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	For Internal Use Only 

IBC #  _____________
ASP # _____________
NCI-Frederick 

IBC Research Registration Form
To learn more about the IBC Research Registration Process, please review the directions available at:  http://home.ncifcrf.gov/ehs/ibc/registrationprocess.asp

	PART A - General Information



	This proposal is a: 
The proposed research will involve:
 FORMCHECKBOX 
 New Registration  
 FORMCHECKBOX 
 Recombinant DNA [image: image2.jpg]


  – Please complete Part B 

 FORMCHECKBOX 
 Renewal for

      IBC Registration #      
 FORMCHECKBOX 
 Pathogens or Toxins [image: image3.jpg]


 – Please complete Part C
 FORMCHECKBOX 
 Amendment for

     IBC Registration #      
 FORMCHECKBOX 
 Human or Non-Human Primate Blood, Cell Lines, or Other
     Potentially Infectious Materials [image: image4.jpg]


 – Please complete Part D

 FORMCHECKBOX 
 Animal Research – Please complete Part E

     and provide ACUC #       [image: image5.jpg]
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Principal Investigator: 

     
Project Supervisor: 

     
Email:

     
Email:

     
Bldg/Room: 

     
Bldg/Room: 

     
Inst/Co.: 

     
Inst/Co.: 

     
Program: 

     
Program: 

     
Phone: 

     
Phone: 
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 Project Title:       
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A1. Describe, in NON-TECHNICAL LANGUAGE, the objective of the proposal for review (For example: What will be

       done with the material?  What lab procedures are involved? Etc.):

             
A2. Describe the source(s) of the research material used in this project: 

            
A3. Thoroughly address any potential hazards associated with this protocol. 

            
A4.  Will glassware and/or sharps be used in this project?  FORMCHECKBOX 
 YES   FORMCHECKBOX 
 NO
       A4a.  If YES, explain how the glassware/sharps will be safely used and disposed of.       
A5. Have all personnel associated with this protocol (including animal caretakers) been instructed and trained in the        practices and techniques required to ensure safety and the procedures for dealing with accidents?  FORMCHECKBOX 
 YES  FORMCHECKBOX 
 NO 

      A5a.  Please describe the laboratory-specific training provided to employees:       
A6. Do you intend to transport research material?  FORMCHECKBOX 
 YES  FORMCHECKBOX 
 NO   (If YES, complete A6a – A6b below)
A6a.  
 Transporting within NCI-Frederick Campus buildings and laboratories?   FORMCHECKBOX 
 YES  FORMCHECKBOX 
 NO
A6a1.  If YES, describe the equipment and procedures used to ensure the material is transported
           safely and in accordance with all applicable regulations and requirements:      
A6b.  
 Transporting outside of the NCI-Frederick Campus? [image: image9.jpg]


   FORMCHECKBOX 
 YES  FORMCHECKBOX 
 NO
A7. Please attach applicable Standard Operating Procedures (SOPs) which address safe laboratory practices and
       engineering controls (e.g., spill procedures, biomedical waste disposal, decontaminants/disinfectants, etc.).  [image: image10.jpg]



A8. Please complete the Employee Roster and Acknowledgement of Safety/Medical Surveillance form (see link in
         Instructions) listing all personnel. [image: image11.jpg]



A9. Please complete the Research Locations form (see link in Instructions), listing all laboratory and/or animal research            locations associated with this protocol. [image: image12.jpg]






	PART B:  Recombinant DNA Research – All rDNA material must be registered regardless of where the source material originated and a separate PART B of this form completed for each different material. [image: image13.jpg]



B1. Classify your experiment according to the current NIH Guidelines citing applicable section numbers. [image: image14.jpg]



            
B2. Name the organism(s) used as the host/cloning vehicle: 

      B2a. Prokaryotes (e.g., E. coli K12):        
       
      B2b. Eukaryotes (e.g., mammalian cell lines):        
  
      B2c. Higher Animals (e.g., insects, amphibians, mice, non- human primates, etc.):        
B3. Describe, in your own words, the nature of gene sequences used to make the recombinant (If obtained  
       commercially, give a detailed description and attach catalogue description).

            
B4. Explain the function of the foreign genetic material in this experiment:       
 
B5. Are viruses, viral-based promoters or vectors used in this work?  FORMCHECKBOX 
 YES    FORMCHECKBOX 
 NO   (If NO, skip to question B6.)
       B5a.  Please explain how virus, viral-based promoter or vector is used:        
       B5b.  Name of virus, viral-based promoter, or vector:      
       B5c.  Are you using a particular strain of virus?   FORMCHECKBOX 
 YES    FORMCHECKBOX 
 NO  (If YES, answer B5c1 – B5c4, below)
                B5c1.  Explain how the strain was made:       
                B5c2.  Is the strain attenuated?  FORMCHECKBOX 
 YES     FORMCHECKBOX 
 NO 

                B5c3.  Is a less virulent strain available?  FORMCHECKBOX 
 YES    FORMCHECKBOX 
 NO
                B5c4.  If a less virulent strain is available, why is it not being used?       
       B5d.  Quantity:  FORMCHECKBOX 
 Whole virus      FORMCHECKBOX 
 <2/3 viral genome       FORMCHECKBOX 
 <1/2 viral genome

       B5e.  Use:   FORMCHECKBOX 
 Vector      FORMCHECKBOX 
 Donor of genetic information       FORMCHECKBOX 
 Other  (If Vector, answer B5e1 – B5e4, below) 

                 B5e1.  List the specific phage, virus or plasmid and the function of each:      
                 B5e2.  If you are using a mammalian expression system, please provide a comprehensive

                             description of the system:       
                 B5e3.  Will human or amphotropic viral vectors be utilized?  FORMCHECKBOX 
 YES  FORMCHECKBOX 
 NO
                 B5e4.  If human or amphotropic viral vectors are utilized, please provide a detailed 
                              description:       
       B5f. Is the material replication competent or mobilizable?  FORMCHECKBOX 
 YES   FORMCHECKBOX 
 NO     

                B5f1.  Explain why or why not:       
                B5f2.  What is the host range, if applicable?      
       B5g. Is the material capable of infecting human cells?  FORMCHECKBOX 
 YES   FORMCHECKBOX 
 NO 

                B5g1.  Explain why or why not:       
       B5h. Is there a potential for producing aerosols?  FORMCHECKBOX 
 YES   FORMCHECKBOX 
 NO 

              B5h1.  If YES, how will the generation of aerosols be minimized or eliminated?      
       B5i. Classification as applicable: [image: image15.jpg]



                 Prokaryotic Virus (Name):      
                 Eukaryotic Virus (Name):       
                 Oncogenic Virus (Name):       
       B5j. Risk Group [image: image16.jpg]


:    FORMCHECKBOX 
 RG1        FORMCHECKBOX 
 RG2         FORMCHECKBOX 
 RG3         FORMCHECKBOX 
 RG4

	

	B6. Are plant, animal, or human cells to be exposed to the recombinant?  FORMCHECKBOX 
 YES  FORMCHECKBOX 
 NO
      B6a. If YES, describe the potential hazards and the planned mitigation measures:

                   
      B6b. List the cells or cell lines to be used:

                   
      B6c. What infectious virus, oncogenic agents or toxins will be produced during this work?

                   
B7. Are the recombinant organisms/molecules:

        B7a. Genetically modified microorganisms or genetic elements from organisms listed on the CDC List of Select                       Agents (42 CFR 72.6, Appendix A) shown to produce or encode for a factor associated with a disease? [image: image17.jpg]



                  FORMCHECKBOX 
 YES  FORMCHECKBOX 
 NO
        B7b. Genetically modified microorganisms or genetic elements that contain nucleic acid sequences coding for any                   of the toxins listed on the CDC List of Select Agents (42 CFR 72.6, Appendix A), or their toxin subunits? [image: image18.jpg]



                  FORMCHECKBOX 
 YES  FORMCHECKBOX 
 NO
B8. Is a deliberate attempt made to obtain expression of foreign gene(s) in the cloning vehicle?  FORMCHECKBOX 
 YES  FORMCHECKBOX 
 NO
        B8a. If YES, what proteins?

                       
        B8b. Are there any hazards associated with expression of the foreign proteins?  FORMCHECKBOX 
 YES  FORMCHECKBOX 
 NO 
                B8b1. Describe why or why not:      
B9. Frequency of manipulations:  FORMCHECKBOX 
 Daily    FORMCHECKBOX 
 Weekly   FORMCHECKBOX 
 Other:      
B10. Types of manipulations:  FORMCHECKBOX 
 Centrifugation      FORMCHECKBOX 
 Sonification    FORMCHECKBOX 
 Dissection




        FORMCHECKBOX 
 Blending/Mixing   FORMCHECKBOX 
 Pipetting         FORMCHECKBOX 
 Other:      
       B10a.  Describe the measures used to perform these operations safely?       
B11. Containment equipment  in use:  FORMCHECKBOX 
 Biological Safety Cabinet   FORMCHECKBOX 
 Chemical Fume Hood 





              FORMCHECKBOX 
 Containment Centrifuge     FORMCHECKBOX 
 Other:      



PART C:  Pathogen and Toxin Research – All biological agents (actual or potential human pathogens, oncogenic viruses) or toxins must be registered and a separate PART C of this form completed for each different pathogen or toxin. [image: image19.jpg]



C1. Name of the Biological Agent or Toxin:

            
       C1a. Specific Strain, Genotype, or Chemical Abstracts Service (CAS) Registry Number:  [image: image20.jpg]



                     
C2. Is the agent listed on the CDC List of Select Agents (42 CFR 72.6, Appendix A)?  [image: image21.jpg]


  FORMCHECKBOX 
 YES   FORMCHECKBOX 
 NO

C3. Is antibiotic resistance expressed?  FORMCHECKBOX 
 YES   FORMCHECKBOX 
 NO     FORMCHECKBOX 
 Not Applicable
       C3a. If YES, provide details:      
C4. Are other markers expressed?  FORMCHECKBOX 
 YES   FORMCHECKBOX 
 NO  

       C4a. If YES, provide details:       
C5. Is there a possibility of new strains being created?  FORMCHECKBOX 
 YES   FORMCHECKBOX 
 NO 

 
       C5a.  Explain why or why not:      
C6.   Will a toxin be used or produced as a result of this research?   FORMCHECKBOX 
 YES   FORMCHECKBOX 
 NO 
       C6a.  If YES, describe the potential hazards and applicable safety mitigation measures:      
C7. Are you working with a toxin?   FORMCHECKBOX 
 YES   FORMCHECKBOX 
 NO

      C7a. If YES, identify the amount of toxin and how it will be aliquotted:      
      C7b. If YES, does the toxin have an LD50 equaling more than 100 nanograms per 
              kilogram of body weight?      FORMCHECKBOX 
 YES   FORMCHECKBOX 
 NO 

C8. The largest volume used is:       liters.  The usual volume used is:       liters. 

C9. Are dilutions prepared?   FORMCHECKBOX 
 YES   FORMCHECKBOX 
 NO

      C9a.  Identify the method & how they will be aliquotted:      
C10. Is the organism inactivated prior to other manipulations?  FORMCHECKBOX 
 YES   FORMCHECKBOX 
 NO 

         C10a. If YES, specify methods:  FORMCHECKBOX 
Heat         FORMCHECKBOX 
Chemical 

                                                             FORMCHECKBOX 
Radiation  FORMCHECKBOX 
Other:      
         C10b. How do you verify inactivation?      
C11. Do you culture the organism?  FORMCHECKBOX 
 YES  FORMCHECKBOX 
 NO

         C11a. If YES, specify the amount:      
C12. Do you concentrate the organism?  FORMCHECKBOX 
 YES   FORMCHECKBOX 
 NO 

         C12a. If YES, specify methods:  FORMCHECKBOX 
Centrifugation   FORMCHECKBOX 
  Precipitation 

                                                             FORMCHECKBOX 
Filtration            FORMCHECKBOX 
 Other:      
                   C12a1.  Describe the measures used to perform these operations safely?       
C13. Containment equipment in use:  FORMCHECKBOX 
Biological Safety Cabinet  FORMCHECKBOX 
Chemical Fume Hood





       FORMCHECKBOX 
Containment Centrifuge    FORMCHECKBOX 
Other:      
         C13a.  Describe how the containment equipment will be used:       
PART D:  Research Involving Human or Non-Human Primate Blood, Cell Lines or Other Potentially Infectious Materials (OPIM) [image: image22.jpg]



D1. Identify the samples to be manipulated: 

       FORMCHECKBOX 
 Whole Blood/Serum   FORMCHECKBOX 
 Blood Component   FORMCHECKBOX 
 Cell Lines or Repository Cells infected with HIV or HBV 

       FORMCHECKBOX 
 Established Cell Lines  FORMCHECKBOX 
 Unfixed Tissue  FORMCHECKBOX 
 Cell "strains"    FORMCHECKBOX 
 Tissue from animals infected with HIV or HBV 

       FORMCHECKBOX 
 Other:      
D2. Is the material freshly harvested? (< 24 hours old)  FORMCHECKBOX 
 YES    FORMCHECKBOX 
 NO 

D3. Is work being done with cells or cell lines?   FORMCHECKBOX 
 YES    FORMCHECKBOX 
 NO 

       D3a.  List the cells or cell lines to be used:      
       D3b.  From where are cells or cell lines obtained?      
D4. Is work being conducted with clinical specimens?  FORMCHECKBOX 
 YES    FORMCHECKBOX 
 NO 

D5. Has material been prescreened for pathogens?  FORMCHECKBOX 
 YES    FORMCHECKBOX 
 NO

       D5a. If YES, what pathogens was the material screened for:      
       D5b. Identify any positive tests:      
D6. Has the material been intentionally infected or is it suspected of being infected, with any pathogens prior to your receipt of the material?    FORMCHECKBOX 
 YES     FORMCHECKBOX 
 NO 

       D6a.  If YES, what pathogens?      
D7. Will the material be infected with any pathogens as part of this protocol?  FORMCHECKBOX 
 YES    FORMCHECKBOX 
 NO 
       D7a. If YES, what pathogen(s)?       
D8. Frequency of manipulations:  FORMCHECKBOX 
 Daily    FORMCHECKBOX 
 Weekly   FORMCHECKBOX 
 Other:      
D9. Types of manipulations:  FORMCHECKBOX 
 Centrifugation      FORMCHECKBOX 
 Sonification    FORMCHECKBOX 
 Dissection




        FORMCHECKBOX 
 Blending/Mixing   FORMCHECKBOX 
 Pipetting         FORMCHECKBOX 
 Other:      
       D9a.  Describe the measures used to perform these operations safely?       
D10. Containment equipment  in use:  FORMCHECKBOX 
 Biological Safety Cabinet   FORMCHECKBOX 
 Chemical Fume Hood 





              FORMCHECKBOX 
 Containment Centrifuge     FORMCHECKBOX 
 Other:      
PART E:  Research Involving Animals – A separate PART E of this form must be completed for each animal species.  [image: image23.jpg]



E1. Animal Study Proposal #      
E2. Specify Animal Species:  FORMCHECKBOX 
 Mice  FORMCHECKBOX 
 Rabbits   FORMCHECKBOX 
 Non-human Primates

  


        FORMCHECKBOX 
Rats   FORMCHECKBOX 
Other:      
E3. Identify the source(s) of animals used in this project:       
E4. Describe the use of animals in this project:       
E5. Do you expose animals to live organism(s) or viruses?  FORMCHECKBOX 
 YES   FORMCHECKBOX 
 NO 

       E5a. If YES, what organisms/viruses?      
       E5b. If YES, by what route(s) of administration:  FORMCHECKBOX 
 SC  FORMCHECKBOX 
 IP   FORMCHECKBOX 
 IC   FORMCHECKBOX 
 IM   FORMCHECKBOX 
 IV 







      FORMCHECKBOX 
 Other:      
E6. Is any rDNA being introduced into the animal model, and/or has the genome of the animal been modified by rDNA?

        FORMCHECKBOX 
YES    FORMCHECKBOX 
 NO   (If YES, answer E6a. – E6g., below)
       E6a. Would it pose any threat to other animals or humans?  FORMCHECKBOX 
 YES   FORMCHECKBOX 
 NO 
                E6a1.  Explain why or why not:      
       E6b. Are cells permissive to further infection?  FORMCHECKBOX 
 YES   FORMCHECKBOX 
 NO

                E6b1.  Explain why or why not:      
       E6c. Is rDNA used to make a transgenic animal model?  FORMCHECKBOX 
 YES   FORMCHECKBOX 
 NO


   E6c1.  If YES, briefly describe the construct used to make the transgene:      
                E6c2.  If YES, attach schematics of the transgenic vector. 
       E6d. Is any of the rDNA in the transgene from a virus?  FORMCHECKBOX 
 YES    FORMCHECKBOX 
 NO 

       E6e. Is there any reasonable expectation that this viral segment could help mobilize part or all of the transgene,                      either by itself or by interaction with other viruses (including endogenous viruses)?    FORMCHECKBOX 
 YES    FORMCHECKBOX 
 NO
               E6e1.  Explain why or why not:       
       E6f. If part or all of the transgene was mobilized, would it carry any particular risk (is part or all of the transgene                known oncogene/anti-oncogene, toxin, immunosuppressant, or could it reasonably be expected to confer                pathogenic properties on a virus that carried it?    FORMCHECKBOX 
 YES     FORMCHECKBOX 
 NO 
               E6f1.  Explain why or why not:       
       E6g. If there is a possibility of viral vector sequences recombining with endogenous or exogenous helper viruses to                produce new and unpredictable forms of infectious viruses, please explain:       
E7.  Will knockout mice be used?   FORMCHECKBOX 
 YES    FORMCHECKBOX 
 NO 
       E7a.  Are rDNA or viral sequences used for the production of knockout animals?    FORMCHECKBOX 
 YES    FORMCHECKBOX 
 NO 
                 E7a1.  If YES, attach schematics of the targeting vector.

                 E7a2.  If YES, briefly describe the construct used to make the knockout:      
E8. Is there any possibility that the research material introduced to the animal(s) (recombinant molecule, vector, toxin,        or pathogen) could remain a viable hazard in the animal secreta, excreta and/or soiled bedding?  FORMCHECKBOX 
 YES     FORMCHECKBOX 
 NO 

      E8a.  Explain why or why not:       
E9. Identify all potential hazards particular to the animal facility work and describe the practices and procedures used to

       Minimize occupational exposures:       
E10. Expected duration of this study:      
E11. Please complete an Animal Research Employee Roster and Acknowledgement of Safety/Medical Surveillance of all         personnel [image: image24.jpg]



PART F:  Dual Use Questionnaire
A research project is considered dual-use in nature if the methodologies, materials or results could be used for public harm. In an effort to ensure that research performed at NIH is conducted and published in a timely manner with due consideration given to experiments potentially having dual-use concerns, the following questions must be answered prior to the initiation of research. It should be noted that an affirmative answer will not delay the progress of research, but indicates that further review and consideration may be warranted as the research advances.
	Dual Use Questionnaire
	Yes
	No
	N/A

	 Will an intermediate or final product of your research make a vaccine less effective or ineffective? 
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Will the intermediate or final product of your research confer a drug resistance trait to microorganism(s) in the study that could compromise the use of appropriate or conventional drugs to control these microorganism(s) as disease agents in humans, veterinary medicine, or agriculture? 
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Will your work enhance the virulence of a pathogen or render a non-pathogen virulent? 
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Will the results of your work increase the transmissibility of any pathogen? 
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Will your research result in the alteration of the host range of the pathogen? 
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Will your research result in an intermediate or final product that may prevent or interfere with the diagnosis of infection or disease? 
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Does your research enable weaponization* of an agent or toxin? 
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Will synthetic biology+ techniques be used to construct a pathogenic organism, toxin or potentially harmful intermediate product? 
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Even if your planned research does not involve any of the aforementioned eight criteria, and recognizing that your work product or results of your research could conceivably be misused, is there the potential for your data/product to be readily utilized to cause public harm? 
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 



* In this context, weaponization refers to the enhanced dispersion, deliverability, survivability or pathogenesis of a potentially harmful agent or toxin. 

+Synthetic biology includes, but is not limited to, techniques of molecular biology, chemistry and genetics that would allow for the de novo synthesis or reverse engineering of genes, gene products or entire functional organisms.
For any question that was answered “yes” in Part F, please provide sufficient information to allow for review of the indicated concern:       
After considering the above answers, do you believe there is the potential for your research data/product to be readily utilized to cause public harm?   FORMCHECKBOX 
 YES    FORMCHECKBOX 
 NO
PI Signature: __________________________________________ Date: ___________________

Reviewed by   FORMCHECKBOX 
 DOHS   FORMCHECKBOX 
  IBC: _________________________   Date: ___________________ 

Information regarding the dual-use dilemma in biological research may be found at: http://www.serceb.org/dualuse.htm. 

PART G:  Principal Investigator Acknowledgement of Responsibility for Conducting Research in Accordance with NIH and IBC Guidelines and Ensuring Compliance with All Safety and Medical Surveillance Requirements
Initial each statement below, then sign and date at the bottom:

1. _____ I attest that the information contained in this application is accurate to the best of my 
knowledge.
2. _____ Any information in this registration that is considered confidential or proprietary to the 
NCI or a third party (including unpublished data) has been indicated as 
“CONFIDENTIAL” by adding a footer or stamping the hard copies.
3. _____ I agree to comply with NIH guidelines for Research Involving Recombinant DNA and 
have consulted Section IV-B-7 of the NIH Guidelines.

4. _____ I agree to conduct this project in accordance with the policies of the NCI-Frederick IBC 
and the Biosafety Office.
5. _____ I accept responsibility for the safe conduct of work involving all materials used
                 in this proposal.

6. _____ All personnel associated with this protocol (including animal caretakers) have been 
instructed and trained in the practices and techniques required to ensure safety and the 
procedures for dealing with accidents.
7. _____ I understand that I am responsible for ensuring that personnel who may be at risk are 
offered appropriate medical surveillance.

8. _____ I understand that any/all changes in the proposal or personnel must be reported to the 
Biosafety Office immediately.

9. _____ I understand that all protocols must be submitted for IBC review and renewal every 
three years.

10. _____ I will not carry out the work described in the attached application until it has been 
approved by the IBC and all requirements have been met.

Principal Investigator (Please Print Name):


Principal Investigator (Signature):




    Date:
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