IRB Submission Tip Sheet
Background

· The main reason for IRB review comes from federal laws requiring assessment of the ethics of human subjects’ involvement in research.  Investigators need to include a discussion of any possible ethical concerns, not just those of potential breaches of confidentiality/privacy.  
General Reminders:
· Use/follow the IRB guidelines, requirements and suggestions on the IRB website (www.childrensmrc.org) or you may go to the on the CMH intranet (Portal) via the site map: “I”.
· Note especially the FAQs
· IRB polices, instructions, forms and templates
· Links to outside resources such as FDA, OHRP, etc…
· Complete Submission: Follow the check list on the IRB website to ensure your submission is complete before submitting it to the IRB.  

· The IRB cannot review your submission if it is incomplete and missing required documents and elements, therefore incomplete submissions are returned to the PI.
· The IRB Office requires one hard copy and one electronic copy of all submissions sent in for review.  Send the hard copy documents to Box#205 and the electronic documents to irb@childrensmemorial.org.  This rule does not apply for the following forms: External Adverse Event, Internal Adverse Event, and Other Unanticipated Problems and Protocol Violations.  For these forms submit only the hard copy. 
· IRB Mailbox and Emails: When emailing submissions to the IRB mailbox, or emailing an IRB staff member, the subject line of the email should indicate the nature of the submission. Please use the appropriate language as follows: 
· For new studies: New Study for Initial Review (insert PI last name) 

· For Response to Contingencies and Resubmission of Tabled Studies: Please reply to the original email sent to you by the IRB staff containing the official meeting review and attach the point by point response and any revised documents in both annotated and clean versions. Do not change the subject line. 

· For Amendments: Amendment to IRB #XXXX-XXXXX (insert PI last name) 

· For Continuing Reviews: Continuing Review for IRB #XXXX-XXXXX (insert PI last name) 
· All other correspondence, such as inquiries, other general correspondence, or replying to general direct communication from an IRB staff person, should be sent directly to the IRB staff. In addition, please note that the IRB does not accept adverse event reports (i.e. AE, SAE, safety reports, DSMB reports) electronically.
· Research Plans: The IRB is composed of faculty members as well as lay members or community members. It is important that nonscientists/nonphysicians understand the proposal.  If accessible, use MS Word’s “readability” statistics and write in grade level 12 or lower. Please refer to the FAQ’s on what is required in a research plan: http://www.childrensmrc.org/researchadministration/oric/irb2/faq/#III_2
·  Investigator-initiated Protocols: It is strongly recommended that all investigator-initiated protocols undergo a department/division-level review before being submitted to the IRB. Proposals that will not receive an “external” scientific review require much more effort and detail than multi-site studies with NIH, major foundation, cooperative group, or company oversight.  Investigators must provide adequate descriptions of the following: 

· Study population; 

· Rationale for the design; 

· Evidence of adequate plans for data analysis (including statistics with power analyses for full board reviews); 

· Discussion of how study procedures differ from standard of care, where appropriate; 

· PI and CRA Responsibilities: Many PIs work with, and delegate to the CRAs the preparation of the submissions and related documents, as well as the day to day responsibilities of carrying out the study However, it is important to remember that it is the PI who is ultimately responsible, from both a regulatory and institutional perspective, for the content and quality of the submission and the conduct of the study from start to finish. 

Consent and Assent Forms:

· Follow the templates posted on the IRB website. The templates have been set up for the correct flow of information, clear section headings, and important HIPAA language.  The italicized information is instructions, and should not be included in the final version of the consent.

· Use simple language: Avoid using medical terminology or abbreviations unless they are clearly explained.
· If accessible, use MS Word’s readability statistics tool.  Fifth grade is the standard in many institutions.  It helps to 1) use words with 3 syllables or fewer; 2) use short sentences (no more than 12-15 words); 3) use active voice (minimize use of forms of the verb “to be).”
· Adolescent assent forms need to be simpler than those for parents (not a mirror image of the parent consent).
· Procedures: 

· Clearly note which parts of the proposed project are experimental, including procedures, tests, drugs, and/or devices and which are standard of care. 
· The procedures directly related to the research should be clearly outlined and easy to understand. Include the duration, location and frequency of each procedure for the entire study. 

· Consider providing parents/research subjects with a flow sheet that summarizes the study visits and schedule of procedures.
· Assent: Remember: federal regulations require the “affirmative” agreement (assent) of minor subjects for research that does not have a direct prospect of benefit.  Parental permission alone does not suffice. The IRB requires written assent for ages 12-17 yrs.
· Once a child reaches the age of 18, they must be consented again using the Adult Consent
· Refer to the Suggestions and Guidance for Writing Consent and Assent Forms in section VII of the FAQ’s for more detailed information on writing consents and a list of suggested terms for lay language. 
Please refer to the website for more detailed instructions for each type of submission, forms, templates, and IRB staff contact information: http://www.childrensmrc.org/researchadministration/ORIC/IRB2/
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