


	For ORIC Use Only

	IBC No. 
	
	IACUC No. 
	
	IRB No. 
	


Children’s Memorial Research Center - Office of Research Integrity & Compliance
Institutional Biosafety Committee

	Registration Document for Recombinant DNA and Biohazard Research

	IMPORTANT:
· This registration document is based on the Guidelines for Research Involving Recombinant DNA Molecules (NIH Guidelines, amended April 2002). Please review this document prior to filling out this registration form. To obtain the most recent edition of the guidelines, visit the NIH website (http://www4.od.nih.gov/oba/rac/guidelines/guidelines.html).

· This form shall be used for Institutional Biosafety Committee (IBC) registration of all research involving Risk Group 1 & 2 agents, toxins or Biosafety Level 2 projects. Please refer to the Center for Disease Control and Prevention website (http://www.cdc.gov/od/ohs/biosfty/bmbl4/bmbl4toc.htm).

· Further information can be found on the CMH IBC website by using the following link: (http://www.childrensmrc.org/researchadministration/ORIC/IBC2/)

· Provide references as appropriate.

· All submissions are to be typewritten and E-MAILED to Annie Muñana at amunana@childrensmemorial.org with the original signed hard copy delivered to Annie’s office (C.121B) by 4 p.m. on the deadline date.




	Please fill in the form below, clicking on the option boxes where appropriate.

	For administrative questions contact:  Annie Muñana  Ph:773-755-6306: amunana@childrensmemorial.org
For scientific questions contact: Elio Vanin, PhD   Ph:773-755-7483 Fax: 773-755-6551; Email: evanin@childrensmemorial.org


	Principal Investigator (PI) First Name:
	     
	Last Name:
	     

	Office Phone #
	
	Office Building:
	

	Lab Phone #
	     
	Office Room #
	

	E-mail Address:
	
	Emergency Phone #
	     

	Sponsor Information: (Please mark the appropriate box.)

	Internal:  
	 FORMCHECKBOX 

	

	External
	 FORMCHECKBOX 

	If external list funding/granting agency:
	     

	
	If external:
	 FORMCHECKBOX 

	Pending
	 FORMCHECKBOX 

	Awarded

	Project Title: (Please use same title as in grant application, IRB, and/or IACUC submission.):

	     


	1)
	Briefly describe your study in non-scientific terms (Layman’s terms); 500 words maximum):

	     


	2)
	Insert a concise scientific summary and rationale for the proposed study, including specific aims briefly describing the METHODOLOGY and REAGENTS to be used. (500 words maximum)  Please define all acronyms used.

	     


	3)
	Please list personnel involved with recombinant DNA work.

	Name:
	Position Title:
	Phone #   
	Email Address:

	     
	Principal Investigator
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     


	4)
	Where will this project be performed?

	 FORMCHECKBOX 
 
	Laboratory
	Building
	     
	 FORMCHECKBOX 

	Tissue Culture Facility
	Building
	     

	
	
	Room #
	     
	
	
	Room #
	     

	
	
	Phone #
	     
	
	
	Phone #
	     

	

	 FORMCHECKBOX 
 
	Animal Facility
	Building
	     
	 FORMCHECKBOX 

	Off-Site
	Location
	     

	
	
	Room #
	     
	
	
	Room #
	     

	
	
	Phone #
	     
	
	
	Phone #
	     


	5)
	Please classify and list biological agents used in this protocol to the appropriate Risk Group.
(See Appendix B of NIH rDNA Guidelines for appropriate RG assignment.)

	 FORMCHECKBOX 

	Risk Group One (RG-1): Biological agents that are not associated with disease in healthy humans.

	
	a)
	List all RG-1 biological agents used or stored in the laboratory:  

	 FORMCHECKBOX 

	Risk Group Two (RG-2): Biological agents that are associated with human disease which is rarely serious and for which preventive or therapeutic interventions are often available. Research with bloodborne pathogens (i.e. human tissue, blood, semen, vaginal fluid, breast milk, saliva, tears) or environmental samples must be treated as RG-2 or higher level agents.

	
	a)
	List all RG-2 biological agents used or stored in the laboratory:      

	
	Risk Group Three (RG-3**): Biological agents that are associated with serious or lethal human disease for which preventive or therapeutic interventions may be available (high individual risk but low community risk).

	
	Risk Group Four (RG-4**): Biological agents that are likely to cause serious or lethal human disease for which preventive or therapeutic interventions are not usually available (high individual risk and high community risk).

	
	**Currently, research with biological agents falling into RG3 or RG4 categories is not permitted at CMRC due to the absence of BSL-3&4 facilities necessary to conduct this type of research. 

	
	

	6)
	Which level of containment applies to the proposed project?

	 FORMCHECKBOX 

	Biological Safety Level One (BSL-1): Work with agents not known to consistently cause disease in healthy adults, animals and/or the environment.

	 FORMCHECKBOX 

	Biological Safety Level Two (BSL-2): Work with agents associated with disease in humans, animals and/or the environment. The route of exposure into the host is generally through ingestion, injection, absorption and/or mucous membrane exposure.

	
	**Biological Safety Level Three (BSL-3): Work with indigenous and/or exotic agents capable of causing serious or potentially lethal disease and present the potential of aerosol transmission. The most common route of exposure is via the inhalation route, although exposure may be possible through ingestion, injection, absorption and/or mucous membrane exposure.

	
	**Biological Safety Level Four (BSL-4): Work with dangerous or exotic agents which pose high risk of life-threatening disease. The route of exposure may be unknown.

	**CMH/CMRC does not have facilities that comply with BSL3 or BSL4 requirements.


	7)
	Which of the six NIH categories applies to the proposed project?
	 FORMCHECKBOX 

	III-A
	Require IBC approval, RAC review and NIH Director approval before initiation.

	
	 FORMCHECKBOX 

	III-B
	Require NIH/OBA and IBC approval before initiation.

	
	Refer to Section III of the NIH “Guidelines for Research Involving Recombinant DNA Molecules”. 
http://oba.od.nih.gov/oba/rac/guidelines_02/NIH_Guidelines_Apr_02.htm
	 FORMCHECKBOX 

	III-C
	Require IBC and Institutional Review Board approval and RAC review before research participant enrollment. 

	
	
	 FORMCHECKBOX 

	III-D
	Require IBC approval before initiation.

	
	
	 FORMCHECKBOX 

	III-E
	Require IBC registration simultaneous with initiation.

	
	
	 FORMCHECKBOX 

	III-F
	Exempt experiments. (Although no registration is required for exempt experiments, please complete this entire form for IBC review.)


	8)
	Will this project involve the use of animal species?  If “No”, please proceed to question 9.
	 FORMCHECKBOX 

	   Yes    
	 FORMCHECKBOX 

	No

	
	a)
	Will this project involve the use of transgenic animals?
	 FORMCHECKBOX 

	Yes
	 FORMCHECKBOX 

	No

	
	b)
	Will this project attempt to transfer biological material(s) (i.e. DNA, RNA or protein) directly into animals?
	 FORMCHECKBOX 

	Yes
	 FORMCHECKBOX 

	No

	
	
	Using Plasmid Vector:  

   (Please enter appropriate information in Question 16.)     
	 FORMCHECKBOX 

	Yes
	 FORMCHECKBOX 

	No

	
	
	Using Pathogenic Vector:  

  (Please enter appropriate information in Question 16.)
	 FORMCHECKBOX 

	Yes
	 FORMCHECKBOX 

	No

	
	
	Using Viral Vector:  

 (Please enter appropriate information in Question 16.)
	 FORMCHECKBOX 

	Yes
	 FORMCHECKBOX 

	No

	
	c)
	Using transfected/transduced tissue culture cells: 
	 FORMCHECKBOX 

	Yes
	 FORMCHECKBOX 

	No

	    
	d)
	Other - Specify:        

	
	e)
	Do you have IACUC approval?  
	 FORMCHECKBOX 

	Yes
	 FORMCHECKBOX 

	No
	 FORMCHECKBOX 

	Pending

	
	
	If you have IACUC approval, please provide IACUC protocol #:       


	9)
	Will this project involve the use of human subjects (specimens, tissue, human cell lines)?   If “No”, please proceed to question 10.
	 FORMCHECKBOX 

	Yes
	 FORMCHECKBOX 

	No

	
	a)
	Are the specimens coded/de-identified? (see definition below)
	 FORMCHECKBOX 

	Yes
	 FORMCHECKBOX 

	No

	
	
	If “Yes”, proceed to 9(b).  If “No”, complete items i and ii below. Contact the IRB office at 755-6305 for submission information and requirements for exemption status.

	
	
	Coded/de-identified Specimens are specimens that do not have any identifying information that would allow one to readily ascertain the identity of the individual, either directly or indirectly.  A specimen is considered coded when it is labeled by a number, letter, symbol or combination thereof. For information regarding what is identifying information, please contact Annie Muñana:  amunana@childrensmemorial.org.

	
	
	i.    Please provide IRB approved protocol #:                

	
	
	ii.  If approval is pending, indicate IRB submission date:       

	
	b)
	Is there a vaccine available and recommended for persons working on this project?
	 FORMCHECKBOX 

	Yes
	 FORMCHECKBOX 

	No

	
	c)
	Have all personnel received Bloodborne Pathogen Training?  (initial and annual retraining)
	 FORMCHECKBOX 

	Yes
	 FORMCHECKBOX 

	No

	
	d)
	Have all individuals received the Hepatitis B vaccination or signed a declination waiver?               
	 FORMCHECKBOX 

	Yes
	 FORMCHECKBOX 

	No


	10)
	Will this project involve the introduction of genetic material into human subjects? If “No”, please proceed to question 11.  
	 FORMCHECKBOX 

	Yes
	 FORMCHECKBOX 

	No

	
	a)
	Using Plasmid Vector:  

   (Please enter appropriate information in Question 16.)
	 FORMCHECKBOX 

	Yes
	 FORMCHECKBOX 

	No

	
	b)
	Using Pathogenic Vector:  

  (Please enter appropriate information in Question 16.)
	 FORMCHECKBOX 

	Yes
	 FORMCHECKBOX 

	No

	
	c)
	Using Viral Vector:  

 (Please enter appropriate information in Question 16.)
	 FORMCHECKBOX 

	Yes
	 FORMCHECKBOX 

	No


	11)
	Will this project, at some point, require the release of viable organisms containing recombinant molecules into the environment?  
If “Yes” please contact Annie Muñana: amunana@childrensmemorial.org
	 FORMCHECKBOX 

	Yes
	 FORMCHECKBOX 

	No


	12)
	Will this project require large-scale fermentation (>10 liters) of organisms containing recombinant DNA molecules?*
* Note: Currently projects requiring large-scale fermentation (>10 liters) are not permitted at CMH and CMRC.
	 FORMCHECKBOX 

	Yes
	 FORMCHECKBOX 

	No


	13)
	Are any of the agents listed in this protocol restricted according to the attached Restricted Agents List (see page 8)? 

If “Yes” please contact Annie Muñana:  amunana@childrensmemorial.org
	 FORMCHECKBOX 

	Yes
	 FORMCHECKBOX 

	No


	14)
	Is a CDC, USDA or APHIS permit required to ship, use or store this agent/toxin?
If “Yes” please contact Annie Muñana:  amunana@childrensmemorial.org
	 FORMCHECKBOX 

	Yes
	 FORMCHECKBOX 

	No


	15)
	Name and training date of the designated individual in your laboratory who is responsible for transport and/or shipment of agents listed in Question #5.  If you have any questions, please contact Glenn Sullivan (gsullivan@childrensmemorial.org) or Bill Kabat (bkabat@childrensmemorial.org). 
Date of Training:                          Trainee name:       



	16)
	Recombinant DNA experiment project details   

	a) 
	Source of DNA and/or RNA:

If commercially available, YOU MUST provide catalog # and company.
	Species (e.g. Mouse etc.)
	     

	
	
	Plasmid Backbone (e.g. pUC19 etc.)
	     

	
	
	Name of Insert (e.g. Globin cDNA, Globin Gene, Globin siRNA etc.
	     

	
	
	Function of Insert (e.g. Transcriptional Factor, Oncogene, Tumor Suppressor, Toxin, etc.)
	     


	
	
	Will this be a drug resistance gene?

(Check “No” if only using drug resistance as a selection marker.)
	 FORMCHECKBOX 

	Yes
	 FORMCHECKBOX 

	No

	
	
	Will this be a biological toxin gene?
	 FORMCHECKBOX 

	Yes
	 FORMCHECKBOX 

	No

	b)
	Viral Vector, Plasmid Backbone (e.g. pUC19, LXSN etc.)

If commercially available, YOU MUST provide catalog # and company.
	Type of Virus: Retrovirus (Onco-Retrovirus, Lentivirus [FIV, HIV, etc.]), Adenovirus, AAV, etc.
	     


	
	
	Does virus contain > 2/3 of wild type genome?
	 FORMCHECKBOX 

	Yes
	 FORMCHECKBOX 

	No

	
	
	Is it replication competent?
	 FORMCHECKBOX 

	Yes
	 FORMCHECKBOX 

	No

	
	
	Was helper virus used to produce viral vector?
	 FORMCHECKBOX 

	Yes
	 FORMCHECKBOX 

	No

	
	
	Briefly describe how the vector(s) are being produced (i.e. number of plasmids being used, types of cells being used, etc.)  

     

	c)
	Host recipient used, include genus and species:

If commercially available, YOU MUST provide catalog # and company.
	Yeast
	     

	
	
	Plants
	     

	
	
	Cell Lines (e.g. Human, 293T Cells, Mouse, NIH 3T3 Cells, Primary Human Fibroblasts etc.)
	     

	
	
	Whole Animals
	     

	
	
	Others
	     

	17)
	Attach a copy of Safety Protocol providing a description of proposed work regarding biosafety, indicating the potential risks to personnel and the environment, and outlining procedures, techniques, and methods of inactivation or disposal of biological hazardous material.  For assistance, please refer to the sample Safety Protocol form below (page 7).
 FORMCHECKBOX 
  Yes, I have attached a completed Safety Protocol for this project.



Assurances
	The information provided above is accurate and complete.  I agree to conduct this research using the appropriate biosafety level of containment and work practices.
	 FORMCHECKBOX 

	Yes


	I agree to comply with the requirements specified by the NIH Guide for Grants and Contracts Pertaining to Shipment and Transfer of Recombinant DNA Materials.
	 FORMCHECKBOX 

	Yes



	I agree to accept responsibility to ensure that all laboratory workers involved in the project are adequately trained.  All research personnel are familiar with and understand the potential biohazards and relevant biosafety practices, protective equipment and techniques, and emergency procedures.
	 FORMCHECKBOX 

	Yes



	If using coded/de-identified specimens, as described in question #9, I agree that I will not request, obtain, receive, access or attempt to access any identifiable private information related to coded/de-identified specimens.
	 FORMCHECKBOX 

	Yes




	I agree to abide by all institutional Policies and Procedures as well as all of the provision of the most current NIH Recombinant DNA Guidelines.


   ______________________________________________________________________

Principal Investigator Signature

            Date

_______________________________________________________________________

Division Head/Program Leader/Chair Signature


Date

_______________________________________________________________________

Institutional Representative Signature

             Date

Safety Protocol
Laboratory Standard Operating Procedure for the Proposed Project

(For the use of biohazardous materials or equipment only)
	Name of Procedure:
	

	Prepared By:

	     
	Revision Date:
	     



Location:

	     


Handling of Animals and/or Use of Personal Protection: 

	     


Waste Disposal:  This procedure will result in the following regulated waste, which must be disposed of in compliance with environmental regulations: 

	     


Accidental Spill:
	     


Certification:

 I have read and understand the above SOP.  I agree to contact my Supervisor or Lab manager if I plan to modify this procedure.

Signature


Name (Print)


Date

Room #

[image: image1.jpg]Safety Protocol

Laboratory Standard Operating Procedure for the Proposed Project

(For the use of biohazardous materials or equipment only)

Name of Procedure:

Prepared By: Revision Date:

Location:

All of the animal procedures are performed in the biological safety hood m Room 205A of the Animal
Facility on the second floor of the CMRC. The adenoviral viral stocks containing the HIV-1 zpr and F341gpr
genes are stored in Dr. __ freezer or liquid nitrogen tank in the Freezer Farm on the second floor. The

freezer /tank will be labeled.

Handling of animals and/or use of personal protection:

The following precautions will be taken when wotking with these adenoviral vectors: Biohazard signs will be
posted on the cage cards of cages housing animals injected with the adenovirus. Cage bedding will be
changed after 24 hours following injection; all animal care personnel and other persons handling these
animals will utilize a clean, disposable gown, cap, shoe coverings, gloves and a surgical mask; all waste will be
incinerated. At 21 days post-inoculation, depending on whether regression or continued growth occurs,
specific animals will be sacrificed utilizing methods described in our original protocol.

Waste Disposal: This procedure will result in the following regulated waste, which must be disposed of in

compliance with environmental regulations:

Sharps: Dispose of sharps such as needles, broken glass, scalpels in hard walled containers and labeled with
“Broken Glasses or Sharps”, which are available in Room 205A of the second floor Animal Facility.

Solids: Place solid waste such as laboratory coats in special bichazardous waste boxes available in Room
205A of the Animal Facility on the second floor or in 55-gallon fiber drums labeled as “infectious substance.”

Liquids: - If disinfected with bleach, blood and blood products can be poured down the drain. If the
biohazardous liquid waste contains other chemicals besides bleach, manifest as chemical waste and call Glenn

Sullivan (x 56312) for pick-up.

Autoclaved Waste: Place waste that will be autoclaved in dear autodave bags that have an indicator badge
that turns black once the waste is autoclaved. Do not put sharps or standing liquids in autoclave bags.

Accidental Spill:

In the event that the adenoviral stocks spills during this procedure, the following emergency procedure will be
executed: If a small spill, alert people in the immediate area of the spill. Put on protective equipment. Cover
the spill with paper towels or other absotbent materials. Carefully pour a freshly prepared 1 in 10 dilution of
household bleach around the edges of the spill and then into the spill. Avoid splashing. Allow a 20-minute
contact period. Use paper towels to wipe up the spill, working from the edges into the center. Clean the spill
area with fresh towels soaked in disinfectant. Place towels in a sealed container and put an “infectious
substance” marking on the container. Report the spill to the Laboratory Director. If a large spill, evacuate

the lab and call Glenn Sullivan (x 56312) and Drx. Jose Hernandez (x 56343) for proper clean-up.






APHIS Plant Pathogens, HHS Select Infectious Agents & USDA High Consequence Livestock Pathogens/Toxins

	Viruses

1. African horse sickness virus 3
2. African swine fever virus 3
3. Akabane virus 3
4. Avian influenza virus (highly pathogenic)  3
5. Bluetongue virus (exotic) 3
6. Camel pox virus 3
7. Cercopithecine herpesvirus 1 (Herpes B virus) 2
8. Classical swine fever virus 3
9. Crimean-Congo haemorrhagic fever virus 2
10. Eastern equine encephalitis virus  4
11. Ebola viruses 2 
12. Foot and mouth disease virus 3
13. Goat pox virus 3
14. Hendra virus 4
15. Japanese encephalitis virus 3
16. Lassa fever virus 2
17. Lumpy skin disease virus 3
18. Malignant catarrhal fever virus (Alcelaphine herpesvirus type 1)3
19. Marburg virus 2 

20. Menangle virus 3
21. Monkeypox virus 2
22. Newcastle disease virus (velogenic) 3
23. Nipah virus 4
24. Peste des petits ruminants virus 3 
25. Rift Valley fever virus 4
26. Rinderpest virus 3
27. Sheep pox virus 3
28. South American haemorrhagic fever viruses [(Junin, Machupo, Sabia, Flexal, Guanarito)] 2
29. Swine vesicular disease virus 3
30. Tick-borne encephalitis complex (flavi) viruses [Central European Tick-borne encephalitis, Far Eastern Tick-borne encephalitis (Russian Spring and Summer encephalitis, Kyasanur Forest disease, Omsk Hemorrhagic Fever)] 2
31. Variola major virus (Smallpox virus) and Variola minor Alastrim) 2
32. Venezuelan Equine Encephalitis virus 4
33. Vesicular stomatitis virus (exotic) 3
Prion

1. Bovine spongiform encephalopathy agent 3
	Toxins

1. Abrin 2
2. Botulinum neurotoxins 4
3. Clostridium perfringens epsilon toxin 4
4. Conotoxins 2
5. Diacetoxyscirpenol 2
6. Ricin 2
7. Saxitoxin 2
8. Shigatoxin and Shiga-like ribosome inactivating proteins  4
9. Staphylococcal enterotoxins 4
10. Tetrodotoxin 2

11. T–2 toxin 4

Bacteria

1. Bacillus anthracis  4
2. Botulinum neurotoxin producing strains of Clostridium 4
3. Brucella abortus 4
4. Brucella melitensis 4
5. Brucella suis 4
6. Burkholderia mallei  4
7. Burkholderia pseudomallei 4
8. Candidatus Liberobacter africanus1
9. Candidatus Liberobacter asiaticus1
10. Coxiella burnetii 4
11. Cowdria Ruminantium (Heartwater)  3
12. Francisella tularensis 4
13. Liberobacter africanus, Liberobacter asiaticus 1
14. Mycoplasma capricolu/M. F38/M. mycoides capri (contagious caprine pleuropneumonia) 3
15. Mycoplasma mycoides mycoides (contagious bovine pleuropneumonia) 3
16. Ralstonia solanacearum race 3 biovar 2 1
17. Rickettsia prowazekii  2
18. Rickettsia rickettsii 2
19. Xanthomonas oryzae pv. oryzicola 1
20. Xylella fastidiosa (citrus variegated chlorosis strain) 1
21. Yersinia pestis 2
Fungi
1. Coccidioides immitis 4
2. Coccidioides posadasii 2
3. Peronosclerospora philippinensis  1
4. Sclerophthora rayssiae var zeae 1
5. Synchytrium endobioticum 1
	Exemptions

The following select agents or toxins are exempt:

1. Any select agent or toxin that is in its naturally-occurring environment provided it has not been intentionally introduced, cultivated, collected or otherwise extracted from its natural source.

2. Non-viable select agent organisms or nonfunctional toxins.

3. Toxins under the control of a principal investigator, treating physician or veterinarian, or commercial manufacturer or distributor, if the aggregate amount does not, at any time, exceed the following amounts:

· 100 mg of abrin

· 0.5 mg of botulinum neurotoxins

· 100 mg of Clostridium perfringens epsilon toxin 

· 100 mg of conotoxins

· 1,000 mg of diacetoxyscirpenol

· 100 mg of ricin

· 100 mg of saxitoxin

· 100 mg of shigatoxin

· 5 mg of staphylococcal enterotoxins

· 100 mg of shiga-like ribosome inactivating proteins

· 100 mg of tetrodotoxin

· 1,000 mg of T–2 toxin

Genetic Elements, Recombinant Nucleic Acids, and Recombinant Organisms
1. Nucleic acids that can produce infectious forms of any of the select agent viruses.

2. Recombinant nucleic acids that encode for the functional form(s) of any of the select agent toxins if the nucleic acids: a) can be expressed in vivo or in vitro; or b) are in a vector or recombinant host genome and can be expressed in vivo or in vitro. 

3. Select agents that have been genetically modified.

Restricted Experiments

1. Experiments utilizing recombinant DNA that involve the deliberate transfer of a drug resistance trait to select agents that are not known to acquire the trait naturally, if such acquisition could compromise the use of the drug to control disease agents in humans, veterinary medicine or agriculture.

2. Experiments involving the deliberate formation of recombinant DNA containing genes for the biosynthesis of select toxins lethal for vertebrates at an LD50 < 100 ng/kg body weight. 

	1 APHIS Plant Pathogen
	2 HHS Select Infectious Agent
	3 USDA High Consequence Livestock Pathogen or Toxin
	4 USDA-HHS Overlap Agent
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