Research Determination Worksheet (RDW)

Submission Process

A Research Determination Worksheet is submitted to the IRB for projects that do not
include “research” or “research involving human subjects” (45 CFR 46.102). RDWs are
submitted prior to project initiation and the IRB provides a determination and formal
documentation that the project does not require further IRB review, approval or oversight,
with the exception of personnel changes (for projects determined to be “research not
involving human subjects”).

e |tis NOT necessary to submit an RDW if you know your project includes human subjects
research. Instead, skip this step and submit a Study Application or Exempt Study
Application, whichever is appropriate for your research.

e To reduce the chance of creating more work for yourself by inadvertently submitting the
wrong application, please contact the IRB before submission if you are not sure which
application to submit. IRB staff will be happy to assist you in selecting the appropriate
application; please contact us via email (irb@geisinger.edu) or phone (570-271-8663)
with questions.

Important information when submitting RDWs in iRIS

iRIS User Account
e Allindividuals involved in the project must have an active iRIS user account and be listed
on the RDW

o

If someone cannot access iRIS or you cannot add a person to your RDW
application as study personnel, that means s/he does not have an active iRIS user
account. To obtain access, please complete and email the iRIS New User Account
Request Form to irb@geisinger.edu.

PLEASE NOTE: If your project is determined to be “research not involving human
subjects”, all personnel changes, including both the addition of new personnel
and the removal of personnel no longer involved in the project, that occur after
the IRB has issued a determination, must be submitted to the IRB Office through
iRIS on a Key Study Personnel Amendment (KSP) from. The KSP amendment
must be submitted and processed before any new personnel begin working on
the project. This requirement is in place to facilitate compliance with and
administration of Geisinger Policy 14.702 - Financial Conflicts of Interest in
Research and Geisinger Policy 14.707 — Research Education and Training.
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https://www.hhs.gov/ohrp/regulations-and-policy/regulations/45-cfr-46/index.html#46.102
mailto:irb@geisinger.edu
http://infoweb.geisinger.edu/se_research/hrpp/irb/documents/iris_site_access_request_form%207.3.18.docx
http://infoweb.geisinger.edu/se_research/hrpp/irb/documents/iris_site_access_request_form%207.3.18.docx
mailto:irb@geisinger.edu
https://www.geisinger.org/-/media/OneGeisinger/pdfs/ghs/research/research-at-geisinger/geisinger-policy-on-financial-conflicts-of-interest-in-research-approved-12-11-17.pdf?la=en
https://www.geisinger.org/-/media/OneGeisinger/pdfs/ghs/research/research-at-geisinger/geisinger-policy-on-financial-conflicts-of-interest-in-research-approved-12-11-17.pdf?la=en
https://www.geisinger.org/-/media/OneGeisinger/pdfs/ghs/research/research-at-geisinger/hrpp/guidance/hrpp-handbook-05-1-2018.pdf

Research CITI Training & COIl Requirements for RDWs

Unlike other iRIS submissions, individuals listed on your study application do not need to
complete Geisinger’s researcher CITI education or COIl requirements before RDW
submission. (Even though you see the red box warning (Training Validation failed), the
IRB will receive your RDW.)

If, however, your project is determined to be “research” or “human subjects research”,
you will receive one of the following stipulations in your IRB outcome letter:

o RDW Request for Modification Letter - Your project was determined to be
research that does not include human subjects. Therefore, XXX must complete
Geisinger research education and COIl requirements in order for the IRB to
complete RDW review and send you a final determination letter; OR

o IRB Determination Letter - Your project was determined to be research including
human subjects, so you CANNOT start your project. You will need to submit a
Study Application or Exempt Study Application in iRIS, as appropriate. XXX must
complete Geisinger research education and/or COI requirements prior to
submission.

Submitting RDW in iRIS

Have/obtain an active iRIS User Account (see above)

Open iRIS using your Username and Password

Select Study Assistant > Add a New Study = Research Determination Worksheet
Complete the application

Pl signs off on the application submission, which routes the RDW to the IRB

You can track the status of your submission in iRIS by opening your project and selecting
Study Assistant > Notepad icon next to your study = Submission History.

IRB reviews your submission

Once review is complete, you receive an IRB Determination letter

You cannot begin your project until you receive an IRB Determination letter.

Please contact the IRB via email (irb@geisinger.edu) or phone (570-271-8663) to request
assistance or provide feedback related to the RDW process.
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