Existing/Secondary Data, TIssues or Specimens

INVESTIGATOR'S ASSURANCE

Professional Associates, Inc.
Institutional Review Board

Project Title:

As Primary Investigator, I have ultimate responsibility for the performance of this study, the protection of the rights and welfare of the human subjects, and strict adherence by all co‑investigators and research personnel to all Institutional Review Board (IRB) requirements, federal regulations, and state statutes for human subjects research. I hereby assure the following:

The information provided in this application is accurate to the best of my knowledge.

All named individuals on this project have read and understand the procedures outlined in the application.

All experiments and procedures involving human subjects will be performed under my supervision or that of another qualified professional listed on this protocol.

I understand that, should I use the project described in this application as a basis for a proposal for funding (either intramural or extramural), it is my responsibility to ensure that the description of human subjects use in the funding proposal(s) is identical in principle to that contained in this application. I will submit modifications and/or changes to the IRB as necessary to ensure these are identical.

I and all the co‑investigators and research personnel agree to comply with all applicable requirements for the protection of human subjects in research including' but not limited to, the following:

· Obtaining the legally effective informed consent of all human subjects or their legally authorized representatives, and using only the currently approved, consent form (if applicable); and

· Making no changes to the approved protocol or consent form without first having submitted those changes for review and approval by the Institutional Review Board; and

· Reporting serious and unexpected adverse effects to IRB Administration verbally within 48 hours and in writing within 10 days of occurrence, and all other unexpected adverse events in writing within 10 days of occurrence; and

· Promptly providing the IRB with any information requested relative to the project; and

· Promptly and completely complying with an IRB decision to suspend or withdraw its approval for the project; and

· Obtaining continuing review prior to the date approval for this study expires. I understand if I fail to apply for continuing review, approval for the study will automatically expire, and study activity must cease until IRB current approval is obtained.

Name of Lead Researcher:

Signature:



 

I assume responsibility for ensuring the competence, integrity and ethical conduct of the investigator(s).  I certify that the investigator(s) is/are fully competent to accomplish the goals and techniques stated in the attached proposal.

Name of Advisor:


Signature:


APPLICATION TO THE PROFESSIONAL ASSOCIATES, INC., IRB for the use of  Existing/Secondary Data, TIssues or Specimens
PRINCIPAL INVESTIGATOR / RESEARCHER INFORMATION

Name: Dr./Mr./Ms. 


MSU Net ID: 

Daytime Phone Number: 

Mailing Address: 

City/State/Zip: 

E-Mail Address: 


Department: 

IRB and Human Subjects Protections Education completed on  ______________
ADDITIONAL INVESTIGATORS / RESEARCHERS
Will additional researchers be involved with this project?  If so, list them along with their Net ID, phone number, address, and email address.  Indicate the date in which they completed IRB and Human Subjects Education.  


TITLE of project: 

Is this an original submission or a revision? 

If this is a revised application, please list the docket number assigned to the first submission of the study.

PROJECT PERIOD:
from _______________ to ________________ 


Includes both data collection and data analysis

*NOTE:  Beginning date cannot predate IRB approval date.  If you intend to begin immediately upon IRB approval, list beginning date as “upon IRB approval”.
STUDY FUNDING

Provide information about how the study costs will be supported


____Personal Funds

____No cost study     ____Other, specify:

____External Funding


Agency:

Fund/Account Number:


PI of Award (if different than Principal Investigator/Researcher listed above):

1.  Provide a description of the proposed study (e.g., purpose, problem to be investigated, etc.).  Identify source of data.

2.  Will this project involve the physical handling of previously collected human tissue and/or body fluids?  

  FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
Source:

3.  Will this project involve collecting raw data from: 



medical records?  
 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

school records? 
 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

prison records? 
 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
4.  Will any data, tissue or specimens be obtained from a public source  (e.g., access is available without need for a password or agreement)?
   FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No














5.  Will any data be obtained from a source that is not publicly available (e.g., are there requirements, agreements, credentials necessary to access the data, etc.)?
   FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

(If you answered yes, provide a letter granting you permission to use the data set.)












6.  Will data be obtained from an individual researcher(s)?  FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No


(If you answered yes, provide a letter granting you permission to use the data set.)

Confidentiality:
7.  Will the data, previously collected tissue samples and/or body fluids contain identifiers or codes/links that could be used to identify the subject?
 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

8.  If identifiers/codes will be present, how will consent be obtained from subjects?

9.  Explain how confidentiality will be maintained if identifiers are contained in data.

PLEASE NOTE THAT THE DETERMINATION OF THE IRB WILL BE COMMUNICATED TO YOU IN WRITING.  SUBMISSION OF AN APPLICATION TO THE IRB IS NOT EQUIVALENT TO IRB APPROVAL.  YOU MAY NOT BEGIN THIS RESEARCH UNTIL YOU HAVE IRB APPROVAL.
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