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	Process to ensure appropriate IND application submission to FDA
21 CFR Part 312.2, 312.22, 312.23
ICH GCP E6 5.10
· Are you conducting a clinical investigation that involves the use of a drug(s) in humans in any way other than in the course of medical practice?
· Does your clinical investigation meet exemption criteria (e.g. lawfully marketed prescription drug, does not include a dosage level OR route administration OR use in a patient population that increases risk, drug intended solely for tests in vitro, etc.)?
· Are you requesting any waivers (e.g. consent, authorization, etc.)?
· Does your application contain all the necessary sections and in the appropriate order?
· Does your application include all the required completed forms (1571 and 1572)?
** You are required to submit to the IRB the Drug or Biological Product Form and documentation and/or reasoning that supports your conclusion, if you feel the study is exempt from IND application. If any question remains upon IRB review regarding whether an IND would be required, you will be asked to submit a request to FDA for final determination.
	
	

	Process to ensure that studies in humans are not initiated until 30 days after receipt of IND application by FDA
21 CFR Part 312.40 (b) (1)
· Will you or another study designee be contacting the FDA for an acknowledgement letter or “study may proceed” notification, if not yet received by the 30 day timeline?
How will you communicate to study personnel and all external participating sites, if any, when to initiate study procedures?
	
	

	Process for selecting appropriate investigators qualified by training and experience
21 CFR Part 312.50, 312.53 (a)
ICH GCP E6 4.1.1, 5.6.1
· Have all key personnel and any researchers directly interacting with subjects completed the Human Subjects Research and Good Clinical Practice (GCP) courses through IU HSO’s CITI training program?
· What special expertise is needed to assist in meeting study objectives (e.g. biostatistician, ResNet, medical specialty)?
· Is this a multi-site study? How will you ensure your external site investigators are appropriately trained and experienced?
How will you document training of study personnel throughout the study?
	
	

	Process for selecting monitor(s) qualified by training and experience
21 CFR Part 312.53 (d)
ICH GCP E6 5.18.2 (b)
· Will you, the PI, be monitoring the study in addition to providing sponsor-investigator oversight? 
· Will you be assembling a small team to conduct monitoring or utilizing an internal QA program?
Will you be transferring monitoring obligations to a contract research organization?
	
	

	Process for keeping investigators informed (e.g., copies of IB, clinical protocol, new drug safety information, adverse effects, IND safety reports, etc.)
21 CFR Part 312.50, 312.55
· What methods and forums will you use to communicate with study personnel of protocol changes, AEs, etc.?
What is the frequency of this communication and how will you document its occurrence?
	
	

	Process for reporting unexpected fatal or life-threatening suspected adverse reaction (AE for which there is a reasonable possibility that the drug caused the AE) to FDA by phone or fax within 7 calendar days after initial receipt of information 
· Process for reporting this to IRB and other local committees, as appropriate
21 CFR Part 312.32 (C)(2), 312.50, 312.64 (b), 312.66
ICH GCP E6 4.11.1, 5.17.1
· What is your process for identification of adverse events and their assessment of severity and relatedness?
· How are you documenting this process?
· How will external sites report AEs to you as the sponsor-investigator? 
What is your process to ensure to report adverse events of this nature within the required timeframe?
	
	

	Process for reporting any potential serious risks (serious and unexpected suspected adverse reactions, findings from other studies, findings from animal or in vitro testing, or increased rate of occurrence of serious suspected adverse reactions) in writing no later than 15 calendar days after initial receipt of the information
· Process for reporting this to IRB and other local committees, as appropriate
21 CFR Part 312.32 (c)(1), 312.50, 312.64 (b), 312.66
ICH GCP E6 4.11.1, 5.17.1
· What is your process for identification of adverse events and their assessment of severity and relatedness?
· How are you documenting this process?
· How will external sites report AEs to you as the sponsor-investigator? 
What is your process to ensure to report adverse events of this nature within the required timeframe?
	
	

	Process for submitting annual progress reports to FDA
· Process for reporting this to IRB and other local committees, as appropriate
21 CFR Part 312.33, 312.64 (a), 312.66
ICH GCP E6 4.10.1
· Will you as the PI be submitting the progress report or will this be a task designated to other study personnel (e.g. Research Coordinator, etc.)
· How will you document submission?
Did you include your 1571 in your submission?
	
	

	Process for determining whether clinical trial should be registered on clinicaltrials.gov 
Food and Drug Administration Amendments Act of 2007 (FDAAA) Section 801
http://www.fda.gov/ScienceResearch/SpecialTopics/RunningClinicalTrials/FDAsRoleClinicalTrials.govInformation/default.htm
· Will you as the PI be registering the study or will this be a task designated to other study personnel (e.g. Research Coordinator, etc.)?
The IU Quality improvement Office (QIO) can assist in determining if a clinical trial is an Applicable Clinical Trial and requires compliance with Food and Drug Administration Amendments Act of 2007 801 requirements (Email: ctgov@iu.edu).
	
	ClinicalTrials.gov Identifier: NCT

	Process for maintaining adequate records re: receipt, shipment, or other disposition of drug
21 CFR Part 312.53 (b), 312.57 (a), 312.59, 312.60, 312.62 (a)
ICH GCP E6 4.6.3, 5.14.3
· Who will be responsible for dispensing the study drug (hospital, local pharmacy or Investigational Drug Services)?
· What is your method of record keeping of the details timelines of these processes? (e.g. name of the investigator to whom the drug is shipped, ship date, quantity, and batch or code mark of each such shipment)?
How will your external sites document drug receipt/disposition?
	
	

	Process for complying with GCPs, IRB regulations, financial disclosures, etc.
21 CFR Part 312.53 (c), 312.60, 312.64 (d)
ICH GCP E6 4.1.3, 4.5
· What is your process for managing study investigators who are found to be noncompliant?
Have all financial interests been disclosed and is this acknowledged on the study ICD?
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