APPENDIX 5

Form Approved: OMB No. 0910-0014
Expiration Date: March 31, 2022
See M Statement on Reverse.

DEPARTMENT  HEALTH AND HUMAN SERVICES
FOOD AND DRUG ADMINIS RA ION
STATEMENT INVESTIGAT R

TTLE2 ,C DE FFEDE AL EGULAT NS CF )PA T3 2
(See instr ctions on reverse side.)

N TE: No investigator may participate in an
investigation ntil 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 INVES IGA OR

Name of Clinical Investigator

Address 1 Address 2

City State/Province/Region Co ntry IP or Postal Code

2. EDUCA ION, RAINING, AND EXPERIENCE HA QUALIFY HEINVES IGA ORASAN EXPER IN HE CLINICAL INVES IGA ION OF
HE DRUG FOR HE USE UNDER INVES IGA ION. ONE OF HE FOLLO ING IS PROVIDED Select one of the follo n .

C rric | m Vitae D Other Statement of Q alifications

3. NAME AND ADDRESS OF ANY MEDICAL SCHOOL, HOSPI AL, OR O HER RESEARCH FACILI Y C NTINUATI N PAGE
HERE HE CLINICAL INVES IGA ION(S) ILL BE CONDUC ED f rltem 3

Name of Medical School, Hospital, or Other Research Facility

Address 1 Address 2

City State/Province/Region Co ntry IP or Postal Code

4. NAME AND ADDRESS OF ANY CLINICAL LABORA ORY FACILI IES OBEUSEDIN HES UDY C NTINUATI N PAGE

f ritem4
Name of Clinical Laboratory Facility
Address 1 Address 2
City State/Province/Region Co ntry IP or Postal Code

5. NAME AND ADDRESS OF HE INS | U IONALREVIE BOARD (IRB) HA IS RESPONSIBLE FOR C NTINUATI N PAGE

REVIE AND APPROVAL OF HE S UDY(IES) f ritem5
Name of IRB
CDC Human Research Protection Office
Address 1 Address 2
1600 Clifton Rd NE MS D-73
City State/Province/Region Co ntry IP or Postal Code
Atlanta GA United States 30333

6. NAMES OF SUBINVES IGA ORS If not appl cable, enter “None

C NTINUATI N PAGE -f rltem 6

7. NAME AND CODE NUMBER, IF ANY, OF HE PRO OCOL(S)IN HEIND FOR HE S UDY(IES) OBE CONDUC ED BY HEINVES IGA OR
CDC IRB Protocol #4167 (Version 8): Use of Diphtheria Antitoxin (DAT) for Treatment of Suspected Diphtheria Cases

P e1 f2
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8. PROVIDE THE FOLLOWING CLINICAL PROTOCOL INFORMATION. (Select one of the following.)

[ ] For Phase nvest gat ons, a general outl ne of the planned nvest gaton nclud ng the est mated durat on of the study and the
max mum number of subjects that w Il be nvolved.

For Phase 2 or 3 nvest gat ons, an outl ne of the study protocol nclud ng an approx mat on of the number of subjects to be
treated w th the drug and the number to be employed as controls, f any; the cl n cal uses to be nvest gated; character st cs
of subjects by age, sex, and cond ton; the nd of cl n cal observat ons and laboratory tests to be conducted; the est mated
durat on of the study; and cop es or a descr pt on of case report forms to be used.

9. COMMITMENTS

| agree to conduct the study( es) n accordance w th the relevant, current protocol(s) and w Il only ma e changes n a protocol after
not fy ng the sponsor, except when necessary to protect the safety, r ghts, or welfare of subjects.

| agree to personally conduct or superv se the descr bed nvest gat on(s).

| agree to nform any pat ents, or any persons used as controls, that the drugs are be ng used for nvest gat onal purposes and | w l
ensure that the requ rements relat ng to obta n ng nformed consent n2 CFR Part 50 and nst tut onal rev ew board (IRB) rev ew
and approval n2 CFR Part 56 are met.

| agree to report to the sponsor adverse exper ences that occur n the course of the nvest gaton(s) n accordance wth 2 CFR
3 2.64. | have read and understand the nformaton n the nvest gator’s brochure, nclud ng the potental rs s and s de effects of the
drug.

| agree to ensure that all assoc ates, colleagues, and employees ass st ng n the conduct of the study( es) are nformed about the r
obl gatons n meet ng the above comm tments.

| agree to ma nta n adequate and accurate records n accordance wth 2 CFR 3 2.62 and to ma e those records ava lable for
nspecton n accordance wth2 CFR 3 2.68.

| w Il ensure that an IRB that compl es w th the requ rements of 2 CFR Part 56 w Il be respons ble for the ntal and cont nu ng

rev ew and approval of the cl n cal nvestgaton. | also agree to promptly report to the IRB all changes n the research act vty and all
unant c pated problems nvolv ng rs s to human subjects or others. Add tonally, | wll not ma e any changes n the research w thout
IRB approval, except where necessary to el m nate apparent mmed ate hazards to human subjects.

| agree to comply w th all other requ rements regard ng the obl gat ons of cl n cal nvest gators and all other pert nent requ rements n
2 CFRPart3 2.

INSTRUCTIONS FOR COMPLETING FORM FDA 1572
STATEMENT OF INVESTIGATOR

1. Complete all sect ons. Prov de a separate page f add t onal space s needed.
. Prov de curr culum v tae or other statement of qual f cat ons as descr bed n Secton 2.
. Prov de protocol outl ne as descrbed n Secton 8.

. S gn and date below.

a A O DN

. FORWARD THE COMPLETED FORM AND OTHER DOCUMENTS BEING PROVIDED TO THE SPONSOR. The sponsor w I
ncorporate th s nformat on along w th other techn cal data nto an Invest gat onal New Drug Appl cat on (IND). INVESTIGATORS
SHOULD NOT SEND THIS FORM DIRECTLY TO THE FOOD AND DRUG ADMINISTRATION.

0. DATE (mm/dd/yyyy) " SIGNATURE OF INVESTIGATOR

(WARNING: A w lIfully false statement s a cr m nal offense. U.S.C. Ttle 8, Sec. 00 .)

The information below applies only to requirements of the Paperwork Reduction Act of 1995.

The burden tme for ths collecton of nformaton s estmated to average 00 hours per Department of Health and Human Serv ces
response, nclud ng the tme to revew nstructons, search exstng data sources, gather Food and Drug Adm n strat on

and ma nta n the data needed and complete and rev ew the collect on of nformaton. Send Off ce of Operations

comments regard ng th s burden est mate or any other aspect of ths nformat on collecton, Paperwor Reducton Act (PRA) Staff

nclud ng suggest ons for reduc ng th s burden to the address to the r ght: PRAStaff@fda.hhs.gov

“An agency may not conduct or sponsor, and a person is not required to respond to, a DO NOT SEND YOUR COMPLETED FORM
collection of information unless it displays a currently valid OMB number.” TO THIS PRA STAFF EMAIL ADDRESS.
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