IRSC Approval #__________  IRSC Approval Date:___________


Risk Assessment for Research Hazards – KU Medical Center

Form date October 2010
Instructions:   This form is a comprehensive assessment of hazards associated with your research project.  Complete all appropriate sections.   The form is divided into six essential sections:  Project summary (I), general laboratory information (II), chemical hazards (III), recombinant DNA (IV), infectious agents (V), radiation (VI) and risk/hazard management (VII).   The final section is for the Environment, Health and Safety Office and/or IRSC classification.  Email completed forms to ehs@kumc.edu or fax to 913-588-5093.
Section I.  Project Summary

	Project Title

	Principal Investigator
	
	Department
	

	Phone Number


	
	Email
	

	Lab Location
	
	New/Renewal Application
	

	Start Date


	
	Stop Date
	

	Emergency Contact
	
	Phone Number
	

	Person submitting
	
	Funding source
	


Personnel involved in the project and their roles.  Complete the table by entering you and your employees and indicate with an “X” what that employee will be working with.  Add lines as necessary.

	Employee Name
	Recombinant

DNA
	Infectious

Agents/ Biological  Toxins
	Radiation
	Animals
	Work with Cell Lines

(Identify type)*
	Other

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	*This refers to human, rodent, non-rodent, or primate


In the space below, provide a brief 200-word abstract of the project.  Indicate whether or not animals are involved.   You may copy the ACUP (if applicable).  Please define all acronyms used in this project.
Section II. General Laboratory Information

a. List ALL Laboratories/Facilities where research will be conducted.  Note any use of shared space, common laboratory areas, and CORE Facilities.  Add lines if necessary.
	Building/Room Number
	Procedures that will be conducted in the area
	Define lab space1

	
	
	

	
	
	

	
	
	

	1Define the lab space as one of the following: 1). Shared, 2). common area, 3). CORE facility, or 4). Other (please explain). 


b. Will mixed waste be generated (radiological/biological or chemical/biological)? 

Yes__ No___.  If yes, please provide a description of mixed waste and contact Environment, Health and Safety Office for waste disposal consultation (8-1081). __________________________________________________________________
Section III.  Chemical Hazards

In the table below, indicate and classify all hazardous chemicals that will be used in this project, including those administered to animals.  Add lines to the table as necessary.  If no hazardous chemicals are used, enter “None Used” in the table.

	Hazardous Chemical
	Classify type of Hazard1
	Maximum Quantity to be managed
	How will the chemical be used in the project? 

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	1Chemical Hazard Classifications include: F=flammable; R=reactive; O=oxidizer; Co =corrosive; C=carcinogen; T=teratogen; M=mutagen; To=toxin; D=drug or process inhibitor or activator.


Investigational Drug studies in Animals

Will any investigational drug be used in this project?   Yes___   No____

If yes, state the name of the drug, the mechanism of action (if known), and the dosage to be administered. 

Section IV.   Recombinant DNA

Is any type of recombinant DNA technology used in the project?:  Yes ____ No ____  

If yes, check the relevant boxes below:

Will human subject recipients be involved in this project? Yes__ No__  HSC #_________

Will whole animals be exposed to the recombinant DNA? Yes__ No__ IACUC #_________
a. Transgenic animals Yes _______  No_______ 

If yes, please complete the following table and list all transgenic animals you intend to acquire an/or currently possess.  Indicate how you intend to acquire these animals whether produced on campus by the TGIF or crossbreeding, purchased by a commercial source, or transferred from an outside collaborator.  Indicate known or anticipated effects of each transgenic animal. Add more lines if needed. 

	Animal Transgenic ID
	Produced by TGIF or through crossbreeding 
	Purchased or transferred? Provide Source.
	Known or anticipated effects?

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	


b. Gene Expression in Cell Lines Yes _________   No _______

If yes, please provide the following information:

	Host Cell line
	Type (human, rodent, non-rodent, primate)
	Source of material (commercial, induced, gifted)

	
	
	

	
	
	

	
	
	


	Gene ID
	Vector name(s)
	Vector type (viral, plasmid, etc.)
	Target cell type
(human, animal, bacterial, etc.)
	Anticipated effects



	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	 Anticipated effects include:  RNA expression or silencing; protein expression; disease induction; disease treatment, if other, please explain.


If adverse effects are anticipated on the animal or human, describe what is anticipated?  If no adverse effects are anticipated, indicate any such.

Section V.  Infectious Agents and Bacterial Toxins

a. Does this work involve any type of infectious agents to humans and/or animals or functional biological toxins? (virus, bacteria, prion, or otherwise)?  Yes_________   No________

b. Does this work involve the acquisition and use of untreated human body fluid, tissue and/or any other human materials?  Yes____ No_____.  If yes, please identify HSC #______ or Determination of Not Human Subjects Research.  

Note: All human materials must be worked with at a minimum of BSL-2 and comply with OSHA 1910.1030 Bloodborne Pathogen Program.  KUMC Bloodborne Pathogens Chalk training must be completed annually and up to date prior to handling cell line.

c. Does this work involve the use of any select agents and/or toxins as defined by the CDC or APHIS?  Yes_____  No_____

If yes or need additional clarification of the definition of select agent or toxin, please contact the Environment, Health and Safety Office (8-1081) for further guidance.

Please complete the following table.   If none are proposed, so indicate.  See guidance in the table.  Add lines as needed.  The agent identification should be specific enough for the IRSC to determine natural host and relative risk to the research community.  Add any additional information that you would like the committee to know.

	Infectious Agent and strain
	Target Cells (in vitro studies)
	Target Animal Species
	Quantity of Agent 

	
	
	
	

	
	
	
	

	
	
	
	

	Quantity:  indicate volume of propagated agent at any given time. (ml, liters, mg, CFUs).


Additional Information:  

Section VI.   Equipment

Please mark all pieces of equipment that apply to this project:

	Centrifuge
	Yes__ No__
	Cryostat
	Yes__ No__

	Blender
	Yes__ No__
	Cell sorter
	Yes__ No__

	Sonicator
	Yes__ No__
	Vacuum lines
	Yes__ No__

	Homogenizer
	Yes__ No__
	Centrifuge safety caps
	Yes__ No__

	Vortex mixer
	Yes__ No__
	Specimen Transport containers
	Yes__ No__

	Fermentor
	Yes__ No__
	Shaker incubator
	Yes__ No__


Section VII. Radioactive Hazards

a. Does this project involve the use of radiation-producing devices (x-rays, CT scans, etc.)?  

Yes____  No____  If no, go to section VII.

If yes, you must complete the “Proposed Radiation Use” table below.  Note:  Ultrasound or MRI devices are not considered radiation-producing devices.

b. Does this project involve the use of radioisotopes?  

Yes____  No_____

If yes, select all of the following types of uses which apply:

 FORMCHECKBOX 
 
Injection:  Live animals will be injected with radioisotope(s) 

 FORMCHECKBOX 

Ingestion:  Live animals will ingest radioisotope(s)

 FORMCHECKBOX 

Inhalation:  Live animals will inhale radioisotope(s)

 FORMCHECKBOX 

Absorption:  Radioisotope(s) will be applied topically to live animals

 FORMCHECKBOX 

In-Vivo and In-Vitro Use:  Radioisotopes will be used in or on live animals (as indicated above) and will be used for bench-top experiments

 FORMCHECKBOX 

In-Vitro Use Only:  Radioisotopes will only be used with tissue samples or other bench-top use; they will not be used in or on live animals.

 FORMCHECKBOX 

Other, please describe:
     
Proposed Radiation Use:  If you selected any other use except “In-Vitro Use Only” in the questions above, complete the information requested below for each radioisotope and radiation device used in the protocol.  The cells will expand as you fill them, so be as detailed as needed.

	Radioisotope or Device Description
	Location of Use (Room No. and Bldg.)
	Personnel who will operate the device or handle the isotope
	Procedure to be performed

	Example entries:  “H-3” or “CT Scanner”
	Ex:  “G010 KLSIC”
	Ex:  “PI only”, “John Smith”, etc. 
	Provide as much detail as necessary to allow a judgment to be made in regards to the safety of the animals (if applicable) and the personnel.

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     


Section VIII. Risk Management

Describe the safety measures you plan to implement for each of the hazards you have listed.  Be sufficiently detailed to inform a faculty committee of the plan.  If an item is not applicable, please write NA.
1. Chemical Hazards. Yes___ No___ NA___

a. Staff Training._______________________________________________________

b. Storage area.________________________________________________________

c. Usage area._________________________________________________________

d. Waste Disposal.______________________________________________________

e. Personal Protective Equipment.__________________________________________

f. Hazard communication.________________________________________________

2. Recombinant DNA. Yes___  No___ NA___

a. Staff Training._______________________________________________________

b. Containment level.____________________________________________________

c. Decontamination Method._______________________________________________

d. Waste Disposal.______________________________________________________

e. Personal Protective Equipment.__________________________________________

f. Hazard communication.________________________________________________

3. Infectious agents or biological toxins. Yes___  No___ NA___
a. Staff Training._______________________________________________________

b. Containment level.____________________________________________________

c. Decontamination Method._______________________________________________

d. Waste Disposal.______________________________________________________

e. Personal Protective Equipment.__________________________________________

f. Hazard communication.________________________________________________
4. Human or non-human primate samples.  Yes___ No___ NA____

a. Staff Training.________________________________________________________

b. Containment level.____________________________________________________
c. Decontamination Method._______________________________________________
d. Waste Disposal.______________________________________________________
e. Personal Protective Equipment.__________________________________________
f. Hazard communication.________________________________________________
5. Rodent or non-rodent samples. Yes___ No___ NA___

a. Staff Training.________________________________________________________

b. Containment level.____________________________________________________
c. Decontamination Method._______________________________________________
d. Waste Disposal.______________________________________________________
e. Personal Protective Equipment.__________________________________________
f. Hazard communication.________________________________________________
6. Radiation. Yes___ No___ NA___

a. Staff Training.________________________________________________________

b. Containment level.____________________________________________________
c. Decontamination Method._______________________________________________
d. Waste Disposal.______________________________________________________
e. Personal Protective Equipment.__________________________________________
f. Hazard communication.________________________________________________
HAZARD COMMUNCATION FOR LAR (if applicable)
This section should be filled out be person submitting the form to indicate hazards involved with animal use protocols.  This is subject to change based on the IRSC recommendations.

Abstract for the project (copied from ACUP)

	


Hazardous Agents Used in Project Animals (about which LAR husbandry staff should be informed)

	


Personal Protective Gear Required for Animal Work

	PPE  (Place X by the appropriate box)
	X

	Gloves
	

	Head Cover
	

	Eye Protection
	

	Hearing Protection
	

	Lab Coat
	

	Tyvek smock
	

	Full Tyvek coveralls
	

	Booties
	

	Surgical Mask
	

	N95 Filtration Mask (Fit testing required)
	

	PAPR Protection
	


Containment Practices Required for This Project

	Containment Required (place X by appropriate box)
	

	Bedding Collected for EHS Disposal
	

	Everything Autoclaved Out of the Room
	

	No Pregnant Workers for Agents that Impact Pregnancy
	

	Disposable Caging Required
	

	Special Husbandry Practices (describe below)
	

	Describe Special Husbandry:



	Radioactive Containment
	

	Describe Radioactive Containment







SECTION TO BE COMPLETED BY EHS OFFICE and INSTITUTIONAL RESEARCH SAFETY COMMITTEE

Study Classifications

	
	Risk Group
	Description

	
	Risk Group 1
	Agents not associated with disease in healthy humans

	
	Risk Group 2
	Agents associated with human disease that is rarely serious and for which preventative or therapeutic interventions are available.

	
	Risk Group 3
	Agents associated with human disease that is serious or lethal and for which preventative or therapeutic interventions are available.

	
	Risk Group 4
	Agents are likely to cause serious or lethal disease for which preventative or therapeutic interventions are usually not available.


	
	Containment Level
	Description

	
	BSL-1
	

	
	BSL-2
	

	
	BSL-3
	

	
	BSL-4
	

	
	ABSL-1
	

	
	ABSL-2
	

	
	ABSL-3
	

	
	ABSL-4
	


IRSC RECOMMENDED ACTIONS.   Check all that apply

	
	IRSC Action Items
	Additional information/comments/details

	
	Provisos required
	

	
	Approved
	

	
	Disapproved
	

	
	LAR Notification Required
	

	
	Radiation Safety Notification
	

	
	Provide info to PI
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