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Northern California Health Care System

	RESEARCH PROTOCOL SAFETY SURVEY INSTRUCTIONS
Subcommittee for Research Safety (SRS)



INSTRUCTIONS FOR COMPLETION OF RESEARCH PROTOCOL SAFETY SURVEY
GENERAL: 

The Research Protocol Safety Survey (VA Form 10-0398) is required for research involving VA facilities, resources or employees. An initial Project Data Sheet must be submitted before initiation of the project.  After approval and commencement of the study, resubmission is required annually thereafter.

For projects with co-principal investigator(s), submit only one Research Protocol Safety Survey, arbitrarily designating one co-principal investigator as principal investigator responsible for completing the Research Protocol Safety Survey.  

INSTRUCTIONS:

1) Page 1: 

a) At the top, indicate whether this is a new protocol or a resubmission of an existing protocol for continuing       review. Below this, please include the date, name of the Principal Investigator, the title of the study and applicable file number. If this is a new protocol a VA file number will be assigned to the study. 
b) Next, please indicate your preferred method of approval notification as either VANCHCS Inter-Office Mail or United States Postal Office. Subsequently, please provide the name of the Principal Investigator along with their phone number, cell phone or pager number, e-mail, fax machine number, US mailing address and VANCHCS site and VA inter-office mail code. NOTE: Not all of this must be provided but at least one phone number, one email address and one address for hard-copy delivery must be provided. If there is a contact person for this study who is different than the Principal Investigator please also include their contact information as well.  
c) Lastly, if this is a continuing review please answer questions 1-4 at the bottom of the first page. If any of the answers to these questions are “yes,” please explain why in the marked area just below the question text.
2) Page 2:
a) In the table on the top of page 2 please indicate all procedures to be performed as part of this study. If a procedure being performed is not listed, please include it in the blank sections in the right column of the table. NOTE: only those procedures being done for research should be marked. Procedures that are standard of care should not be included.

b) In the next table, please answer questions 1-11 regarding your research study. If the answers to any of these questions is “yes,” please complete the appropriate appendix and append it to the form. 
3) Page 3:

a) Please completely read the “Investigator Acknowledgments of Responsibility” and sign and date at the bottom of the page in the indicated area. NOTE: If all questions on page 2 were answered as “no,” you need to complete no further forms. If any questions on page 2 were answered as “yes,” please move on to the appendices and complete those applicable to your study.
4) Appendix 1:

a) If you are utilizing a VA research laboratory, please complete this appendix and attach it to your Research Protocol Safety Survey. To start, please indicate the room number(s) of the VA research laboratory(ies) that will be used for this study.
b) In section A, please indicate the Biosafety Level(s) of the VA research laboratory(ies) that you will be using for this study.

c) In section B, please indicate any containment equipment present that will be used for this study. If containment equipment will be used, please indicate the location of the equipment and the most recent date of inspection for this equipment. If the equipment being used in this study for containment is not listed, please indicate this equipment in the “Other” section and provide its location and most recent date of inspection.
d) In section C, please answer the 8 questions. If the last question is marked “yes,” please ensure that any applicable copies of the signed Laboratory Safety Consent Form have been filed with the VA Research Administration Office.

5) Appendix 2:

a) If you will be using biohazardous materials from humans in this study, please complete this appendix and attach it to your Research Protocol Safety Survey. 
b) In section A, please indicate whether the biohazardous human materials will be collected in VA Research areas, VA Clinical areas or another area not listed. In all cases, please specify floor and room numbers where biohazardous human materials will be collected.

c) In section B, please indicate the personnel handling the biohazardous human materials as either VA Research Staff, VA Clinical Staff or Other. If other is selected please specify to which institution and service these personnel belong.

d) In sections C-F, please answer each question. If “yes” is selected for either question C, D or E please specify what personnel will be working with (E.g. names of cell lines, urine, feces, etc.). 

e) In section G, please indicate any specialized training that personnel may have received to work with biohazardous human materials aside from VA Human Subjects Protection and Good Clinical Practices. Please indicate the name or personnel, name of the training taken and the date of training completion.

6) Apendix 3:

a) If you will shipping any biohazardous or dangerous goods, please complete this appendix and attach it to your Research Protocol Safety Survey.

b) In section A, please indicate what is being shipped. In all cases, please specify what is being shipped in each category (E.g. cells, blood, venous tissue, etc.). If you feel that what you are shipping does not fall into any of the categories listed in section A, please select “Other” and specify.

c) In section B, please indicate whether VA Research Staff, VA Clinical Staff or Other personnel will prepare the samples for transport. If other is selected please specify to which institution and service these personnel belong.

d) In section C, please indicate the method of shipment to be used in this study. If the method you intend to use is not present, please select other and specify how you will transport your samples.

e) In section D, please list all personnel who will prepare samples for transport and who will be transporting the samples. Next to each name, please list the date that the individual completed their course in shipping of infectious and diagnostic specimens.
7) Appendix 4:

a) If you will be using microbial agents in this study, please complete this appendix and attach it to your Research Protocol Safety Survey.

b) In section A, please indicate if the personnel who will be handling the microbial agents are VA Research Staff, VA Clinical Staff or Other personnel. If other is selected please specify to which institution and service these personnel belong.

c) In section B, please indicate if the microbial agents being used in this study will be utilized in a VA Research space, a VA Clinical space or a different space. If VA Research space or VA Clinical space is to be used, please specify the location that the microbial agents are to be used in. If other is selected, please specify the institution, building, floor and room that the microbial agents will be used in.

d) In section C, please list the microbial agents that will be used as part of this study along with their biosafety level and whether or not they are potentially harmful to humans. If you have indicated that any of the microbial agents being used are potentially harmful to humans, please complete subsections 1, 2 or 3 as appropriate.
i) If completing subsections 1, 2 or 3, please list the exact location where the microbial agent will be stored, whether or not antibiotic resistance is expressed, the largest volume of the microbial agent to be used and the method of inactivation. If antibiotic resistance is to be expressed, please indicate the antibiotic.

e) In section D, please indicate whether or not universal precautions will be routinely used to protect personnel working with the microbial agents.

8) Appendix 5:

a) If you will be using recombinant DNA in this study, please complete this appendix and attach it to your Research Protocol Safety Survey.

b) In section A, please indicate if the personnel who will be handling the recombinant DNA are VA Research Staff, VA Clinical Staff or Other personnel. If other is selected please specify to which institution and service these personnel belong. In all cases, please list the names of all personnel who will be working with recombinant DNA.
c) In section B, please indicate if the recombinant DNA being used in this study will be utilized in a VA Research space, a VA Clinical space or a different space. If VA Research space or VA Clinical space is to be used, please specify the location that the recombinant DNA is to be used in. If other is selected, please specify the institution, building, floor and room that the recombinant DNA will be used in.

d) In section C, please indicate if the recombinant DNA procedures used in this study are limited to either PCR amplification of DNA segments or to commercially purchased oligonucleotides. If “no,” please complete subsections 1 and 2.
i) If completing subsections 1 and 2 of section C, please consult the current NIH guidelines for research involving recombinant DNA. After doing so, please identify the NIH classification for these recombinant DNA studies, the biological source of the DNA insert or gene, the function of the insert or gene, the vector(s) to be used for cloning, the host cells or virus to be used for cloning and the biosafety level of the recombinant DNA and any hosts or vectors used.

e) In section D, please indicate if employees receive training in the use of recombinant DNA. If “yes,” please list the name of training received along with the names of all personnel who completed the training and the most recent date of completion. Please also indicate how often the training must be retaken (E.g. annually, quarterly, etc.).
9) Appendix 6: 

a) If you will be using animals in this study, please complete this appendix and attach it to your Research Protocol Safety Survey. In addition, all protocols in which animals will be used must be submitted with an approved IACUC protocol.

b) In section A, please indicate if the personnel who will be handling the animals are VA Research Staff, VA Clinical Staff or Other personnel. If other is selected please specify to which institution and service these personnel belong. In all cases, please list the names of all personnel who will be working with animals.

c) In section B, please indicate if the animals being used in this study will be utilized in a VA Research space, a VA Clinical space or a different space. If VA Research space or VA Clinical space is to be used, please specify the location that the animals will be used in. If other is selected, please specify the institution, building, floor and room that the animals will be used in.

d) In section C, please list the species and strain of any animals to be used in this study.
e) In section D, please indicate if animals will be exposed to and biologicals that are hazardous to humans. If “yes,” please specify any biologicals that will be used which are hazardous to humans.

f) In sections E and F, please answer the questions by checking the appropriate box.

g) In section G, please indicate if employees receive training in the use of animals. If “yes,” please list the name of training received along with the names of all personnel who completed the training and the most recent date of completion. Please also indicate how often the training must be retaken (E.g. annually, quarterly, etc.).

10) Appendix 7:

a) If you will be using chemicals in this study, please complete this appendix and attach it to your Research Protocol Safety Survey. In addition, all protocols in which chemicals will be used must be submitted with a completed list of chemicals to be utilized for this study.

b) In section A, please indicate if the personnel who will be handling chemicals are VA Research Staff, VA Clinical Staff or Other personnel. If other is selected please specify to which institution and service these personnel belong. In all cases, please list the names of all personnel who will be working with chemicals.

c) In section B, please indicate if the chemicals being used in this study will be utilized in a VA Research space, a VA Clinical space or a different space. If VA Research space or VA Clinical space is to be used, please specify the location that the chemicals will be used in. If other is selected, please specify the institution, building, floor and room that the chemicals will be used in.

d) In sections C and D, please answer the questions by checking the appropriate box.
e) In section E, please indicate the categories into which any of the chemicals being used in this study fall. If you will be using carcinogenic, mutagenic or teratogenic chemicals for this study, please indicate at the bottom of this section whether this is solely to indicate the use of human therapeutics in this study.

f) In section F, please indicate if employees receive training in the use of chemicals. If “yes,” please list the name of training received along with the names of all personnel who completed the training and the most recent date of completion. Please also indicate how often the training must be retaken (E.g. annually, quarterly, etc.).

11) Appendix 8:

a) If you will be using controlled substances in this study, please complete this appendix and attach it to your Research Protocol Safety Survey. In addition, all protocols in which controlled substances will be used must be submitted with a letter from the research pharmacist certifying proper usage and storage.

b) In section A, please indicate if the personnel who will be handling the controlled substances are VA Research Staff, VA Clinical Staff or Other personnel. If other is selected please specify to which institution and service these personnel belong. In all cases, please list the names of all personnel who will be working with controlled substances. In the table, please list the name of the controlled substances to be used in this study, the location they will be stored in and the method of storage.

c) In section B, please indicate if employees receive training in the use of controlled substances. If “yes,” please list the name of training received along with the names of all personnel who completed the training and the most recent date of completion. Please also indicate how often the training must be retaken (E.g. annually, quarterly, etc.).

12) Appendix 9: 

a) If you will be using ionizing radiation in this study, please complete this appendix and attach it to your Research Protocol Safety Survey. In addition, all protocols in which ionizing radiation will be used must be submitted to the Radiation Safety Committee as well as the Subcommittee for Research Safety.
b) In section A, please indicate if the personnel who will be using ionizing radiation are VA Research Staff, VA Clinical Staff or Other personnel. If other is selected please specify to which institution and service these personnel belong. In all cases, please list the names of all personnel who will be working with ionizing radiation.

c) In section B, please indicate if the ionizing radiation being used in this study will be utilized in a VA Research space, a VA Clinical space or a different space. If VA Research space or VA Clinical space is to be used, please specify the location that ionizing radiation will be used in. If other is selected, please specify the institution, building, floor and room that ionizing radiation will be used in. Furthermore, please indicate if a copy of the Radiation Safety Guide is available in the laboratory and if personnel have been trained in the use of radioisotopes. If personnel have been trained in the use of radioisotopes, please provide copies of the training certification to the VA Research Administration Office. Lastly, please list the isotopes to be used and the maximum amount present in the laboratory at any given time in the table at the bottom of section B.
d) In section C, please provide the location where radioisotopes will be used.

e) In sections D-F, please answer the questions by checking the appropriate box. If the answer in section D is “yes,” please indicate the most recent date that the protocol was reviewed by the Radiation Safety Committee. In section F, please indicate the location of the equipment to be used if you have indicated in section B that ionizing radiation administration will be used in VA Research space.

13) Appendix 10:

a) If you will be using non-ionizing radiation in this study, please complete this appendix and attach it to your Research Protocol Safety Survey. In addition, all protocols in which MRI will be used must be submitted with an MR/fMRI Application.

b) In section A, please indicate if the personnel who will be using non-ionizing radiation are VA Research Staff, VA Clinical Staff or Other personnel. If other is selected please specify to which institution and service these personnel belong. In all cases, please list the names of all personnel who will be working with non-ionizing radiation.

c) In section B, please indicate which sources of non-ionizing you will be using and which you will not be using. If the source of non-ionizing radiation that you intend to use is not listed, please select Other and specify the source of non-ionizing radiation.

d) In section C, please indicate the location in which non-ionizing radiation will be used.

e) In section D, please indicate if employees receive training in the use of non-ionizing radiation. If “yes,” please list the name of training received along with the names of all personnel who completed the training and the most recent date of completion. Please also indicate how often the training must be retaken (E.g. annually, quarterly, etc.).

14) Appendix 11:

a) If there will be physical hazards associated with this study, please complete this appendix and attach it to your Research Protocol Safety Survey. 
b) In section A, please indicate if the personnel who will be exposed to physical hazards are VA Research Staff, VA Clinical Staff or Other personnel. If other is selected please specify to which institution and service these personnel belong. In all cases, please list the names of all personnel who will be exposed to physical hazards.

c) In section B, please indicate if the physical hazards that may occur in this study will be present in a VA Research space, a VA Clinical space or a different space. If VA Research space or VA Clinical space is indicated, please specify the location in which the physical hazard will occur. If other is selected, please specify the institution, building, floor and room in which the physical hazard will occur.

d) In section C, please indicate which physical hazards employees will be exposed to. If employees will be exposed to a physical hazard that is not listed, please select Other and specify the physical hazard that employees will be exposed to.

e) In section D, please indicate if employees receive training in exposure to physical hazards. If “yes,” please list the name of training received along with the names of all personnel who completed the training and the most recent date of completion. Please also indicate how often the training must be retaken (E.g. annually, quarterly, etc.).









