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	CLEMSON UNIVERSITY

HAZARDOUS AGENTS PROTOCOL  

SIGNATURE PAGE

Protocol #:     

AUP or IRB #:     
Date Approved:      

Signature IBC Chair: _______________________________________________________

(For Office of Research Compliance use Only)


This is a:
 FORMCHECKBOX 
 New Protocol    FORMCHECKBOX 
 Revised Protocol (revision date):       FORMCHECKBOX 
 Amendment

Hazard Category: (check all that apply):    FORMCHECKBOX 
 Biological     FORMCHECKBOX 
 Chemical     FORMCHECKBOX 
 Recombinant DNA

Animals will be involved in this protocol:





 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
No

Human subjects or tissue(s), or bodily fluids will be involved in this protocol:
 FORMCHECKBOX 
 Yes
   FORMCHECKBOX 
No

If you answered Yes to either of these questions, please contact the IACUC Administrator at 656-4538 or the IRB Administrator at 656-6460.  AUP or IRB Protocol Number if known:     
Have you submitted to EHS a Chemical Inventory/Biological Agents Form in the last 12 months?   FORMCHECKBOX 
Yes  FORMCHECKBOX 
No

If not, please do so. EHS may be contacted at 864-656-1806.  IBC approval will not be granted without EHS having a current inventory.

Principal Investigator:
     





Full Name of Principal Investigator


     





     

E-Mail Address 




Department

     




     

Telephone Number



Fax Number

     



Full Mailing Address


     




     

Sponsor Information



Sponsored Programs Proposal #

Research Project Title:     
Source of Funding: 
     
Anticipated Start Date of Project:
     
Expected Duration of Project (indicate if months, years, etc.):      
Signature of Principal Investigator: _________________________
Date: _________ 

Signature of the principal investigator certifies that the information in this protocol is accurate and complete, that the PI is familiar with federal and institutional regulations and guidelines and agrees to abide by such regulations and guidelines.  Signature also certifies that the PI is responsible for assuring that all personnel working with the project are properly trained and informed of the hazards involved and have signed a statement indicating that they have been informed of such hazards.  I understand that failure to comply with Principal Investigator Responsibilities could result in project suspension or termination.  

Signature of Department Chair/Institute Director: ____________________Date: __________ 
Signature of the department chair certifies that he/she is familiar with the project, is aware of the hazards involved and that the project has been given his/her approval.

INSTITUTIONAL BIOSAFETY COMMITTEE: Protocol Checklist:
Section A must be filled out for all IBC Applications. Please complete the following checklist to determine which sections of the IBC application to submit (check all that applies to your IBC project).
Are unqualified undergraduates participating on this research project?  FORMCHECKBOX 
YES   FORMCHECKBOX 
NO 

*unqualified undergraduates are those that lack at least a year of college level chemistry and 

biological science (e.g. general biology, microbiology, inorganic, organic biochemistry) or are 

under the age of 18


Are nanomaterials being used? [Nanomaterials include, but are not limited to, ultrafine structures (engineered or extracted from natural components), devices and systems that have a length scale of roughly 1 to 100 nanometers is one dimension such as fullerenes, quantum dots, carbon nanotubes, nanowires, etc.]                    FORMCHECKBOX 
YES   FORMCHECKBOX 
NO 

Biological Hazard [Refer to Center for Disease Control-NIH Biosafety in Microbiological and Biomedical Laboratories (Current Edition) http://www.cdc.gov/od/ohs/biosfty/bmbl5/bmbl5toc.htm
If you check “yes” for biosafety levels 2, 3, or 4, or select agents, complete Section B. 

Protocols requiring containment levels of BSL2 or above and/or unqualified undergraduate* students need an IBC application.  BSL-1 level work for biological agents does not require IBC approval unless it contains potential or actual human pathogens.  If you have any questions regarding biosafety level classification for the organism (s) with which you will be working please contact the Office of Research Compliance (ventura@clemson.edu).

Does this protocol involve biological agents that require containment levels of?

· Biosafety Level 4 (BSL4)/(ABSL4)

 FORMCHECKBOX 
YES

 FORMCHECKBOX 
NO
· Biosafety Level 3 (BSL3))/(ABSL3)

 FORMCHECKBOX 
YES

 FORMCHECKBOX 
NO
· Biosafety Level 2 (BSL2))/(ABSL2)

 FORMCHECKBOX 
YES

 FORMCHECKBOX 
NO
· Biosafety Level 1 (BSL1))/(ABSL1)

 FORMCHECKBOX 
YES

 FORMCHECKBOX 
NO
· CDC select agents



 FORMCHECKBOX 
YES

 FORMCHECKBOX 
NO

·  FORMCHECKBOX 
 OTHER (e.g., venomous organisms) – please explain thoroughly in Section A.1.B

Chemical Hazard (Consult Material Safety Data Sheets (MSDS) for this information)
If any of the below categories are checked “yes”, complete Section C. 

For more information on Schedule I or II drugs, contact EHS at 864-656-1806.

Protocols involving unqualified undergraduate* students still require the submission of an IBC application for “ toxic” chemicals. 

This proposal does involve chemicals that are:

· highly toxic 





 FORMCHECKBOX 
YES

 FORMCHECKBOX 
NO
· mutagenic





 FORMCHECKBOX 
YES

 FORMCHECKBOX 
NO
· teratogenic





 FORMCHECKBOX 
YES

 FORMCHECKBOX 
NO
· carcinogenic (confirmed or suspected)

 FORMCHECKBOX 
YES

 FORMCHECKBOX 
NO
· explosive





 FORMCHECKBOX 
YES

 FORMCHECKBOX 
NO
· Schedule I or II drugs



 FORMCHECKBOX 
YES

 FORMCHECKBOX 
NO
Recombinant DNA (Refer to NIH Guidelines for Research Involving Recombinant DNA Molecules  (for more information)

If you check any of the categories below complete Section D along with Section A.

T protocol does involve: Check all of the below that apply. 
 FORMCHECKBOX 

the planned release of an experimental genetically modified/engineered (transgenic) organism into the environment (excluding contained areas such as greenhouse, growth chamber or laboratory). USDA transport and release permit is necessary.

 FORMCHECKBOX 

the direct transfer of a gene or DNA derived from any source (or RNA derived from recombinant DNA) into a human

 FORMCHECKBOX 

genes encoding animal/human toxins (or their toxic subunits) (e.g., those on the CDC’s Select Agent List or listed in Appendix A of the NIH Guidelines)

 FORMCHECKBOX 

the cloning of a gene or factor associated with an animal/human disease

 FORMCHECKBOX 

recombinant molecules that contain the majority of a pathogens genome (e.g., those on the CDC’s Select Agent List, or in the NIH’s Risk Group 2, 3 or 4)

 FORMCHECKBOX 

the use of organisms from the CDC’s Select Agent List, or in NIH Risk Groups 2, 3 or 4, as hosts for the propagation or expression of recombinant DNA molecules

	SECTION A - GENERAL INFORMATION




1.
AGENTS UTILIZED

A.
Name(s) of Agent(s):       
 FORMCHECKBOX 
 Biological         
 

 FORMCHECKBOX 
 Chemical          
 FORMCHECKBOX 
 Recombinant DNA        
 FORMCHECKBOX 
 Nanomaterials (specify)       
 FORMCHECKBOX 
 Other (specify)              
B.
Provide a short synopsis in non-technical language of how the agent is to be used.  This information is to help IBC members and non-specialists understand the nature of the project, and identify major safety concerns for each hazard category.  Please consider the possible hazardous nature of the primary agent(s) and all secondary agents that will be utilized in your project.  If appropriate, please justify why you believe recombinant DNA or biological sections qualify as “exempt”.

Description:       
2.
HANDLING OF AGENT

A. Personnel Conducting Research (faculty, staff and students): 

Indicate with an * if any student is an undergraduate student.

	Name
	Title/Status
	Training/Experience/Qualification

in Research

	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     


B. Designated Work Areas: (building, room, labs, storage areas, etc.)
	Building
	Room Number
	Type of Room including info on
(BSL/ABSL/BSL-P level, if applicable)

	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     


3.
HAZARDOUS AGENT IDENTIFICATION

A. (1) What hazardous agent signage is being used?

 FORMCHECKBOX 
 Biohazard
  FORMCHECKBOX 
 Chemical    FORMCHECKBOX 
 Nanomaterials      FORMCHECKBOX 
 Other       
(2) Are the hazardous agents identified on the signs?
 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

(3) Where is hazardous agent signage being used?
 FORMCHECKBOX 
 Lab entrance

 FORMCHECKBOX 
 Storage areas (refrigerators, freezers, etc.)
 FORMCHECKBOX 
 Work areas (biosafety cabinet, incubators, etc.)

 FORMCHECKBOX 
 Other: (please specify)      
(4) Contact numbers for emergencies are posted on the laboratory door(s). 

 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

B. The signs are in compliance with the requirements of "Biosafety in Microbiological and Biomedical Laboratories" and/or appropriate to your Chemical Hygiene Plan.

 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

(i.e. for BSL-2/ABSL-2 or above: a biohazard sign MUST be posted at the entrance of the laboratory when etiologic agents are in use.  The signage will include the name of the agents in use, the biosafety level, if applicable, and the name and phone number of the PI and any personal protective equipment that must be worn in the laboratory and any procedures required for exiting the laboratory) 
4.
GENERAL LABORATORY INFORMATION

A. Is there a current Clemson University Chemical Hygiene Plan and/or individual laboratory Standard Operating Procedures available for all research and storage facilities? (Current CHP Plan is date 09/11/07).
 FORMCHECKBOX 

YES, Plan is dated      
1) Copies of the CHP are maintained in         (bldg./room).
2) Copies of the SOP(s) are maintained in         (bldg./room).
 FORMCHECKBOX 

NO  (Contact EHS for information)
· Biological Safety Officer: Mr. Robin Newberry 656-1806 or wnewber@clemson.edu

· Chemical Safety: Ms. Naomi Kelly 656-7554 or

nkelly@clemson.edu
B. Laboratory Facilities and Procedures are in Compliance with standard microbiological practices as described in the current edition of "Biosafety in Microbiological and Biomedical Laboratories”.  FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

C. Chemical Hoods and Biosafety Cabinets:  
      Has the chemical hood(s) been inspected by EHS in the last 12 months?  FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 
 NA
       (Contact Don Worthy in EHS at 864-656-7557 for an inspection)

                 Has the biosafety cabinet been certified in the last 12 months? 
 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 
 NA
       (Biosafety cabinets must be inspected annually or when moved.  Contact Clemson University’s 

        Environmental Health and Safety Office at 864-656-1806) 

D. Safety Equipment and Protective Apparel (Must be consistent with MSD Sheet, CDC, NIH, and/or other appropriate safety guidelines):  Describe protective equipment (chemical hood, biosafety cabinet, shower, etc.) and apparel (face shield, goggles, lab coat, identify type of gloves to be used, dust/mist mask, NIOSH approved respirator, etc.) that will be used to minimize/exclude exposure of personnel to the hazardous agent(s).  If equipment is such that inspection or training is required, include date of inspection or training.
Describe here:       
E. How will access to the agent(s) used in this protocol be limited to authorized users?       

F. Does the laboratory have drench equipment inside the laboratory?

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

If yes, what type?  FORMCHECKBOX 
 Eye wash  FORMCHECKBOX 
 Shower

  FORMCHECKBOX 
 Combination eye wash and shower

G. Has the drench equipment been routinely tested as required in the Chemical Hygiene Plan, (Appendix N dated 2007)
Eyewash inspected weekly     FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

Shower inspected monthly).   FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

H. Have appropriate records been kept for these inspections?   FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No 

I. If a respirator is to be used, everyone has to be enrolled in the Clemson University’s:

 a) Medical Surveillance Program (MSP).  Have all the members of the research team been enrolled?   FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No     Comments:      
(Note: Contact Sue Pedrick at 864-656-5529 or spedric@clemson.edu for Medical Surveillance.)

b)  Respiratory Protection Program.  Have all the members of the research team been

      enrolled?     FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No     Comments:      
(Note: Contact Don Worthy at 964-656-7557 or worthy@clemson.edu to determine if a respirator is necessary).


J. Organisms Genetically Modified through Recombinant DNA Methodologies 

1. Please list the transgenic organisms/microorganisms, their Risk Group(s) if applicable, and the source.  Also describe the cloning vector(s) used, including the selectable marker(s)/reporter gene(s) and the nature of the inserted/cloned DNA (and whether it will be expressed).  
      
2. Regarding the cloning of vectors and hosts, does the proposed research utilize only those available from a commercial source? 

 FORMCHECKBOX 
YES   

 FORMCHECKBOX 
NO    

Comments, if necessary.       
3. Will the genetically modified organism(s) be maintained in the laboratory or other controlled environment?    FORMCHECKBOX 
YES
 FORMCHECKBOX 
NO
4. Will the genetically modified micro-organism(s) be grown in quantities greater than ten (10) liters: (see Appendix K in the NIH Guidelines for Research Involving Recombinant DNA Molecules)

 FORMCHECKBOX 
YES

 FORMCHECKBOX 
NO           FORMCHECKBOX 
NA

If Yes, be sure to complete all of Section D: 

5. Will the genetically modified organism(s) be released into the environment?
 

 FORMCHECKBOX 
YES 
 FORMCHECKBOX 
NO  




(if YES, be sure to complete all of Section D)

6. If  Yes to 3,4, or 5 above, briefly, but clearly, explain the procedures used to avoid GMO/agent escape (e.g. containment)       
K. If you are using nanomaterials*, please provide the information requested below.

(*nanomaterials “to include, but not be limited to, ultrafine structures (engineered or extracted from natural components), devices and systems that have a length scale of roughly 1 to 100 nanometers in one dimension such as fullerenes, quantum dots, carbon nanotubes, nanowires, etc.)
(i) Describe the amount of material involved, the intended concentration of the nanomaterials and the form (e.g. dry, in solution).       
(ii) Identify which of the following apply:

           FORMCHECKBOX 
 Quantum dots  FORMCHECKBOX 
 carbon nanotubes (CNT)   FORMCHECKBOX 
 nanowires

           FORMCHECKBOX 
 fullereness    FORMCHECKBOX 
 Other type of nanomaterials (please specify)       
(iii) Provide information on the duration of use.      
(iv) Is there a potential for aerosol generation?        
(v) Describe the degree of containment and action(s) taken to prevent inhalation, dermal and ingestion exposure.  (Include information if a biological cabinet or fume hood will be used and the type of ventilation.)       
(vi) What PPE will be used in handling the nanomaterials?      
(vii) What cleanup procedures will be used for nanomaterial spills?      
(viii) Describe how the spent nanomaterials will be handled.  (How will they be rendered chemically/biologically inert before disposal and then how will they be disposed).

     
HAZARD ACKNOWLEDGMENT SIGNATURE SHEET

Note:  Unqualified undergraduates/students participating on this research project are those that lack at least a year of college level chemistry and biological science (e.g. general biology, microbiology, inorganic biochemistry) or are under the age of 18. 

Principal Investigator:      
Project number:        
Title:      
I am 18 years* of age or I have permission from my parent or guardian to participate in this project.   I have read the Hazardous Agents Protocol (IBC protocol) and I have had the opportunity to ask questions and seek clarification regarding any provision that I do not understand. I understand and agree to abide by this IBC protocol when overseeing and/or working with the hazardous agent(s) described therein.  I understand the nature of the hazard associated with the agent(s) in this protocol.  I understand that disregard for the policies and procedures as outlined in this protocol could result in removal from work with the designated hazardous agent(s).

	Name (PRINT)
	Date
	Employee/Student Status

F=faculty

S=Staff

GS=Graduate Student

QU=Qualified Undergraduate

UU=Unqualified Undergraduate
	Signature

	     

	     
	     
	

	     

	     
	     
	

	     

	     
	     
	

	     

	     
	     
	

	     

	     
	     
	

	     

	     
	     
	

	     

	     
	     
	

	     

	     
	     
	

	     

	     
	     
	

	     

	     
	     
	


* If not over the age of 18 years, you must have written parental/guardian approval to participate in this project.

