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IRB: CPI Implementation Project

Frequently Asked Questions
1. What has changed about the IRB review process for new, full-review studies?

·    Pre-submission consultations will be done in lieu of pre-review
i. Consultations will take place  prior to submission of IRB application materials

ii. Purpose of consultations is to provide education and guidance
iii. Consultations are intended to be helpful but are not a guarantee of IRB review or approval of material eventually submitted
· Current IRB forms revised (e.g., application, consent form template, etc.) and new forms developed (e.g., Language Resource Text; Glossary Resource, etc.)
i. Forms revised/created to be transparent and supportive to researchers (e.g., sample answers and investigator help sections)
ii. Purpose is to enable researchers to submit a final, quality product up front 
· Required submission documents

i. IRB-ITHS Application

ii. Applicable Supplements (if any, depending on nature of study)

iii. Local Implementation Plan (Part II of this document may be skipped if a protocol is attached)
· Process change means drafts of submission materials will no longer be accepted; Submissions need to be complete and final versions; Enforced via:
i. Submission Standards

ii. IRB Standards re Acceptance for Review
2. Why did these changes take place?
·   The Special Committee on Research Operations recommended the elimination of pre-review as it created redundancy and rework.
· 
CPI RPD workshop was held to design new process without pre-review
i. Streamlined process

ii. Get applications to IRB review more quickly so studies can start sooner for participants

iii. Improvements noted above implemented to support both researchers and IRB members with the changed process
3. What are the outcomes sought with these changes?

· Enable research teams to initiate the process more effectively 
· Create quality product from the beginning of the process
· Hardwire quality submissions through improved forms, tools, resources
· Create more shared responsibility for successful submission of an IRB full-review application
4. What is new about the application forms?

· Revised IRB-ITHS application with Supplements
i. Gathers information for regulatory findings
ii. Sample answers & embedded guidance provided
iii. Supplements allow customization of application submission for differing types of studies
· Supplement Types:
i. Banking
ii. Coordinating Center
iii. Drugs, Devices, & Biologics
iv. Genome-Wide Association Studies (GWAS)
v. ITHS-CRCN Services 
vi. Special Populations 
vii. Specimen Collection or Testing; Radiation Exposure
· Local Implementation Plan

i. Description of actual procedures
ii. To be changed over time to reflect study modifications
iii. Protocol can be attached in lieu of providing answers in Part II of Local Implementation Plan

5. What has changed about submission?

· Application materials should be complete and in final form at the time of submission
· Submissions not accepted in “parts” over time
· Once submission is made, it is in essence “locked-down” with changes not allowed until requested by the IRB
i. If a need to change the submission materials arises, then investigator can choose one of the following paths:


a.  Submit modification after final approval of submitted materials; or


b.  Withdraw materials, revise, and resubmit.
6. How will the consultations work?

· Consultations will be meetings held either in person or via telephone
· Consultations will be required for certain types of studies; recommended for others; and available for all studies if wanted
i. Consultations Required for:


a.  Studies of first time users (PIs) of Seattle Children’s IRB


b.  Studies where Seattle Children’s is to be the Coordinating Center for a 

Multi-Center study


c.  Studies involving an investigational drug/device/biologic where the 


Seattle Children’s investigator holds the Investigational New Drug (IND) 


or Investigational Device Exemption (IDE)


d.  Genome-Wide Association Studies (GWAS) if it is the PI’s first such 


study reviewed by Seattle Children’s IRB


e.  Banking/Repository studies if it is the PI’s first such study reviewed by 


Seattle Children’s IRB

ii. Consultations Recommended for: 


a.  Questions about “engagement” of other institutions/sites in research

b.  Questions about whether certain groups qualify as “human 


subjects” of the research

c.  Questions about Certificates of Confidentiality

d.  Questions about inclusion of Special Populations per federal 
regulations
iii. Consultations Available as an Option for All Studies

7. How was user feedback obtained on new process and forms?

· Multiple meetings were held with IRB users and leaders to obtain verbal feedback

· Key documents sent out to over 51 stakeholders for review and written comment
i. Two (2) week review period

ii. Reviewers represented key users of IRB process (PIs, CRAs, IRB members, and HSPP staff) 
iii. Over 50 reviewers; Over 25 written responses received.

· Reviewer feedback was taken into account and effected changes in finalization of documents
8. When does the new process and forms go into effect?
· New process and forms will be posted to the IRB Web site on July 1

· New process and forms will be required on Sept. 1

· From July 1 to Sept. 1, communication and educational events scheduled for faculty and staff
9. How will the new process and forms be communicated to researchers?

· Print (Communication letters, InHouse, Interaction, etc.) 

· Presentations (Center/Dept. meetings, general meetings open to all, etc.) 

· Consultation meetings are also an opportunity to learn more about the new process
10. What if I have comments on the new process and forms?

· A survey link will be added to the homepage of the IRB Web site to allow users to submit comments on the new process and forms after implementation
· The HSPP will conduct surveys of users about the new process and forms as part of the Plan-Do-Check-Act cycle

11. How will we know if these changes have truly improved the IRB process?
· We have developed a robust audit plan and through continual assessment of the audit metrics, combined with feedback received through the comment submission tool on the IRB Web site, we will be monitoring how the new process is working.
12. Who should I contact if I have additional questions?
· Human Subjects Protection Program at irb@seattlechildrens.org or 206-987-7804
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