, which are maintained by the US National Library of Medicine.
D.	Research Support
List both selected ongoing and completed research projects for the past three years (Federal or non-Federally-supported). Begin with the projects that are most relevant to the research proposed in the application. Briefly indicate the overall goals of the projects and responsibilities of the key person identified on the Biographical
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