Drug Study

Requirements – Sponsor Investigator

· Initial IND Application
· Original Form FDA 1571 and all revisions
· The 1571 should be used as a cover sheet for all correspondence sent to the FDA

· All amendments to the IND application
· Annual Progress Reports

· Copies of annual reports must also be provided to the IRB

· Form 3674, certification of registration to ClinicalTrials.gov
· http://www.fda.gov/downloads/AboutFDA/ReportsManualsForms/Forms/UCM048364.pdf 

Requirements – Clinical Investigator

· Copy of original and all amended versions of the Form FDA 1572
· Copy of all IND Safety Reports 

· Financial Disclosure
· Signed and dated copy of Form FDA 3455 for all investigators listed on the 1572

Filing Tips:

·  A blank form and instructions for completing The Form FDA 1571 and 1572 can be found at:  http://www.fda.gov
·  File submissions in reverse chronological order according to the serial number on the Form FDA 1571 [beginning with “0000”]


FDA:   21 CFR 54; 312.22; 312.23; 312.30; 312.32; 312.33; 312.53; 312.64; GCP:   4.11; 5.16; 5.17; 8.3.16; 8.3.17; 8.3.18; 8.3.19

Device Study

Requirements – Sponsor Investigator
· Initial IDE Application
· Current Investigator List

· IDE sponsor should submit a current list of investigators participating in the study approx. ~6 months

· Original and all amended versions of the Investigator Agreement
· IDE Supplements (to original application)

· Protocol changes requiring FDA approval

· Unanticipated Adverse Device Effect(s)

· Annual Progress Report

· Copies of annual reports must also be provided to the IRB

· Form 3674, certification of registration to ClinicalTrials.gov
· http://www.fda.gov/downloads/AboutFDA/ReportsManualsForms/Forms/UCM048364.pdf 

· Financial Disclosure
· Signed and dated copy of Form FDA 3455 for all investigators 

Filing Tips:

·  Suggested content for original IDE application can be found at:  http://www.fda.gov
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 References:
FDA:   21 CFR 54; 812.150; 812.35; 812.43

GCP:   4.11; 5.16.2; 5.17.1; 8.3.16; 8.3.17; 8.3.18; 8.3.19

Investigator’s Brochure (IB)

Package Insert

Device Manual
Requirements 
· Most recent version of investigator brochure or product information (e.g., package insert or sample label)

· Collection of relevant information known prior to the start of a clinical trial, including preclinical data such as chemical, pharmaceutical, toxicological and any results of earlier trials

· Device Manual or Report of Prior Investigations (ROPI) for investigational devices
· Provides relevant and current scientific information about the investigational product
Filing Tips:

· Submit updated versions of IB, device manual/product information to the IRB
· If the investigational product is marketed a product information brochure or package insert is an appropriate alternative
· If documents are maintained electronically, write a note-to-file indicating the location (include copy of note-to-file here)
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 References:
FDA:   21 CFR 54; 312.55
GCP:   7.1; 8.2.1; 8.3.1 
Drug/Device Accountability
Requirements

· Shipment and receipt records

· Dates, quantities received, batch/serial numbers and expiration dates

· Dispensing and Accountability log

· Record/track use of investigational product by each participant

· Documentation should verify that dosing/device use was in accordance with the approved protocol 

Filing Tips:

· Documentation may indicate that this information is maintained by Lifespan pharmacy; include a signed/dated note-to-file here

· Return/dispose of unused investigational product as specified by the sponsor; maintain documentation of return/disposal

· Properly store the investigational product; the storage area should be locked/secure with access limited to approved study staff only
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 References:

 FDA:   21 CFR 312.57, 312.62, 812.140

 GCP:    4.6.1, 4.6.3, 8.4.1







