NIEHS HUMAN MATERIAL PROTOCOL





For Use of Human Blood, Blood Products, Body Fluids, Tissues, or Organs





 [See Instructions on last page]








Approved by:_____________________________________	Date:_________________


				Lab/Branch Chief





Senior Tenured Investigator Responsible For The Project:





Name:_______________________________	Signature:________________________





�
 All individuals must be familiar with Biosafety Level 2 procedures and Universal Precautions required for handling the items in this protocol.





�
 The Principal User must ensure that every person involved in conducting  the experiment or in the laboratory is made aware of the hazards, safety procedures which must  be followed, is given a copy of this protocol, and receives specific training in handling all human materials that will be used.





�
 All individuals involved in the experiment must be participants in the NIEHS Medical Surveillance Program and have had a recent examination. All participants in the research effort must be offered Hepatitis B vaccinations.





�
 In order for the protocol to be complete, a training form for each person working with human material in the research project must be attached.





�
1. Principal User:_____________________________Title:____________________


 


Lab/Branch:___________Building/Rm. Number:________Telephone:_______________





2. Others working with human material in this research project (Include Lab/Branch if different from Principal User.   Include CMB personnel if animals are involved.)





	Name


	Lab/Branch

























































































3. Human material(s) to be manipulated (check all that apply):








Material/Item





Use


Frequency of Manipulations














Daily


Weekly


	Other (specify)








Blood (including components/products)


 


 


 


 








Serum


 


 


 


 








Tissues/Organs


 


 


 


 








Urine


 


 


 


 








Feces


 


 


 


 








Semen


 


 


 


 








Spinal Fluid


 


 


 


 








Cell Cultures (primary only)


 


 


 


 





Other (specify)








                


 


 


 











For each material/item indicated above, identify approximate volumes and types of manipulations (e.g., pipetting, blending/mixing, centrifugation, sonication, dissection, etc.):


_________________________________________________________________________________





_________________________________________________________________________________





_________________________________________________________________________________





_________________________________________________________________________________





_________________________________________________________________________________





4. Brief statement of objectives/rationale for this study:


_________________________________________________________________________________





_________________________________________________________________________________





_________________________________________________________________________________





_________________________________________________________________________________





_________________________________________________________________________________





_________________________________________________________________________________





_________________________________________________________________________________





Approved  Human  Subjects  (IRB)  Project  Number:___________________________________


[Note: Enter "EXEMPT" if the research project is exempt from 45 CFR 46 requirements for IRB review]





�
5. Other research materials used in the experiments:





Radioactive Materials


 


 Not Applicable


Isotope(s):








Note: Approval for the use of radioactive materials must be obtained from the NIEHS Radiation Safety Committee








Hazardous Chemicals


 


 Not Applicable Chemical(s): 








Note: The use of certain hazardous materials may require the submission of a hazardous chemical protocol  to the NIEHS Safety Officer








Animals





 


 Not Applicable





 


Mice__________


	(strain)


 


Rats__________


	(strain)


 


Rabbits__________


	(strain)


 


Other__________








Note: Approval for the use of animals must be obtained from the NIEHS Animal Care and Use Committee








If animals are used, describe surgical, inoculation and/or dosing procedure(s) to be employed, containment required, decontamination of cages, etc.:





_________________________________________________________________________________





_________________________________________________________________________________





_________________________________________________________________________________





_________________________________________________________________________________





_________________________________________________________________________________





6. Location of human materials:





	Building/Rooms For Use


	Building/Rooms For Storage


























7. Containment equipment available for use:





Class II Biological Safety Cabinet


Type:      A          B1         B2


  Chemical Laboratory


     Hood


   Containment Centrifuge








Procedures conducted using containment equipment: ___________________________________





_________________________________________________________________________________





_________________________________________________________________________________





_________________________________________________________________________________





_________________________________________________________________________________





8. Specify special decontamination or inactivation procedures:





    None/Not Applicable          Heat             Chemical              Radiation             Other


Specify Procedures/Methods:

















9. Specify special waste handling procedures :


	[Note: General guidance on preparing human material and associated items (e.g., sharps) for disposal is provided in the NIEHS Waste Manual]





_________________________________________________________________________________





_________________________________________________________________________________





_________________________________________________________________________________





_________________________________________________________________________________








10. Specify special actions in response to accidental spills of human material:


	[Note: All suspected or potential exposure incidents must be reported to the NIEHS Health Unit, Building 101, Room E111]





_________________________________________________________________________________





_________________________________________________________________________________





_________________________________________________________________________________





_________________________________________________________________________________











Instructions:





 It is the Principal User's responsibility to submit the completed protocol to the NIEHS Health and Safety Branch (HSB, Mail Drop C1-01, 541-3384) for review and approval by the Biosafety Committee.  Attach additional sheets if necessary.





Information must be typed. Protocols that are not complete will be returned to the Principal User.





This protocol, upon approval, becomes an integral part of the Exposure Control Plan for this project.  Unless renewed or terminated, protocols remain in effect for periods up to 1 year.  Protocols can be renewed for additional one year periods.





The Principal User must notify the HSB when this project is terminated or when other significant changes occur, such as changes in personnel,  rooms,  or relocation of the laboratory.








I accept responsibility for the safe conduct of work with the human material(s) involved in this project using Biosafety Level 2 practices and procedures and Universal Precautions.  I have informed all personnel who may be at risk of potential exposure to these materials of the appropriate procedures for this work.








___________________________________________________


		Principal User (signature)


