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Northern California Health Care System

	APPLICATION FOR BASIC SCIENCE AND ANIMAL STUDIES INSTRUCTIONS
Subcommittee for Research Safety (SRS)



INSTRUCTIONS FOR COMPLETION OF APPLICATION FOR BASIC SCIENCE AND ANIMAL STUDIES
GENERAL: 

The Application for Basic Science and Animal Studies is required for research involving science only or animal studies. 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 Application for Basic Science and Animal Studies, arbitrarily designating one co-principal investigator as principal investigator responsible for completing the Application for Basic Science and Animal Studies.  

INSTRUCTIONS:

1) Page 1: 

a) At the top, indicate whether this is an initial submission, a resubmission of an existing protocol for continuing       review, a submission to request an amendment to the approved protocol or a submission to close an open protocol. Below this, please include the date, name of the Principal Investigator, the title of the study and applicable project/protocol number. If this is a new protocol a project/protocol number will be assigned to the study. If this is not an initial submission, please also include the initial date that the project was approved and its current expiration date.
b) Next, please answer the remaining seven questions in this section. Please make sure to attach and include any requested documents.
c) If this is an initial review, please skip section 1. If not, and this is a continuing submission or an amendment submission, please indicate in the left hand column whether the protocol is Active, Currently Inactive, Inactive or, in the case of an animal study, if the protocol has ended. If this submission is to request closure of the protocol, please indicate in the right hand column whether the protocol is Inactive, Currently Inactive or Completed.
2) Page 2:
a) In the table on the top of page 2 please indicate if any changes have been made to the protocol since its last submission. If this is an initial review this table may be skipped. 
b) Next, please complete section 2. If this is an application for closure of a protocol this section may be skipped. If completing section 2, please describe the expected outcomes of the study and any possible impact that the study might have on the veteran population. Please also indicate if this project will utilize VA staff, VA space or VA money and provide a list of the VA resources you will use.

3) Page 3:

a) In section 3 at the top of the page, please list all techniques to be used in this study, their intended purpose and the location in which they will be performed. If applying for project closure this section may be skipped.

b) Next, please complete section 4. If applying for study closure this section may be skipped. Please list all personnel involved in the study, their proposed role in the study and their responsibility for the study.

c) Lastly, if this study plans to use, or has ever used, animals, please complete section 5. All others may skip this section. If completing section 5, please indicate in the table in part a any procedures which will or have been performed on the animals. In section 5 part b, please indicate how many animals have been used in this study in the past year and how many animals have been used in this study since its initial approval.
4) Page 4:

a) If you are completing section 5 part b, please continue with the following questions at the top of the page. To complete the remainder of section 5 part b, please indicate the number of animals which were bred in the past year and the number of animals approved for the entire protocol. In addition, please indicate whether or not there have been any adverse events since the protocol was last reviewed and, if so, how these events were handled and any precautions that have since been enacted to prevent future adverse events. 

b) If you are completing section 5, please also complete part c located in the middle of the page. To complete part c, please indicate if alternatives to the use of animals or alternatives which are less painful have been developed since the most recent approval. Please also indicate the number of animals justified in the initial application and whether or not this justification has changed. Lastly, please provide written assurance that the studies proposed or currently underway do not duplicate previous work.
c) If this is a submission for continuing review, an amendment or closure of a protocol please complete section 6. Those submitting an initial review may skip this section. If completing this section, please answers questions a-h which continue onto the following page. If any question is answered “yes” please explain in the space provided. Additionally, if you answered “yes” to question c, please attach a copy of the submitted, or published work. 

5) Page 5:

a) If completing section 6, please answer the questions at the top of the page referring to the instructions for Page 4, part c. 
b) Lastly, please completely read the certification statement provided in section 7. Addtionally, if this study utilizes animals, please completely read the certification statement in the box below section 7. Once you have read the certification statement(s), please sign in the indicated space and write today’s date next to your signature.









