Responsibilities of

Investigators

21 CFR 312.60
21 CFR 812




312.60:... Ensuring that an investigationis 812.110: Aninvestigator shall conduct an

" conducted according to the signed investigation in accordance with the
I nveStI g ato r investigator statement, the signed agreement with the sponsor, the
res ponsi b| | ities investigational plan, and applicable investigational plan, this part and other
regulations... applicable FDA regulations, and any
conditions of approval imposed by an
IRB or FDA.
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312.60:... Ensuring that an investigation is conducted according to the
signed investigator statement, the investigational plan, and applicable

regulations...
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Investigator
Responsibilities

1572 Commitments

The Pl agrees to:

1.

Conduct the study according to the
protocol.

Personally conduct or supervise all
research.

Fully inform participating patients and
obtain IRB approval for the protocol and
informed consent.

Report all adverse experiences.

Acknowledge that he/she has read the
investigator’s drug brochure, including
sections on risks and side effects to
patients.

Ensure that the study staff assisting in the
study are informed of its obligation.

Keep adequate records and have them
available for inspection.

Utilize an IRB that complies with FDA
requirements.

Compliance with all other federal
requirements.
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B PROVIDE THE FOLLOWING CLINICAL PROTOCOL INFORMATION [Selact one of the fallowing )

[] For Phase 1 investigations, a general cutline of the planned investigation including the estimated duration of the study and the
maximum number of subjects thiat will be involved,

[7] ForPhase 2ar 3 an outiine of oo including an of the number of subjects to be.
treated with the drug and the number 1o be employed as controls, if any; the dinical uses to be investigated: characteristios.
dsuh’mtqagt-_sax unmrﬂmmehmmmlmammmwmnmmmummmm

| agree to conduct the study(ies ) in accordance with the relevant. cument protocol{s) and will only make changes in a protocol after
notifying the sponsor, exoept when necessarny to protect the safaty, nghts, or welfare of subjects.

| agree to personally conduct or supervise the described investigation{s).

| agres to Inform any patients, or any persans used @s cantrols, that the drugs are being used far investigational purpases and 1 wil

ensura that the nts relating to obtaining informed consent in 21 GFR Part 50 and instifutional review board (IRE) review
and appraval in 21 CFR Part 56 are met.

| agree o report to the sponsor adverse expeniences that oocur in the course of the investigation(s} in scoondance with 21 CFR
264, | have read and the ion in the i 's brochure, inchuding the potential risks and side effects of the:
drug.

| agree to enswre that all associates. colleagues, and employees assisting in the conduct of the study(es) are informed about their
obligations in meeting the above commitments

| agrae to maintain adequate and accurate records in sccordance with 21 CFR 312 62 and to make thosa records availabla for
inspection in accordance with 21 CFR 312.68.

1 will ensure that an IRE that complies with the requirements of 21 CFR Part 56 will be for the initial and

review and approval of the cinical investigation. | alsa agree to prompitly report 1o the IRE all changes in the ressarch activity and ai
unanticipated problems mvolving nsks 1o human subjects or others. Additionadly, | will not make any changes in the research without
IRB approval, except whene necessary to sliminate spparent immediate hazards to human subjects.

regarding the of chnacal and all other

| agree to comply with all other
21 CFR Part 312

INSTRUCTIONS FOR COMPLETING FORM FDA 1572
STATEMENT OF INVESTIGATOR

1. Complete all sectans. Provide @ separste page if addiional space & nesded.

2. Provide curriculum vitas or othar of as described in Saction 2.

3. Provide profocol outline as described in Section 8

4. Sign and date below.

5. FORWARD THE COMPLETED FORMAND OTHER DOCUMENTS BEING PROVIDED TO THE SPONSOR. The spansar wil
incorpotate this information alang with ather technical data into an Investigationat New Drug Application (IND). INVESTIGATORS
SHOULD NOT SEND THIS FORM DIRECTLY TO THE FOOD AND DRUG ADMINISTRATION.

OF INVESTIGATOR

10. DATE 1

(WARNING: A willfully false statement is a criminal offensa. LS C_Title 18, Sec. 1001 )

The information below spplies only to of the Act of 1995

The burden lime for this collection of information is esfimated 1o average 100 hourd per
fespanse, including the Gme Lo review instructions, search existing cals sources, gather
and mainiain the data needed and complele and feview the callection of information. Send
comments fegarding this burden estimate or ey ofher aspect of this infarmation cobectiar,
Incuding supgestions o redueng this burden 1o he addness 1o he rght

artmant of Health and Human Serdces
Fooi &% Drug Adminstation

Office of Operatians

Pagerwerk Reduction Adt (PRA) Stafl
PRAStafiEida hhs pov

DO NOT SEND YOUR COMPLETED FORM

“An agency may nol conduct or pansor. and & person is nof required to rspond fo, a
coflection of infomal TO THIS PRA STAFF EMAIL ADDRESS.

tion uniess i digpiays & cumently vasd OME number

FORM FDA 1572 (3/22) PREVIOUS EDITION IS OBSOLETE. Page 2 of 2



* No formal form (ie.1572)

Signed agreement from each investigator that includes:

Statement of

|nvestigat0r - »statement of commitment to protocol, IDE, FDA
Agreement

regs, IRB and GCP
»supervise all testing of device
»ensure that requirements of ICF are met

* Qualified by CV, relevant experience, note if any study has ever
been terminated

* Provide accurate financial disclosure




Control of

Investigational Product

21 CFR 312.57 and 312.61




* Investigator is responsible

* May delegate to another (pharmacy, SC, etc)
COntrC)l Of - but see first bullet

- - * Maintain records:
InveStlgatlonaI » Dates, quantities, batch/serial numbers, expiration dates, and any
Supplies

unique codes assigned to the product

»Maintain records on which subjects received product and reconcile
against records

»Return unused product as directed by sponsor




