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Human Gene Transfer Experimentation Involving
Recombinant or Synthetic Nucleic Acid Molecules 
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I. BASIC INFORMATION

	Title of Project:
	[bookmark: Text203]     



	IRB  #
	[bookmark: Text251]     
	Approval Date
	[bookmark: Text254]     

	FDA #
	[bookmark: Text253]     
	Approval Date
	[bookmark: Text256]     





Section I. A:   Principal Investigator
Please provide at least one after hours emergency contact number. This is required by facilities maintenance.

	Name:
	[bookmark: Text241]     
	  
	Title:
	[bookmark: Text246]     

	Department:
	[bookmark: Text242]     
	  
	Mail Code:
	[bookmark: Text247]     

	Office Phone:
	[bookmark: Text243]     
	  
	Fax:
	[bookmark: Text248]     

	Lab Phone:
	[bookmark: Text244]     
	  
	Cell phone:
	[bookmark: Text249]     

	Pager :
	[bookmark: Text245]     
	  
	E-Mail Address:
	[bookmark: Text250]     




Section I. B:  Clinical Personnel
Table 1.  List of personnel involved in supervising activities/treatments covered under this research registration
	First Name/ Last Name
	Job Title
	Department / Institution
	Phone Number

	[bookmark: Text141]1.      
	[bookmark: Text207]     
	[bookmark: Text216]     
	[bookmark: Text206]     

	[bookmark: Text233]2.      
	[bookmark: Text208]     
	[bookmark: Text217]     
	[bookmark: Text225]     

	[bookmark: Text234]3.      
	[bookmark: Text209]     
	[bookmark: Text218]     
	[bookmark: Text226]     

	[bookmark: Text235]4.      
	[bookmark: Text210]     
	[bookmark: Text219]     
	[bookmark: Text227]     

	[bookmark: Text236]5.      
	[bookmark: Text211]     
	[bookmark: Text220]     
	[bookmark: Text228]     

	[bookmark: Text237]6.      
	[bookmark: Text212]     
	[bookmark: Text221]     
	[bookmark: Text229]     

	[bookmark: Text238]7.      
	[bookmark: Text213]     
	[bookmark: Text222]     
	[bookmark: Text230]     

	[bookmark: Text239]8.      
	[bookmark: Text214]     
	[bookmark: Text223]     
	[bookmark: Text231]     

	[bookmark: Text240]9.      
	[bookmark: Text215]     
	[bookmark: Text224]     
	[bookmark: Text232]     




Table 2.  Personnel training information (Consult Table 1 to designate personnel’s number)
	
Clinical Personnel
	Annual BBP Training
	Specific Procedure(s) Training 

	
	Dates
	Provided by (i.e. Institution)
	Dates 
	Specify / Provided by

	PI
	[bookmark: Text185]     
	[bookmark: Text143]     
	[bookmark: Text144]     
	[bookmark: Text145]     

	1.
	[bookmark: Text149]     
	[bookmark: Text148]     
	[bookmark: Text257]     
	[bookmark: Text274]     

	2.
	[bookmark: Text283]     
	[bookmark: Text275]     
	[bookmark: Text258]     
	[bookmark: Text266]     

	3.
	[bookmark: Text284]     
	[bookmark: Text276]     
	[bookmark: Text259]     
	[bookmark: Text267]     

	4.
	[bookmark: Text285]     
	[bookmark: Text277]     
	[bookmark: Text260]     
	[bookmark: Text268]     

	5.
	[bookmark: Text286]     
	[bookmark: Text278]     
	[bookmark: Text261]     
	[bookmark: Text269]     

	6.
	[bookmark: Text287]     
	[bookmark: Text279]     
	[bookmark: Text262]     
	[bookmark: Text270]     

	7.
	[bookmark: Text288]     
	[bookmark: Text280]     
	[bookmark: Text263]     
	[bookmark: Text271]     

	8.
	[bookmark: Text289]     
	[bookmark: Text281]     
	[bookmark: Text264]     
	[bookmark: Text272]     

	9.
	[bookmark: Text290]     
	[bookmark: Text282]     
	[bookmark: Text265]     
	[bookmark: Text273]     




II. RESEARCH ELEMENTS

Section II. A:   Research Description – Lay Abstract
[bookmark: Text160]Please, provide a brief and lay description of your research objectives and experimental design.     

Section II. B:  Recombinant or Synthetic Nucleic Acid
	Gene Name

	Gene Source(s)
(Genus, species, strain)

	Function of Insert/Protein Expressed
	Regulatory Elements in the Construct 
(e.g. promoters, enhancers, polyA, replication origins, terminators)

	[bookmark: Text173]     
	[bookmark: Text186]     
	[bookmark: Text102]     
	[bookmark: Text105]     

	[bookmark: Text97]     
	[bookmark: Text100]     
	[bookmark: Text103]     
	[bookmark: Text106]     

	[bookmark: Text98]     
	[bookmark: Text101]     
	[bookmark: Text104]     
	[bookmark: Text107]     



Section II. C:  Vector Description
	Vector type:  
	|_| Plasmid
	|_| Viral
	|_| Naked DNA or RNA

	|_| Other (specify):
	     






	Vector  Administration Route:  
	|_| IV
	|_| IM
	|_| IP
	|_| Other (specify):
	[bookmark: Text161]     



	
Vector Source
 (Genus, species; if plasmid or viral)
	Technical Name of Vector
Provide reference or source      (if commercially available)
	Vector characteristics
( e.g. Replicating? Replication defective? Integrating? Oncolytic? Latency potential?)
	
Host Target Cells
	Type of  Gene Transfer

	
	
	
	
	In vivo
	Ex vivo

	[bookmark: Text205]     
	[bookmark: Text188]     
	[bookmark: Text190]     
	[bookmark: Text192]     
	|_|
	|_|

	[bookmark: Text193]     
	[bookmark: Text194]     
	[bookmark: Text195]     
	[bookmark: Text196]     
	|_|
	|_|

	[bookmark: Text197]     
	[bookmark: Text198]     
	[bookmark: Text199]     
	[bookmark: Text200]     
	|_|
	|_|


III. BIOLOGICAL RISK ASSESSMENT and SAFETY PRECAUTIONS


Section III. A:  Biological Safety Level
 Indicate the highest BSL applied in the experiment

	|_| BSL 1
	|_| BSL 2
	|_| BSL 2+


Section III. B:  Experiment Location(s) / PPE
	Building Name / Room Number
	Description of work                                 (Surgery, treatment, prep, patient care, other)
	Patient Isolation (select from drop down)** 

	
PPE (check all that apply)

	
	
	
	SG 
	DG
	LC 
	DLC 
	SM
	R
	G
	FS

	[bookmark: Text184]     
	[bookmark: Text291]     
	
	|_|
	|_|
	|_|
	|_|
	|_|
	|_|
	|_|
	|_|

	[bookmark: Text204]     
	[bookmark: Text292]     
	
	|_|
	|_|
	|_|
	|_|
	|_|
	|_|
	|_|
	|_|

	[bookmark: Text297]     
	[bookmark: Text293]     
	
	|_|
	|_|
	|_|
	|_|
	|_|
	|_|
	|_|
	|_|

	[bookmark: Text298]     
	[bookmark: Text294]     
	
	|_|
	|_|
	|_|
	|_|
	|_|
	|_|
	|_|
	|_|

	[bookmark: Text299]     
	[bookmark: Text295]     
	
	|_|
	|_|
	|_|
	|_|
	|_|
	|_|
	|_|
	|_|

	[bookmark: Text300]     
	[bookmark: Text296]     
	
	|_|
	|_|
	|_|
	|_|
	|_|
	|_|
	|_|
	|_|



*Patient  Isolation : Standard (S), Contact (C), Droplet (D), Aerosol (A)
** PPE: Single Glove (SG); Double Glove (DG);  Lab Coat (LC); Disposable Lab Coat/Gown (DLC); Surgical Mask (SM); Respirators*** (e.g. N95) (R); Goggles or safety glasses(G); Face Shield (FS)
***The use of respirators requires medical evaluation and fit test prior use.

Specific Location Features

Will be there any additional specification for work locations (e.g. room ventilation, room  signage )?
	YES:
	|_|
	NO:
	|_|



	If YES, list :
	[bookmark: Text166]     





Section III. C:  Containment Equipment
i) Biosafety Cabinet used :   
	YES:
	|_|
	NO:
	|_|





	Make [Model] Serial Number:   
	[bookmark: Text301]     

	Last Certification Date:
	[bookmark: Text302]     

	Used during which activities?
	[bookmark: Text303]     



ii) Additional containment equipment used (e.g., centrifuge safety cups, glove box, draft table): 
	YES:
	|_|
	NO:
	|_|



	If YES, list and describe activities involved :
	[bookmark: Text172]     




Section III. D:  Additional Safety Precautions
Describe any additional safety precautions to specialized equipment, procedures or situations. Also, include how materials are going to be transported from different location sites. 
[bookmark: Text169]     


Section III. E:  Surface Disinfection
	|_| Soap & water
	[bookmark: Text152]|_| Bleach        %
	|_| 70% ethanol

	|_| Other (specify):
	[bookmark: Text170]  



   








Section III. F:  Disposal
	Disposal  Material
	Disposal method

	Solid  biohazardous waste
	[bookmark: Text134]     

	Liquid  biohazardous waste
	[bookmark: Text304]     

	Metal Sharps 
	[bookmark: Text305]     

	Non-Metal Sharps
	[bookmark: Text155]     





Section III. G:  Spill Cleanup Procedures
Describe how biohazardous spills will be cleaned up. If a spill protocol already exists, please, append SOP to the form.
[bookmark: Text202]      


Section III. H:  Exposure Prophylaxis
Consider   the possibility of an accidental exposure (e.g.  skin,  mucosal,  percutaneous  and  aerosol ) while handling  human or microbial materials and provide response procedures for each possible situation, including recommendation for available prophylactic therapy.
[bookmark: Text307]     
IV. PUBLIC HEALTH CONSIDERATIONS
Describe aspects of the protocol which have potential environmental impact or a potential impact on public health, providing any safety instructions given to staff and family during hospitalization and household contacts after patients   are discharged.   
[bookmark: Text306]     
[bookmark: Text133]                                  

V. PRINCIPAL INVESTIGATOR  ASSURANCE 
I agree to fully comply with the policies and procedures outlined in University of Cincinnati Biosafety Policy as well as all applicable rules and regulations. I certify that all personnel involved in this project have been trained in all applicable safety procedures and is made aware of all risks involved in this project. The information provided is accurate and complete.

I agree to conduct the research presented in the protocol or changes/modifications to it as approved by University of Cincinnati Institutional Biosafety Committee (IBC). I will also submit any proposed changes/modifications for review and approval. I will submit written reports to the Institutional Biosafety Committee concerning any research related accident, exposure incident or release of recombinant or synthetic nucleic acid materials to the environment, or problems pertaining to the implementation of containment procedures.

I certify I have read the above listed protocol and am qualified to perform the procedures described herein. I further agree to abide by the protocol and notify the IBC of any proposed deviation from it.

		
	

Click or tap here to enter text.
	

	Click or tap to enter a date.
	Principal Investigator - Print                                                   
	
	Principal Investigator - Signature
	
	Date
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