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FOOD AND DRUG ADMINISTRATION
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(TITLE 21, CODE OF FEDERAL REGULATIONS (CFR) PART 312)
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Expiration Date: March 31, 2022
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NOTE: No investigator may participate in an
investigation until he/she provides the sponsor with
a completed, signed Statement of Investigator, Form
FDA 1572 (21 CFR 312.53(c)).

1. NAME AND ADDRESS OF INVESTIGATOR

Name of Clinical Investigator
Address 1 Address 2

_City State/Province/Region Country

ZIP or Postal Code

2. EDUCATION, TRAINING, AND EXPERIENCE THAT QUALIFY THE INVESTIGATOR AS AN EXPERT IN THE CLINICAL INVESTIGATION OF
THE DRUG FOR THE USE UNDER INVESTIGATION. ONE OF THE FOLLOWING IS PROVIDED (Select one of the following.)

D Curriculum Vitae D Other Statement of Qualifications
4. NAME AND ADDRESS OF ANY CLINICAL LABORATORY FACILITIES TO BE USED IN THE STUDY CONTINUATION PAGE
for item 4
Name of Clinical Laboratory Facility
Address 1 Address 2
éit{/ J;StatelProvince/Region Counﬁy lZIP or Postal Code
5. NAME AND ADDRESS OF THE INSTITUTIONAL REVIEW BOARD (IRB) THAT IS RESPONSIBLE FOR CONTINUATION PAGE
REVIEW AND APPROVAL OF THE STUDY(IES) for Item &
Name of IRB
Address 1 Address 2

City | state/Province/Region | Country

"‘zub' or Postal Code




6. NAMES OF SUBINVESTIGATORS (if not applicable, enter “None”)

CONTINUATION PAGE - for Item 6

[B- PROVIDE THE FOLLOWING CLINICAL PROTOCOL INFORMATION. (Select one of the following.)

D For Phase 1 investigations, a general outline of the planned investigation including the estimated duration of the study and the
maximum number of subjects that will be involved.

|:] For Phase 2 or 3 investigations, an outline of the study protocol including an approximation of the number of subjects to be
treated with the drug and the number to be employed as controls, if any; the clinical uses to be investigated, characteristics
of subjects by age, sex, and condition; the kind of clinical observations and laboratory tests to be conducted; the estimated
duration of the study; and copies or a description of case report forms to be used.

10. DATE (mm/ddfyyyy)

11. SIGNATURE OF INVESTIGATOR

Sign




