Guide to Creating a Protocol in RASCAL

1. Login to RASCAL, and click on Human Subjects.
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Click on Create a Protocol and complete the following dialogue boxes, including the appropriate

dates for your project.
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IRB Menu GENERAL INSTRUCTIONS @

For guidance and tools to facilitate protocol submission to the IRB, please visit our web site at:
http: Awww cume columbia edu/dept/firb/submit.html

Taals include:

® Tips for Efficient IRE review

® Tips for Consent Forms

® IRB's Reviewer Form

® Department of Pediatrics Pre-IRB Review Pediatric Human Subjects Checklist
Federal Regulations and Institutional Policies can be found at:

http: Awww . cumc, columbia. edu/dept/firb/paolicies,
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Scroll down the same page to check all research items and facilities that apply to your project, and

click save.
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After you save, the left menu will change to include additional pages for you to complete.




Click on Personnel and be taken to the following screen in which you can add your Principle

Investigator (PI).
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Click on blue circle to Add Principle Investigator.
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e Insert the UNI of your CU faculty adviser and click Add.

e The next screen will confirm whether or not your PI needs to complete the Conflict of
Interest statement.

e Click on blue circle to add personnel; yourself as Co-Investigator.

e TFollow the same process as for the PI: insert your UNI and select Co-Investigate for role.
Click on Add to confirm.

e C(lick on Research to provide a Scientific Abstract and provide a Lay Abstract — a brief
overview of what you want to study and how you plan to conduct the study
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Save each section and click on the blue citcle next to Add Research/Protocol Hypothesis (just above

the Scientific Abstract dialogue box).
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Write in your research questions, and click save.

?) Columbia University's RASCAL - Research Administration System - Mozilla Firel - IEI Iil
File Edit Wiew History Bookmarks Tools  Help

‘nﬂl columbia,edu | htkps: [feewtest, rascal, columbia, edu)/servlet/edu, columbia,rascal present ation.irb, serviets, IrbR. ’_'-'_'“l

Research/Protocol Hypothesis

Research/Protocol Hypothesis g

Display Sequence ﬂ.l‘]

Sawve | Spell Check




Write in your research questions, and click save.

Research Administration System - Mozilla Firefox =l
Fle Edt Wew History Bookmarks Tooks Help
|’Cn\umh\a Student Services Online - Persa... I\@ Columbia University's RASCAL - Ressarch... % |Cn\umhla College | Columbia Callege x | + | -
€ )9 | [ calumbiaiedu | nttps: s test.rascal.calumbia edufser et ed colmbiz.rascal presentation ib.serviets, bManserviet - @[ #8 - hastings on hussan Pl

FA columbia Collage Bull Home: | Columbia Coll G Columbia University in ] cams 5 Loss Tt % Columbia Studsnt Ser

i yaSta) RASCAL Human Subjects

Logout | Help | [N | Animal Care | Propossl Tracking | Sonsent Forms | HIPAA Forms | Haz Msts | Administration | Training Center | Conflick of Interast | My Rascal
IRB-AAAIG203 =
Status: Cresting Resea rch
Protocal Hurnbar [IRE-AAAIEZ03
General
Personnel Protocol Creation Date [02/15/2012 at 11:31 Department [COLUMBLA COLLEGE (410)
Principal Inuestigatar [Kathryn Yatrakis (kbyl) Initiator [Hazel May (hm2135)
You are [Hazal May (hmz135) [ “rear [1 Madificstion 00

NOTICE: Do not open two Rascal browser windows at the same time. Do not work on this page if you are on a low-speed dial-up connection.

Add Research/Protocol Hypothesis (REQUIRED) eo
HIPAA Forms

h Documnents [Research/Protocol Hypothesis [Edit [Delete |
Attach Consent Forms irst question is to explore
[second gquestion is to find

Hotify Approvers

Submit Protocol
Copy Protocol

Daleta Protocal Sclentfic Abstract @ Spell Check Follawing Fields |
Erint Meny Provide a brief overview of your research and your research plans. It conveys to

View Histan = reader not schooled in wour discipline what the research is sbout and how you

‘ieu Data Sheet plan to conduct the research.

View Study Description

Protocol Guerview

[IRE Menul

Save

i lay sbstract is a clear description of your ideas and plans. Be sure to answer
the following questions:

That methods will be used to answer the research guestion?

That will the subjects be asked to do?

Lay Abstract @

Save

Study Description a




Click on Attach Documents in order to upload your completed Undergraduate Study IRB Approval
Request Form.
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e Identify this form as Other, and then save.

e C(lick on Funding, select No for the ARRA question, then click on the blue circle, select
Unfunded, and save.

e Click on Location, click on the blue circle, and insert any relevant information such as city
and country. Be as specific as you can be but note that you are not required to fill all fields
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Click on Subjects and complete all relevant sections and save.
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e C(lick on Attach Documents to add any relevant recruitment materials — such as a flyer, email

copy, etc.

e C(lick on Attached Consent Forms to add the consent form that your subjects will be

required to complete.

e C(lick Attach Documents to include all study instruments — surveys, interview guides, focus
group discussion guides, psychological measures, etc. — and local context information if your

research will be conducted in another country.

e (lick Submit Protocol and click OK.
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