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· Current protocol and all previously approved versions

· When applicable, a copy of the fully executed protocol signature page for original protocol and all approved versions

QIU TIPS/ADDITIONAL INFORMATION
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· Outdated protocol versions can be kept either in a separate location or stored electronically. Write a signed and dated note-to-file indicating where previous versions are kept.

· Version should be dated and/or numbered

· Applicable GCP sections:  8.2.2, 8.3.2.   
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· Signed and dated CVs for all IRB approved study staff 

QI TIPS/ADDITIONAL INFORMATION


· CVs should be signed, dated, and updated every 2 years to verify that information is accurate and current.

· If CVs are filed collectively for the department, write a signed and dated note-to-file indicating the location.

· If CVs are maintained electronically, include the “date prepared” on them.
· For NIH funded studies, investigators can use their NIH Bio Sketch  http://grants2.nih.gov/grants/funding/phs398/biosketch.pdf 
· Applicable GCP sections:  8.2.10, 8.3.5, 4.1.1   




REQUIREMENTS
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· Valid medical licenses/professional certifications for all IRB approved study staff. 

QIU TIPS/ADDITIONAL INFORMATION


· Medical and nursing licenses must be renewed every 2 years in MA. It is important to monitor licensure expiration dates so that those nearing expiration can be promptly updated.  

· Include in this section, any professional certifications that verify staff eligibility to perform clinical procedures (e.g. phlebotomy, vital signs, ECG).
· If medical licenses /certifications are filed collectively for the department, write a signed and dated note-to-file indicating the location.
· General information regarding medical licenses is available at:                                 The Medical Board of California:  http://www.mbc.ca.gov/
· Applicable GCP sections:  8.2.10, 4.1.1   

REQUIREMENTS 
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· Pre-screening Log:  Captures subjects who have been pre-screened to determine initial eligibility for enrollment.  Per PHRC Pre-Screening Guidelines identifiers for ineligible subjects should be blacked out/redacted unless permission is obtained from the subject.   
· Enrollment Log:  Captures all subjects who sign a consent form.  Per PHRC policy, if a subject is found to be ineligible, withdraws consent, or is lost to follow-up, s/he is still counted as enrolled and should be included when reporting enrollment numbers to the IRB.        

· Staff Signature/Delegation of Responsibility Log:  Documents the study-related procedures delegated to staff in accordance with PHRC Delegation of Responsibility Guidelines.  The PI should initial, sign and date this list, and update it as new staff or study procedures are added to the protocol.  

· Monitoring Log:  Documents any form of study oversight/monitoring as defined in the IRB approved protocol summary.

· Adverse Event Tracking Log:  Tracks and ensures timely reporting of all applicable adverse events to the IRB in accordance with PHRC Adverse Event Reporting Policy. 

· Minor Deviations/ Violations Tracking Log:  Provides a record of all minor deviations from the approved protocol and facilitates reporting at continuing review per PHRC Protocol Deviation/Exception/Violation Policy. 
· Tissue Log:  Tracks tissue samples collected during research and subjects’ consent options.  Assists with the requirements for sharing and/or transferring tissue samples from tissue repository banks.  

QIU TIPS/ADDITIONAL INFORMATION


· To ensure accuracy, logs should be updated as soon as possible after a recordable event occurs, preferably on the same day.

· Templates can be customized to fit a specific study or added to existing electronic versions currently maintained on site.  Copies of all templates can be found at: ResearchGo Website
· Applicable GCP sections: 8.3.20 – 8.3.25
REQUIREMENTS
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· Signed and dated submissions:

· Application

· Continuing Review(s)

· Amendments

· Adverse Events

· Violations/Deviations

· Close out Information

· Approval letters and/or notification of IRB decisions

· Investigator response(s) to IRB notification (if applicable)

· Approved recruitment materials

· Approved educational materials/additional study information distributed to subjects (e.g. subject diary)

· Info regarding FWA; Memo regarding IRB registration and IRB membership (3/2011) http://ora.research.ucla.edu/OHRPP/Pages/IRBDescriptions.aspx

· Any additional correspondence relating to the study (e.g. e-mails)

QIU TIPS/ADDITIONAL INFORMATION


· Copies of all signed and dated IRB submissions and correspondences between the study site and IRB should be kept on file.

· The QIU recommends filing documents in reverse chronological order to ensure that documentation provides an accurate history/timeline of study activity from approval to completion. Only one copy of each correspondence is needed.

· Request a copy of any missing documents from your protocol administrator or print them from Insight.

· If signed and dated correspondences cannot be maintained electronically (e.g. pdf version) then a hard copy should be on file.

· Applicable GCP sections:  8.2.7, 8.2.9, 8.3.2, 8.3.3 8.3.4
REQUIREMENTS
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· Current IRB approved consent form version(s) with the IRB approval letter, date or stamp

QI TIPS/ADDITIONAL INFORMATION
· If consent forms are maintained electronically or filed in the IRB section of the Binder, write a signed and dated note-to-file indicating the location.

· As soon as the IRB approves a new version of the consent form, the previous version expires.  Previously approved versions can be kept in the IRB section of the Regulatory Binder.  

· The IRB website provides guidance on the following:

· Staff requirements for obtaining informed consent:
· Obtaining Consent from Non-English Speaking Subjects:
· Obtaining Surrogate Consent: 
· The Clinical Trial Consent Development section of ResearchGo assists sites with properly documenting informed consent according to federal regulations, institutional policies and good clinical practices: 

· Applicable GCP sections: 8.2.7, 8.2.3, 8.3.2, 8.3.12


REQUIREMENTS
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· Blank set of case report forms (CRFs), data collection sheets and or study questionnaires

· Refer to attached guidance to ensure appropriate source documentation  (link to source documentation-virtual tab doc)
QIU TIPS/ADDITIONAL INFORMATION


· Source documents are original recordings of subject or study data.

· Data collection sheets can act as source documentation.  For instance, during study visits, subject information is written directly onto worksheets.  
· An industry sponsor will usually provide CRFs to sites.  All protocol-required information is transferred from source documents onto CRFs.
· Annotated CRFs or data collection sheets.
· Applicable GCP sections: 8.3.14, 8.3.15, 4.9.3.



REQUIREMENTS
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· Current Lab Certification (e.g. CLIA, CAP) 

· Normal Lab/Reference Values 

QI TIPS/ADDITIONAL INFORMATION


· Keep updated lab documents to document the competency of all lab facilities being utilized, and to support the reliability of test results.

· If lab documents are filed separately, write a signed and dated note to file indicating the location.

· Research laboratories typically do not have lab certifications (e.g. CLIA, CAP). In the case of research laboratories, ensure that the research lab reference values are on file.
· CLIA and all other licensure for all UCLA labs can be found here: UCLA  Clinical Laboratories Licensing & Accreditation Documents 
· You will also need the CV of the lab manager for your regulatory binder. For this you should contact UCLA Pathology & Laboratory Medicine.
· Reference values: http://labmed.ucsf.edu/labmanual/mftlng-mtzn/test/index-normal.html 
· GCP Sections:  8.2.11, 8.2.12, 8.2.14, 8.3.6, 8.3.7
REQUIREMENTS

[image: image9.png]



· Copy of the NIH Grant Application and Progress Reports

QI TIPS/ADDITIONAL INFORMATION


· Submit a copy of the most recent NIH progress report to the IRB at the time of continuing review

· Any additional study correspondences (e.g. e-mails) with NIH and collaborators

· Downloadable instructions and form files for PHS 398 (competing grants):  http://grants.nih.gov/grants/funding/phs398/phs398.html 

· If NIH documents are filed separately or electronically, write a signed and dated note to file indicating the location.

· Applicable GCP sections: 8.3.14, 8.3.15, 4.9.3 




REQUIREMENTS
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· Copy of all significant correspondence to and from the study sponsor(s) (e.g., letters, e-mails, meeting notes, and notes of telephone calls)

QI TIPS/ADDITIONAL INFORMATION


· If documents are filed electronically, write a signed and dated note to file indicating the location.

· Applicable GCP sections: 8.3.11




REQUIREMENTS
· Drug/Device Shipment and Receipt Records

· Drug/Device Accountability Log

· Most recent version of Investigator Brochure or Device Manual

QI TIPS/ADDITIONAL INFORMATION


· If the drug/device shipment, receipt, and accountability are managed by research pharmacy, indicate this in a note-to-file.

· Refer to the ResearchGo website for drug/device accountability logs
· The Investigator’s Brochure or Device Manual provides clinical and non-clinical data on an investigational new drug or device. Updated versions of the Investigator’s Brochure or Device Manual should be submitted to the IRB.

· If the drug is marketed, a package insert is an appropriate alternative for the Investigator’s Brochure. For marketed devices, basic product information is an appropriate alternative for the Device Manual.

REQUIREMENTS
Clinical Investigator (individual who conducts the study)

1. FDA 1572 (drug)

2. Investigator Agreement (device)

3. Serious Adverse Event reports submitted to Sponsor

Sponsor-Investigator (individual who initiates and conducts the study)

1. Clinician Investigator requirements 1 or 2

2. Original application and all subsequent submissions to the FDA:
· IND Application (drug)

· IDE Application (device)

· Amendments to the Application

· Adverse Event Reports
· Annual Reports
3. Form 3674, Certification of Registration to ClinicalTrials.gov

QI TIPS/ADDITIONAL INFORMATION

· The form FDA 1572/Investigator Agreement identifies the facilities where the research will take place, the reviewing/approving IRB and sub-investigators participating in the study. The 1572 should be updated if changes are made during the course of the investigation. 

· An IND Application must be filed when a sponsor wishes to test a newly developed drug or the use of a drug that is not yet approved by the FDA for marketing (21 CFR 312).

· The Form FDA 1571 is the cover sheet for the Investigational New Drug Application and should be included in all subsequent submissions to the FDA. Instructions for completing this form and the 1572 is available at: http://www.fda.gov/cder/forms/1571-1572-help.html 

· An IDE Application must be filed for any device that poses significant risk (21 CFR 812).   




REQUIREMENTS
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· Signed and dated FDA Financial Disclosures for all clinical investigators listed on the form FDA 1572 (drug) or IRB application (device).

QI TIPS/ADDITIONAL INFORMATION


· If FDA Financial Disclosures are filed separately, write a signed and dated note indicating the location.

· Any applicant (usually a pharmaceutical/device company) who submits a marketing application for a human drug, biological product, or device is required to submit a completed Form FDA 3455 to the FDA for each clinical investigator who participates in a covered study. This form attests to the absence of financial interests, or discloses the nature of any financial arrangements.
· Everyone listed on the Form FDA 1572 (drug) or IRB application (device) shall provide to the sponsor sufficient accurate financial information on Form FDA 3455. The investigator should promptly update this information if any relevant changes occur in the course of the study, or for one year following completion of the study.

· Some studies may also require a Financial Disclosure form. For Guidance see the UCSF Financial Conflicts of Interest in Human-Subjects Research policy. 




REQUIREMENTS
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· Copy of all Data Safety Monitoring Board (DSMB) reports

· Additional correspondences with DSMB (e.g. meeting minutes, information provided to the DSMB, emails)

QI TIPS/ADDITIONAL INFORMATION


· Submit a copy of the most recent DSMB report to the IRB at the time of continuing review.
· Please review the RESEARCHGO for Data and Safety Monitoring guidance and templates to assist sites in developing a monitoring plan to ensure subject safety and data integrity:  
· UCLA OHRPP Guidance
· NIH Guidance
· FDA Guidance
· Applicable GCP sections:  8.3.10, 5.19.3
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