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Under 21 CFR Part 312 Investigational New Drug (IND) Application

	21 CFR 312.50 General Responsibilities of Sponsors

	

	1. Ensuring that the investigation is conducted in accordance with the general investigational plan and protocols, as referenced in 21 CFR 312.50;
	

	2. Maintaining an effective IND with respect to the investigations, as referenced in 21 CFR 312.50;
	

	3. Ensuring that Food and Drug Administration (FDA) and all participating investigators are promptly informed of significant new adverse effects or risks with respect to the drug, as referenced in 21 CFR 312.50.
	


	21 CFR 312.53 Selecting Investigators and Monitors

	

	4. Selecting qualified investigators, as referenced in 21 CFR 312.53(a);
	

	5. Controlling the shipment of investigational test article, as referenced in 21 CFR 312.53(b);
	

	6. Qualifying the investigators by obtaining required information and commitments, as referenced in 21 CFR 312.53(c);
	

	7. Selecting monitors, as referenced in 21 CFR 312.53(d).
	


	21 CFR 312.55 Informing Investigators

	

	8. Providing an investigator brochure, as referenced in 21 CFR 312.55(a);
	

	9. Informing investigators of new observations discovered by or reported to the sponsor, particularly with respect to adverse effects and safe use, as referenced in 21 CFR 312.55(b).
	


	21 CFR 312.56 Review of Ongoing Investigations

	

	10. Reviewing ongoing investigations, as referenced in 21 CFR 312.56 to include one or more of the following:
	

	a. Monitoring all clinical investigations, as referenced in 21 CFR 312.56(a);
	

	b. Securing investigator compliance with the agreement contained in the signed Form FDA 1572, the general investigational plan or other investigator responsibilities or, alternatively, discontinuing investigational test article shipment, as referenced in 21 CFR 312.56(b);
	

	c. Requiring the disposal or return by non-compliant investigators of investigational test article, as referenced in 21 CFR 312.56(b);
	

	d. Notifying the FDA of the termination of the study site of the non-compliant investigator, as referenced in 21 CFR 312.56(b);
	

	11. Reviewing and evaluating the evidence relating to the safety and effectiveness of the investigational test article as such evidence is obtained from the investigator, as referenced in 21 CFR 312.56(c);
	

	12. Reporting information relevant to the safety of the test article to the FDA, as referenced in 21 CFR 312.56(c);
	

	13. Submitting to the FDA annual reports on the progress of the investigation, as referenced in 21 CFR 312.56(c);
	

	14. Determining whether an investigational test article presents an unreasonable and significant risk to subjects, as referenced in 21 CFR 312.56(d), and if so, to perform the following:

	a. Discontinuing investigations that present the risk as soon as possible or in no event later than five working days after making the determination, as referenced in 21 CFR 312.56(d);
	

	b. Notifying the FDA of the discontinuance, as referenced in 21 CFR 312.56(d);
	

	c. Notifying all IRBs/IEC for study sites that participated in the investigation of the discontinuance, as referenced in 21 CFR 312.56(d);
	

	d. Notifying all investigators who at any time participated in the investigation of the discontinuance, as referenced in 21 CFR 312.56(d);
	

	e. Assuring the disposition of all outstanding stocks of the investigational test article as referenced in 21 CFR 312.56(d), and as required by 21 CFR 312.59;
	

	f. Preparing and submitting to the FDA a full report of the discontinuance action, as referenced in 21 CFR 312.56(d).
	


	21 CFR 312.57 Recordkeeping and Record Retention

	

	15. Maintaining adequate records showing receipt, shipment, or other disposition of the investigational test article, as referenced in 21 CFR 312.57(a);
	

	16. Maintaining complete and accurate records showing any financial interest as described in 21 CFR 54.4, paid to clinical investigators by the sponsor of the covered study, and all other financial interests of investigators concerning part 54, as referenced in 21 CFR 312.57 (b);
	

	17. Retaining adequate records under 21 CFR 312, Subpart D, for two years after a marketing application is approved for the test article; or, if an application is not approved for the test article, until two years after shipment and delivery of the test article for investigational use is discontinued and FDA has been notified, as referenced in 21 CFR 312.57(c);
	

	18. Retaining reserve samples of any test article and reference standard identified in, and used in any of the bioequivalence or bioavailability studies described in, 21 CFR 320.38 to 320.63 of this chapter and releasing the reserve samples to the FDA upon request, in accordance with, and for the period specified in 21 CFR 320.38 as referenced in 21 CFR 312.57(d);
	


	21 CFR 312.58 Inspection of Sponsor’s Records and Reports

	

	19. Upon request from any properly authorized officer or employee of FDA, permitting at reasonable times, access to, copying of, and verification of records and reports relating to the clinical investigation, as referenced in 21 CFR 312.58(a);
	

	20. Upon written request by FDA, submitting records or reports (or copies of them) relating to the clinical investigation to FDA, as referenced in 21 CFR 312.58(a);
	

	21. Discontinuing shipments of investigational test article to any investigator who has failed to maintain or make available records or reports of the clinical investigation to FDA, as referenced in 21 CFR 312.58(a);
If the investigational drug is listed in any schedule of the Controlled Substances Act (21 U.S.C. 801; 21 CFR part 1308), required records regarding shipment, delivery, receipt and disposition of the drug shall be made available to the properly authorized employee of the Drug Enforcement Administration (DEA) of the U.S. Department of Justice for inspection and copying, as referenced in 21 CRF 312.58(b); also, the sponsor shall assure proper storage of the investigational drug in a securely locked, substantially constructed cabinet, or other securely locked enclosure, to which access is limited to prevent theft or diversion of the substance into illegal channels of distribution, as referenced in 21 CFR 312.58(b).
	


	21 CFR 312.59 Disposition of Unused Supply of Investigational Drug

	

	22. Disposing of unused investigational test article, as referenced in 21 CFR 312.59;
	

	23. Assuring return of unused investigational test article from each investigator whose participation in the clinical study is discontinued or terminated, as referenced in 21 CFR 312.59;
	

	24. Authorizing alternative disposition of unused supplies of investigational test article, provided this alternative disposition does not expose humans to risks from the test article, as referenced in 21 CFR 312.59;
	

	25. Maintaining written records of test article disposition in accordance with 21 CFR 312.57, as referenced in 21 CFR 312.59.
	


Other 21 CFR 312 Sponsor Requirements
	21 CFR 312.30 Protocol Amendments

	

	26. Submission of protocol amendments (includes new protocol, changes in protocol, and the addition of any new investigator’s information), as referenced in 21 CFR 312.30.
	


	21 CFR 312.31 Information Amendments

	

	27. Submission of information amendments on the IND that is not within the scope of a protocol amendment, IND safety report or annual report, as referenced in 21 CFR 312.31.
	


	21 CFR 312.32 IND Safety Reports

	

	28. Submission of written IND safety reports to FDA and all participating investigators, as referenced in 21 CFR 312.32.
	


	21 CFR 312.33, Annual Reports

	

	29. Submission of annual reports within 60 days of the anniversary date that the IND went into effect, as referenced in FDA 21 CFR 312.33
	


	21 CFR 312.23 IND Content and Format

	

	30. Act as the sponsor’s authorized representative in the United States because the Sponsor does not have a place of business within the United States as referenced in 21 CFR 312.23(a)(1)(ix).
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