
JHSPH IRB OFFICE DETERMINATION REQUEST FORM:  
Secondary Data Analysis

This determination request form may be used for all students or post-doc-initiated projects when it may be useful to have the IRB’s preliminary opinion on whether a project requires a new application or an amendment adding you to an existing JHSPH IRB-approved study. 
JHSPH IRB is responsible for the ethical conduct of the research that JHSPH students conduct in satisfaction of their degree requirements.  All students and post-docs should apply ethical principles in their interactions with human participants and/or their data regardless of whether IRB review is required.  

	INSTRUCTIONS

· Check Boxes

1. Double left [CLICK] the check box
2. Select “Checked” to enter a check mark
· Students and Post-Docs

1. Complete the questions in Section A
2. Email the completed form to your project advisor
· Project (Capstone or Other) Advisor

1. Review the information that the student has provided.
2. In Section B, describe your role in project management and overseeing data collection.
3. Email this form to the IRB Office email address at jhsph.irboffice@jhu.edu from your email address or students may submit from their email address and should copy their advisor on the email submission.


CAPSTONE SUBMISSIONS:   You assume the risk that the review of your application will not be completed on time if you fail to submit your application by the deadlines provided by the MPH Office.  

PHIRST APPLICATION SUBMISSION DEADLINES:  If the IRB Office reviews this determination request form and determines that you must submit a new PHIRST application or an amendment to an existing IRB-approved study, MPH Capstone students must do so by the date when the Capstone Info form is due.  Please refer to the MPH Program Manual. 

Section A.  To be completed by student
Student’s Name:      
Student’s Email:    
Student’s Phone #:      
1. What degree activity will this project fulfill?

 FORMCHECKBOX 
 MPH Capstone

 FORMCHECKBOX 
 ScD Thesis or Project

 FORMCHECKBOX 
 ScM Thesis or Project

 FORMCHECKBOX 
 MHS Thesis or Project

 FORMCHECKBOX 
 MSPH Thesis or Project

 FORMCHECKBOX 
 PhD Dissertation

 FORMCHECKBOX 
 DrPH Dissertation
 FORMCHECKBOX 
 Post-Doc Project
 FORMCHECKBOX 
 Class Project

 FORMCHECKBOX 
 Other (Please explain):       
2. Please provide your specific project title:       
3. Describe your project objective:       
4. What is the data source, and what permissions/approvals, if any, are required to access the dataset?        
5. What variables or data points will be included in the dataset?      

 FORMTEXT 
     
6. Are the existing data publicly available?  If so, what is the website address?       
 If the data are publicly available, skip to Section B.  If not, continue.
7. Are the data from a JHSPH-IRB approved research study?  If yes, is the study currently active?  Please provide the IRB study number and the study title.       
8. Are the data from an IRB approved research study from another institution?  If yes, identify the institution.  Is the study currently active?  Are you listed as a researcher on the study team in the application submitted to the institution’s IRB?       
9. Will your research be supervised by another PI at an external (non-JHU) institution?

  FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
10. Who originally collected the data?  If you or your project advisor were involved in the original data collection, please explain your roles.        
11. Will the existing data include personal identifiers or links/codes that connect the data to the identity of individual participants?  

 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No   If NO, continue to Question 13.
a. Do you or your project advisor have access to the personal identifiers or links/codes?       
b. Will they be removed before you receive the dataset or before your analysis?  Please explain your plan, including who will see and remove the identifiers/codes.       
c. Will you be able to re-identify individual participants?
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No  
12. Will you or your project advisor be obtaining, using, or disclosing Protected Health Information (PHI) from a U.S.-based health care provider or billing organization?

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

NOTE:  Information considered PHI includes any of the following:

	· Name

· Geographic information smaller than state

· Elements of dates (birth date, admission date, date of death, ages greater than or equal to 90 years of age

· Telephone numbers

· Fax numbers

· Electronic mail addresses

· Social security numbers

· Medical record numbers

· Account numbers


	· Certificate or license number 

· Vehicle identifiers and serial numbers including license plate 

· Device identifiers and serial numbers 

· URLs 

· IP address numbers 

· Biometric identifiers 

· Full face photographic images and comparable images 

· Health Plan beneficiary numbers 

· Any other unique identifying number, characteristic or code




a. If your answer is “Yes” to Question 12, please describe the types of health information to be collected (e.g., diagnosis, text results, treatments, etc.)       
b. Will your data be in the form of a HIPAA Limited Data Set (includes dates of service, DOB, DOD, zip code)?       
13. Please explain your data security plan to protect the data.       
14. Do you have a Data Use Agreement or a Letter of Permission for use of the data?  If yes, please submit a copy of it with your determination request form.       
15. The University has a data custody policy that requires ensuring the protection of the data from the time you receive it through destruction/return of the data when a project is completed.  Please explain what will happen to the data you propose to use after you complete your project.       
16.
Please describe the oversight plan you have established with your advisor.       
17. Do you intend to share the results of your project by publication, presentation, or other public dissemination beyond your class project?    FORMCHECKBOX 
 Yes      FORMCHECKBOX 
 No
If your answer is “No,” please explain your plan to share the results of your class project with the collaborating agency, department, or NGO.       
NOTE:  Presentation within the School is considered an academic activity, not publication or dissemination. 
SECTION B. To be completed by capstone advisor or, for non-capstone students, other project advisor
Advisor’s Name:      
Advisor’s email:      
Advisor’s phone #:    
Advisor’s JHSPH/SOM/Homewood/Other JHU Department:       
Advisor’s comments:      
1. What is your role in the project?       
2. What is your faculty status here at JHSPH?   FORMCHECKBOX 
 Full-time     FORMCHECKBOX 
 Part-time     FORMCHECKBOX 
 Adjunct
It is important to recognize that, if you will serve as the Primary Investigator, you are ultimately responsible for all aspects of this project.  If you do not believe you can provide adequate oversight, you should not agree to this use of secondary data.
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