CONTENTS OF APPLICATION
This application contains the following items: (Check all that apply)

- Form FDA 1571 [21 CFR 312.23(a)(1)]
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13 ISANY PART OF THE CLINICAL STUDY TO BE CONDUCTED BY A CONTRACT RESEARCH ORGANIZATION? D YES E NO

IF YES. WILL ANY SPONSOR OBLIGATIONS BE TRANSFERRED TO THE CONTRACT RESEARCH ORGANIZATION? D YES D NO
IF YES. ATTACH A STATEMENT CONTAINING THE NAME AND ADDRESS OF THE CONTRACT RESEARCH ORGANIZATION,
IDENTIFICATION OF THE CLINICAL STUDY, AND A LISTING OF THE OBLIGATIONS TRANSFERRED.

14, NAME AND TITLE OF THE PERSON RESPONSIBLE FOR MONITORING THE CONDUCT AND PROGRESS OF THE CLINICAL
INVESTIGATIONS

15, NAME(S) AND TITLE(S) OF THE PERSON(S) RESPONSIBLE FOR REVIEW AND EVALUATION OF INFORMATION RELEVANT TO THE
SAFETY OF THE DRUG

| agree not to begin clinical investigations until 30 days after FDA'’s receipt of the IND unless | receive earlier notification by
FDA that the studies may begin. | also agree not to begin or continue clinical investigations covered by the IND if those

16  NAME OF SPONSOR OR SPONSOR'S AUTHORIZED 17. SIGNATURE OF SPONSOR OR SPONSOR'S AUTHORIZED

REPRESENTATIVE REPRESENTATIVE

18 ADDRESS (Number, Street. City. State and Zip Code 19. TELEPHONE NUMBER (Include Area Code) 20. DATE
ﬁ L 04/01/2010

(WARNING: A willfully false statement is a criminal offense. U.S.C. Title 18, Sec. 1001.)

Pubiic reporting burden for this collection of information is estimated to average 100 hours per response, including the time for reviewing instructions, searching
exsting data sources. gathering and maintaining the data needed, and completing reviewing the collection of information. Send comments regarding this burden
estimate or any other aspect of this collection of information, including suggestions for reducing this burden to:

Department of Health and Human Services Department of Health and Human Services

Food and Drug Administration Food and Drug Administration "An agency may not conduct or sponsor, and a
Center for Drug Evaluation and Research Center for Biologics Evaluation and Research (HFM-99) person is not required to respond to, a
Central Document Room 1401 Rockville Pike collection of information unless it displays a
5901-8 Ammendale Road Rockville, MD 20852-1448 currently valid OMB control number.”

Please DO NOT RETURN this application to this address.
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