Submissiontt: 64805
|ORGH#: | ORG0000247

Ingtitution: ~ Northwestern University
Date: March 3, 2016

U.S. Department of Health and Human Services (HHS)
Registration of an Institutional Review Board (IRB)

Thisform isused by institutions or organizations operating |RBsthat review:

a) Research involving human subjects conducted or supported by the Department of
Health and Human Services, or other federal departmentsor agenciesthat apply
the Federal Policy for the Protection of Human Subjectsto such research; and/or

b) Clinical investigationsregulated by the Food and Drug Administration (FDA) of the
Department of Health and Human Services

Thisform isto be used for the following pur poses:

a. Toregister an IRB if your institution or organization has not previously registered an IRB

b. To update or renew the registration of an IRB previously registered by your institution or
organization
c. To add another IRB to those previously registered by your institution or organization

Fieldswith an * arerequired for OHRP IRBsand FDA IRBs

Fieldswith an arerequired for OHRP IRBs but are optional for FDA IRBs
Fieldswith an $ arerequired for FDA IRBsbut are optional for OHRP IRBs
Fieldswith no symbol are optional for both OHRP IRBsand FDA IRBs

1. *Hasyour institution or organization previously registered an IRB with the Office for
Human Resear ch Protections (OHRP)?

[X] Yes, proceed to section 2 [ ] No, proceed to section 3

2. *What isyour institution or organization (IORG) number? [10ORG0000247

This number was provided by OHRP the first time your institution or organization registered an IRB. If you
do not know your IORG number, search for your institution or organization on the OHRP website at
http://ohrp.cit.nih.gov/search/search.aspx or contact OHRP using the contact information at
http://www.hhs.gov/ohrp/dagi-staff.html or by telephone at 1-866-447-4777.



3. Name of Institution or Organization Operating the IRB(S)
*Name of Ingtitution or Organization: Northwestern University
*Mailing Address. 750 N Lake Shore Drive

Rubloff Building, 7th Floor

*Street Address (if different from the Mailing Address above):

*City: Chicago *State/Province: ILLINOIS *Zip/Postal Code: 60611
*Country (if outsidethe U.S.):

4,

Senior Officer or Head Official of Institution or Organization Responsible for Overseeing
the Activities Performed by the IRB(S)

*First Name: Joseph MiddleInitial: T *Last Name: Walsh, Jr.
Earned Degree(s):  Ph.D. Titleor Position: Vice President for Research

*Mailing Address (if different from the Mailing Address in section 3):

633 Clark Street
Rebecca Crown Center, 7th Floor

*City: Evanston *State/Province: ILLINOIS *Zip/Postal Code:  60208-1108

*Country (if outsidethe U.S.):

*Phone: 847 491-3485 *FAX: 847 467-4620 *E-Mail: jwalsh@northwestern.edu
5. Contact Person Providing this Registration Infor mation

*First Name: Michelle Middle Initial: *Last Name: Brown

Earned Degree(s): Titleor Position: IRB Manager - Biomedical

Name of Institution or Organization (if different from the Name in section 3):
Northwestern University

*Mailing Address (if different from the Mailing Address in section 3):

750 N. Lake Shore Drive
Rubloff Building, 7th Floor

*City: Chicago *State/Province: [LLINOIS *Zip/Postal Code: 60611
*Country (if outsidethe U.S.):
*Phone: 312 503-4225 *FAX: 312 503-0555 *E-Mail: michéle.brown@

northwestern.edu

6. |RB Registration Information (to be completed separately for each

|RB being renewed/updated or newly registered)



A. *Isthisarenewal or update of aregistration for an IRB already registered with HHS?

[ X] Yes. Provide the IRB registration number previously assigned to this IRB by OHRP: 1RB00000418

(This number was provided by OHRP the first time the IRB was registered with OHRP. If
you do not know the IRB registration number, search for the IRB on the OHRP website at
http://ohrp.cit.nih.gov/search/search.aspx or contact OHRP using the contact information at
http://www.hhs.gov/ohrp/daqgi-staff.html or by telephone at 1-866-447-4777)

[ ] No, thisisanew IRB registration.

B. Providethe IRB name, if any, used by the institution or organization (e.g., State University
Behavioral IRB, University Healthcare Biomedica IRB, or XY Z Hospital IRB #1):

Northwestern U |RB #1- - Pand A

C. Location of the IRB

*Mailing Address (if different from the Mailing Address in section 3):

750 N. Lake ShoreDrive
Rubloff Building, 7th Floor

*Street Address of the IRB (if different from the Mailing Address of the IRB):

*City: Chicago *State/Province: ILLINOIS *Zip/Postal Code: 60611
*Country (if outside the U.S.):
*Phone: 312 503-9338 *FAX: 312 503-0555 *E-Mail: irb@northwestern.edu

D. Approximate number of full time equivaent positions devoted to the IRB’s
administrative activities:

E. Approximate number of all active protocols (for purposes of completing
this registration, an active protocol is any protocol for which the IRB
conducted an initial review or continuing review at a convened meeting or 138
under an expedited review procedure during the preceding 12 months):

21

F. Approximate number of active protocols conducted or supported by HHS
(e.g., the National Institutes of Health, Centers for Disease Control and
Prevention, etc.) (for purposes of completing this registration, an active
protocol is any protocol for which the IRB conducted an initial review or
continuing review at a convened meeting or under an expedited review
procedure during the preceding 12 months):

12



G. tFor IRBsthat review, or intend to review, protocols involving products
regulated by the Food and Drug Administration (FDA) (for purposes of
completing this registration, an active protocol is any protocol for which the
IRB conducted an initial review or continuing review at a convened meeting
or under an expedited review procedure during the preceding 12 months):

i) Approximate number of active protocols involving FDA-regulated 42
products:

tii) Types of FDA-regulated products involved in FDA protocols
include (check all that apply):

X human drugs food additives
X medical devices color additives
X biological other
Specify:
H. IRB Chairperson
*First Name: Christina Middle Initial: *Last Name: MARCINIAK
Earned Degree(s): MD Titleor Position: Chair - Panel A

Mailing Address (if different from the Mailing Address in section 3):
750 N. Lake ShoreDrive
Rubloff Building, 7th Floor

City: Chicago State/Province:  ILLINOIS Zip/Postal Code: 60611

Country (if outside the U.S.):
*Phone; 312 503-9338 FAX: 312 503-0555 *E-Mail: cmarciniak@ric.org



|. IRB Roster Form: Completion of the IRB Roster Form isrequired if your IRB is designated

on a Federalwide assurance submitted to OHRP. Otherwise, it isoptional.

Member Name
(Last, First)

MARCINIAK,
Christina

GUNN, Raymond

GAGNON, Christine

WEST, Dennis

APPLEBAUM, Marc

KINSELLA, Annette

GAMBLE,
Monica-Kaye

GOSSETT, Dana

FOREMAN, Robert

SIKORSKI, Lucas
WADE, Leonard
LINN, Lisa
MATTHIES, Alissa
MWANGI, Rahab

PATANKAR, Pranja

PAULUS, Cheryl
TROYER, Gwyneth

LOGRASSO, Salvatore

KALYAN, Aparna
CARNEIRO, Benedito
VAN BUSKIRK, Braden

D'COSTA, Anisha

Sex
M/F

m oo 2

Earned
Degree(s)
MD

MJ

PhD

PhD

MD

RN
JD

MD, MSCI

PhD

BA
MS
BA
BA
MPH

MBBS, MPH

none

JD, MA
BA

MD
MD
MSw

PhD, MBA

Scientist (S)
Non-scientist

(N)

S

N

Primary Scientific  atfiliation with
I nstitution(s)

or Non-Scientific
Specialty
Physical Medicine
and Rehabilitation
Management,
Information
Technology
Psychology/Pain
Management
Pharmacology,
Dermatology,
Pediatrics
Physical Medicine
and Rehabilitation
Clinical Research
Civil and Health
Law

OBGYN

Biosafety,
Microbiology

Alternative Members

n n Z un =2

Research Compliance
Anesthesiology
Regulatory Compliance
Research Compliance

Public Health, Research
Compliance

General Medicine,
Public Health

Research Compliance
Prison Populations

Research Billing
Compliance

Hem/Onc
Hem/Onc

Research Compliance,
Social Work

Molecular Biology,
Oncology

Y/N
Y

Y

< < < < <

Comments

(IRB Office Admin Chair),
Children Representative

35

Vice-Chair, Children and
Pregnant Women
Representative

(IRB Office) 35
36, 48, 74

(IRB Office) 35
30, 74

30, 48, 74

(IRB Office) 30, 48, 74,

(IRB Office), 35

Prisoner and Children
Representative, 35

35

1,64, 45
1,64, 45
(IRB Office), 30, 36

30



SANTA-MARIA, Cesar M MD S Hem/Onc Y 1, 64,45

SMITH, Matthew M PhD, MSW S Socia Work / Psychiatry Y 30, 48, 74
BROWN, Michelle F BBA N Research Compliance Y (IRB Manager), 35
MORAN, Maureen F MPH S Preventive Medicine Y 48

NOTES:

Members whose training, background, and occupation would incline them to view scientific activities from the
standpoint of someone within a behavioral or biomedical research discipline should be considered a scientist,
while members whose training, background, and occupation would incline them to view research activities
from a standpoint outside of any biomedical or behavioral scientific discipline should be considered a
nonscientist. In addition, the IRB must have members with sufficient knowledge of the specific scientific
discipling(s) relevant to the research that it reviews.

Affiliation: Please indicate whether or not each individual (or amember of that person’simmediate family) is
affiliated (other than as an IRB member) with the institution or organization operating the IRB.

Yes
No

The IRB member is affiliated with the institution or organization operating the IRB.
Theindividual is not affiliated with the institution or organization operating the IRB.

Alternate Members: An alternate member(s) may be designated, as needed, for aregular voting member(s).
An alternate member may vote only when the regular voting member is not voting.

When an institution or organization registers two or more IRBs, al alternate membersfor all IRBs may be
listed on the roster of one IRB, or they may be listed separately with each IRB roster. A primary member of
any IRB registered under the same |ORG number may serve as an alternate for any comparably qualified
member on any other IRB of that institution or organization. Primary members on registered IRBs serving as
alternate members do not need to be listed as an alternate on any roster. Each aternate IRB member who
replaces a primary member at any given meeting should have experience, expertise, background, professional
competence, and knowledge comparable to that of the primary IRB member whom the alternate will replace.
Whenever an alternate member substitutes for a primary member of the IRB, the combined requirements of 8
46.107(a) and 46.108(b) shall remain satisfied. Whenever this occurs, the minutes of the IRB meeting should
indicate clearly that the alternate IRB member has replaced the designated primary IRB member, and include
the identity of the replaced primary and the aternate members. If multiple alternate members serve at an IRB
meeting, the pairing of primary and alternate members should be indicated.



A. *Isthisarenewal or update of aregistration for an IRB already registered with HHS?

[ X] Yes. Provide the IRB registration number previously assigned to this IRB by OHRP: |RB00000419

(This number was provided by OHRP the first time the IRB was registered with OHRP. If
you do not know the IRB registration number, search for the IRB on the OHRP website at
http://ohrp.cit.nih.gov/search/search.aspx or contact OHRP using the contact information at
http://www.hhs.gov/ohrp/daqgi-staff.html or by telephone at 1-866-447-4777)

[ ] No, thisisanew IRB registration.

B. Providethe IRB name, if any, used by the institution or organization (e.g., State University
Behavioral IRB, University Healthcare Biomedica IRB, or XY Z Hospital IRB #1):

Northwestern U |RB #2- - Panel B

C. Location of the IRB

*Mailing Address (if different from the Mailing Address in section 3):

750 N. Lake ShoreDrive
Rubloff Building, 7th Floor

*Street Address of the IRB (if different from the Mailing Address of the IRB):

*City: Chicago *State/Province: ILLINOIS *Zip/Postal Code: 60611
*Country (if outside the U.S.):
*Phone: 312 503-9338 *FAX: 312 503-0555 *E-Mail: irb@northwestern.edu

D. Approximate number of full time equivaent positions devoted to the IRB’s
administrative activities:

E. Approximate number of all active protocols (for purposes of completing
this registration, an active protocol is any protocol for which the IRB
conducted an initial review or continuing review at a convened meeting or
under an expedited review procedure during the preceding 12 months):

21

88

F. Approximate number of active protocols conducted or supported by HHS
(e.g., the National Institutes of Health, Centers for Disease Control and
Prevention, etc.) (for purposes of completing this registration, an active
protocol is any protocol for which the IRB conducted an initial review or
continuing review at a convened meeting or under an expedited review
procedure during the preceding 12 months):

16



G. tFor IRBsthat review, or intend to review, protocols involving products
regulated by the Food and Drug Administration (FDA) (for purposes of
completing this registration, an active protocol is any protocol for which the
IRB conducted an initial review or continuing review at a convened meeting
or under an expedited review procedure during the preceding 12 months):

i) Approximate number of active protocols involving FDA-regulated 31
products:

tii) Types of FDA-regulated products involved in FDA protocols
include (check all that apply):

X human drugs food additives
X medical devices color additives
X biological other
Specify:
H. IRB Chairperson
*First Name: Thomas Middle Initial: *Last Name: HOLLY
Earned Degree(s): MD Titleor Position: Chair - Panel B

Mailing Address (if different from the Mailing Address in section 3):
750 N. Lake ShoreDr.
Rubloff Building, 7th Floor

City: Chicago State/Province:  ILLINOIS Zip/Postal Code: 60611

Country (if outside the U.S.):
*Phone: 312 503-9338 FAX: 312 503-0555 *E-Mail: t-holly@northwestern.edu



|. IRB Roster Form: Completion of the IRB Roster Form isrequired if your IRB is designated
on a Federalwide assurance submitted to OHRP. Otherwise, it isoptional.

Member Name
(Last, First)
HOLLY, Thomas
CHERNEY, Leora

HARTKE, Robert

HUBBARD, Richard

KALHAN, Ravi

LIND, Carol

WEST, Dennis

LINN Lisa
FITZGERALD, Kathleen

SHAH, Monalee
VENKATESH, Rayan
CLARK, Crystal
PATANKAR, Pranja
ADEKOLA, Kehinde
CUTTICA, Michael

FOREMAN, Robert
PAULUS, Cheryl
TROYER, Gwyneth

KUMAR, Krishan
BHALLA, Savita
KHAN, Sadiya

VAN BUSKIRK, Braden

MORAN, Maureen

m m

= 1 m L

Primary Scientific  atfiliation with

Scientist (S) crenti
Earned Non-scientist  Of Non-Scientific  Institution(s)
Degree(s) () Specialty Y/N Comments
MD S Cardiology Y
PhD S Physical Medicine/ Y
Rehabilitation
PhD, MPH S Psychology, Public Y
Health
MD S Pulmonary N
Medicine, Clinical
Research
MD, MS S Pulmonary, Critical Y Vice Chair
Care Medicine
JD, BA N Patients Rights, N
Clinical Research
Alternative Members
PhD S Pharmacology, Y (IRB Office Admin Chair)
Dermatology, Pediatrics Childrens Representative, 5, 10
BA N Regulatory Compliance Y (IRB Office) 70
PhD S Nursing- oncology, N 5,10
gastroenterology
MS S Regulatory Compliance, Y 5,10
Law
JD, LLM N Health Law and Y 70
Coroporate Compliance
MD S Psychiatry Y 1, 41, 53, Pregnant Women
Representative
MBBS, MPH S Research Compliance, Y (IRB Office), 10
Public Health
MD, MS S Hem/Onc Y 1, 41, 53, Pegnant Women and
Children Representative
MD S Pulmonary, Critical Care Y 1,41,53
Medicine
PhD S Biosafety, Microbiology 10
none N Research Compliance Y (IRB Office) 70
JD, MA N Prison Populations N Prisoner and Children
Representative, 70
PhD S Hem/Onc Y 5,10
PhD S Hem/Onc Y 5,10
MD S Cardiology Y 1,41,53
MSW S Research Compliance, Y (IRB Office) 5, 10
Social Work
MPH S Preventive Medicine, Y 5,10

Public Health



SIKORSKI, Lucas M BA N Research Compliance Y (IRB Office) 70

GRISHCHENKO, Marina F PhD, RPh, S Pharmacol ogy Y 5, 10, Pregnant Women and
BCPS Children Representative

JONES, Jeff M MBA N Data Analysis N 70

BROWN, Michelle F BBA N Research Compliance Y (IRB Office Manager), 70

MATTHIES, Alissa F BA S Research Compliance Y (IRB Office), 5

MWANGI, Rahab F MPH S Research Compliance, Y (IRB OFfice), 10

Public Health

NOTES:

Members whose training, background, and occupation would incline them to view scientific activities from the
standpoint of someone within a behavioral or biomedical research discipline should be considered a scientist,
while members whose training, background, and occupation would incline them to view research activities
from a standpoint outside of any biomedical or behavioral scientific discipline should be considered a
nonscientist. In addition, the IRB must have members with sufficient knowledge of the specific scientific
discipline(s) relevant to the research that it reviews.

Affiliation: Please indicate whether or not each individual (or amember of that person’simmediate family) is
affiliated (other than as an IRB member) with the institution or organization operating the IRB.

Yes = TheIRB member is affiliated with the institution or organization operating the IRB.
No = Theindividual is not affiliated with the institution or organization operating the IRB.

Alternate Members: An alternate member(s) may be designated, as needed, for aregular voting member(s).
An alternate member may vote only when the regular voting member is not voting.

When an institution or organization registers two or more IRBs, al alternate membersfor all IRBs may be
listed on the roster of one IRB, or they may be listed separately with each IRB roster. A primary member of
any IRB registered under the same IORG number may serve as an alternate for any comparably qualified
member on any other IRB of that institution or organization. Primary members on registered IRBs serving as
alternate members do not need to be listed as an aternate on any roster. Each aternate IRB member who
replaces a primary member at any given meeting should have experience, expertise, background, professional
competence, and knowledge comparable to that of the primary IRB member whom the alternate will replace.
Whenever an alternate member substitutes for a primary member of the IRB, the combined requirements of 8
46.107(a) and 46.108(b) shall remain satisfied. Whenever this occurs, the minutes of the IRB meeting should
indicate clearly that the alternate IRB member has replaced the designated primary IRB member, and include
the identity of the replaced primary and the aternate members. If multiple alternate members serve at an IRB
meeting, the pairing of primary and alternate members should be indicated.



A. *Isthisarenewal or update of aregistration for an IRB already registered with HHS?

[ X] Yes. Provide the IRB registration number previously assigned to this IRB by OHRP: 1RB00000420

(This number was provided by OHRP the first time the IRB was registered with OHRP. If
you do not know the IRB registration number, search for the IRB on the OHRP website at
http://ohrp.cit.nih.gov/search/search.aspx or contact OHRP using the contact information at
http://www.hhs.gov/ohrp/daqgi-staff.html or by telephone at 1-866-447-4777)

[ ] No, thisisanew IRB registration.

B. Providethe IRB name, if any, used by the institution or organization (e.g., State University
Behavioral IRB, University Healthcare Biomedica IRB, or XY Z Hospital IRB #1):

Northwestern U IRB #3- - Panel C

C. Location of the IRB

*Mailing Address (if different from the Mailing Address in section 3):

750 N. Lake ShoreDrive
Rubloff Building, 7th Floor

*Street Address of the IRB (if different from the Mailing Address of the IRB):

*City: Chicago *State/Province: ILLINOIS *Zip/Postal Code: 60611
*Country (if outside the U.S.):
*Phone: 312 503-9338 *FAX: 312 503-0555 *E-Mail: irb@northwestern.edu

D. Approximate number of full time equivaent positions devoted to the IRB’s
administrative activities:

E. Approximate number of all active protocols (for purposes of completing
this registration, an active protocol is any protocol for which the IRB
conducted an initial review or continuing review at a convened meeting or 125
under an expedited review procedure during the preceding 12 months):

21

F. Approximate number of active protocols conducted or supported by HHS
(e.g., the National Institutes of Health, Centers for Disease Control and
Prevention, etc.) (for purposes of completing this registration, an active
protocol is any protocol for which the IRB conducted an initial review or
continuing review at a convened meeting or under an expedited review
procedure during the preceding 12 months):

16



G. tFor IRBsthat review, or intend to review, protocols involving products
regulated by the Food and Drug Administration (FDA) (for purposes of
completing this registration, an active protocol is any protocol for which the
IRB conducted an initial review or continuing review at a convened meeting
or under an expedited review procedure during the preceding 12 months):

i) Approximate number of active protocols involving FDA-regulated 31
products:

tii) Types of FDA-regulated products involved in FDA protocols
include (check all that apply):

X human drugs food additives
X medical devices color additives
X biological other
Specify:
H. IRB Chairperson
*First Name: Jonathon Middle Initial: *Last Name: GOLDMAN
Earned Degree(s): MD, MS Titleor Position: Chair - Panel C

Mailing Address (if different from the Mailing Address in section 3):

750 N. Lake ShoreDr.

Rubloff Building, 7th Floor

City: Chicago State/Province:  ILLINOIS Zip/Postal Code:
Country (if outside the U.S.):

60611

*Phone: 312 503-9338 FAX: 312 503-0555 *E-Mail: jgold23236@aol.com



|. IRB Roster Form: Completion of the IRB Roster Form isrequired if your IRB is designated
on a Federalwide assurance submitted to OHRP. Otherwise, it isoptional.

Member Name
(Last, First)

GOLDMAN, Jonathon

MARTINOVICH,
Zoran

McCARTHY, Robert
MILLER, Deborah

WILLOCK, Liz
HUBBARD, Richard

BANUVAR, Suzanne
RAJAN, Priya

SENIOR, Richard

KRELL, Glenn

WEST, Dennis
NICKISCH DUGGAN,
Heidi

LINN, Lisa

VAN BUSKIRK, Braden

PAULUS, Cheryl
ROGERS, Lynn
PAI, Sachin

BROWN, Michelle
MATTHIES, Alissa
AUFOX, Sharon

DINNER, Shira
FOREMAN, Robert
O'BRIEN, Kathryn

Sex
M/F

M

Earned
Degree(s)
MD, MS

PhD
PharmD

MPH, BSN,
RN, CPHQ

MA
MD

MPA, HSA
MD

MA, MIA

MPA
PhD

MS, MA

BA
MSw

none
PhD
MD, MBBS

BBA
BA
MS

MD
PhD
PharmD

Scientist (S)
Non-scientist

(N)

S

S

Primary Scientific  atfiliation with

or Non-Scientific
Specialty
Psychiatry,
Behaviora Sciences
Psychiatry,
Behaviora Sciences
Pharmacology,
Anesthiosology
Nursing, Quality
Assurance
Bioethics
Pulmonary
Medicine, Clinical
Research

Women's Health,
Clinical Research
Maternal Fetal
Medicine
Humanities, Public
Policy

Alternative Members

Research Compliance

Pharmacology,
Dermatology, Pediatrics

Library/Information
Science

Regulatory Compliance

Research Compliance,
Social Work

Research Compliance
Biomedical Engineering

Internal Medicine,
Medical Oncology

Research Compliance
Regulatory Compliance

Genetics, Biobanking

Hem/Onc
Biosafety, Microbiology

Pharmacy, Internal
Medicine

I nstitution(s)
Y/N
Y

Y

Comments
VA Representative

Vice Chair, Pregnant
Women Representative

Pregnant Women
Representative

Pregnant Women
Representative

13

9, 10, 11, 45, 56, Children
Representative

13

(IRB Office) 13
(IRB Office) 11, 45, 56

(IRB Office), 13
9,10, 11, 45, 56
1,56, 66

(IRB Office Manager) 13
(IRB Office) 56

11, 45, Children and Pregnant
Women Representative

1,53, 66
10, 11, 56
10, 45, 56



TROYER, Gwyneth F JD, MA N Prison Populations N 13, Prisoner and Children

Representative
MWANGI, Rahab F MPH S Research Compliance, Y (IRB Office) 11, 45, 56
Public Health
PATANKAR, Pranja F MBBS, MPH S General Medicine, Y (IRB Office) 11
Public Health
SIKORSKI, Lucas M BA N Research Compliance Y (IRB Office) 13

NOTES:

Members whose training, background, and occupation would incline them to view scientific activities from the
standpoint of someone within a behavioral or biomedical research discipline should be considered a scientist,
while members whose training, background, and occupation would incline them to view research activities
from a standpoint outside of any biomedical or behavioral scientific discipline should be considered a
nonscientist. In addition, the IRB must have members with sufficient knowledge of the specific scientific
discipline(s) relevant to the research that it reviews.

Affiliation: Please indicate whether or not each individual (or amember of that person’simmediate family) is
affiliated (other than as an IRB member) with the institution or organization operating the IRB.

Yes = The IRB member is affiliated with the institution or organization operating the IRB.
No = Theindividua is not affiliated with the institution or organization operating the IRB.

Alternate Members. An alternate member(s) may be designated, as needed, for aregular voting member(s).
An alternate member may vote only when the regular voting member is not voting.

When an institution or organization registers two or more IRBs, al aternate membersfor all IRBs may be
listed on the roster of one IRB, or they may be listed separately with each IRB roster. A primary member of
any IRB registered under the same |ORG number may serve as an aternate for any comparably qualified
member on any other IRB of that institution or organization. Primary members on registered IRBs serving as
alternate members do not need to be listed as an alternate on any roster. Each aternate IRB member who
replaces a primary member at any given meeting should have experience, expertise, background, professional
competence, and knowledge comparable to that of the primary IRB member whom the alternate will replace.
Whenever an alternate member substitutes for a primary member of the IRB, the combined requirements of §
46.107(a) and 46.108(b) shall remain satisfied. Whenever this occurs, the minutes of the IRB meeting should
indicate clearly that the alternate IRB member has replaced the designated primary IRB member, and include
the identity of the replaced primary and the aternate members. If multiple alternate members serve at an IRB
meeting, the pairing of primary and alternate members should be indicated.



A. *Isthisarenewal or update of aregistration for an IRB already registered with HHS?

[ X] Yes. Provide the IRB registration number previously assigned to this IRB by OHRP: 1RB00000736

(This number was provided by OHRP the first time the IRB was registered with OHRP. If
you do not know the IRB registration number, search for the IRB on the OHRP website at
http://ohrp.cit.nih.gov/search/search.aspx or contact OHRP using the contact information at
http://www.hhs.gov/ohrp/daqgi-staff.html or by telephone at 1-866-447-4777)

[ ] No, thisisanew IRB registration.

B. Providethe IRB name, if any, used by the institution or organization (e.g., State University
Behavioral IRB, University Healthcare Biomedica IRB, or XY Z Hospital IRB #1):

Northwestern IRB #4X - Pand E

C. Location of the IRB

*Mailing Address (if different from the Mailing Address in section 3):

600 Foster Street
ChambersHall, 2nd Floor

*Street Address of the IRB (if different from the Mailing Address of the IRB):

*City: Evanston *State/Province: ILLINOIS *Zip/Postal Code: 60208
*Country (if outside the U.S.):
*Phone: 847 467-1723 *FAX: 312 503-0555 *E-Mail: irb@northwestern.edu

D. Approximate number of full time equivaent positions devoted to the IRB’s
administrative activities:

E. Approximate number of all active protocols (for purposes of completing
this registration, an active protocol is any protocol for which the IRB
conducted an initial review or continuing review at a convened meeting or
under an expedited review procedure during the preceding 12 months):

21

30

F. Approximate number of active protocols conducted or supported by HHS
(e.g., the National Institutes of Health, Centers for Disease Control and
Prevention, etc.) (for purposes of completing this registration, an active
protocol is any protocol for which the IRB conducted an initial review or
continuing review at a convened meeting or under an expedited review
procedure during the preceding 12 months):



G. tFor IRBsthat review, or intend to review, protocols involving products
regulated by the Food and Drug Administration (FDA) (for purposes of
completing this registration, an active protocol is any protocol for which the
IRB conducted an initial review or continuing review at a convened meeting
or under an expedited review procedure during the preceding 12 months):

i) Approximate number of active protocols involving FDA-regulated
products:

tii) Types of FDA-regulated products involved in FDA protocols
include (check all that apply):

human drugs food additives
medical devices color additives
biological other
Specify:
H. IRB Chairperson
*First Name: Michae Middle Initial: *Last Name: ROLOFF
Earned Degree(s): PhD Title or Position;: Chair - Panel E

Mailing Address (if different from the Mailing Address in section 3):
600 Foster Street
ChambersHall, 2nd Floor

City: Evanston State/Province:  ILLINOIS Zip/Postal Code: 60208

Country (if outsidethe U.S.):
*Phone; 847 467-1723 FAX: 312 503-0555 *E-Mail: m-roloff@northwestern.edu



|. IRB Roster Form: Completion of the IRB Roster Form isrequired if your IRB is designated
on a Federalwide assurance submitted to OHRP. Otherwise, it isoptional.

Primary Scientific  atfiliation with

Scientist (S) crenti

Membq Name Sex Earned Non-scientist  Of Non-Scientific I nstitution(s)
(Last, First) M/F Degree(s) () Specialty Y/N Comments
ROLOFF, Michael M PhD S Communication Y
MICARI, Helen F MS N Management Y Children Representative
NICKISCH DUGGAN, F MA, MS N Library/Information Y
Heidi Science
ENOCH, Keara F BA N Psychology N
ASHLEY, Richard M DMusA S Music Y Vice Chair

Cognition/Neuroscie

nce Experience
SUZUKI, Satoru M PhD S Cognitive Y

Neuroscience
EDDINGTON, Susan F MA N Library, Information N Children Representative

Systems

Alternative Members
GETZENDANNER, Nick M MEd N Research Compliance (IRB Office) 7, 42, 46
MCGROARTY-TORRES, F BA N Research Compliance (IRB Office) 7, 42, 46, 63
Kathleen
WILLOCK, Liz F MA N Bioethics N 7,42, 46
LEGRAND, Marie F MPH N Public Health N 7,42, 46
KING, Kile M MS N Research Compliance Y (IRB Office) 7, 42, 46
TROYER, Gwyneth F JD, MA N Prison Populations N 7,42, 46, 63 Prisoner and
Children Representative

MURPHY, Kathleen F PhD S Social Scientist Y (IRB Office Manager) 1,34, 38,

NOTES:

Children Representative

Members whose training, background, and occupation would incline them to view scientific activities from the
standpoint of someone within a behavioral or biomedical research discipline should be considered a scientist,
while members whose training, background, and occupation would incline them to view research activities
from a standpoint outside of any biomedical or behavioral scientific discipline should be considered a
nonscientist. In addition, the IRB must have members with sufficient knowledge of the specific scientific

discipline(s) relevant to the research that it reviews.

Affiliation: Please indicate whether or not each individual (or amember of that person’simmediate family) is
affiliated (other than as an IRB member) with the institution or organization operating the IRB.

Yes = The IRB member is affiliated with the institution or organization operating the IRB.
No = Theindividua is not affiliated with the institution or organization operating the IRB.



Alternate Members. An alternate member(s) may be designated, as needed, for aregular voting member(s).
An aternate member may vote only when the regular voting member is not voting.

When an institution or organization registers two or more IRBs, all aternate membersfor all IRBs may be
listed on the roster of one IRB, or they may be listed separately with each IRB roster. A primary member of
any IRB registered under the same IORG number may serve as an alternate for any comparably qualified
member on any other IRB of that institution or organization. Primary members on registered IRBs serving as
alternate members do not need to be listed as an aternate on any roster. Each alternate IRB member who
replaces a primary member at any given meeting should have experience, expertise, background, professional
competence, and knowledge comparable to that of the primary IRB member whom the alternate will replace.
Whenever an alternate member substitutes for a primary member of the IRB, the combined requirements of §
46.107(a) and 46.108(b) shall remain satisfied. Whenever this occurs, the minutes of the IRB meeting should
indicate clearly that the alternate IRB member has replaced the designated primary IRB member, and include
the identity of the replaced primary and the aternate members. If multiple alternate members serve at an IRB
meeting, the pairing of primary and alternate members should be indicated.



A. *Isthisarenewal or update of aregistration for an IRB already registered with HHS?

[ X] Yes. Provide the IRB registration number previously assigned to this IRB by OHRP: 1 RB00002600

(This number was provided by OHRP the first time the IRB was registered with OHRP. If
you do not know the IRB registration number, search for the IRB on the OHRP website at
http://ohrp.cit.nih.gov/search/search.aspx or contact OHRP using the contact information at
http://www.hhs.gov/ohrp/daqgi-staff.html or by telephone at 1-866-447-4777)

[ ] No, thisisanew IRB registration.

B. Providethe IRB name, if any, used by the institution or organization (e.g., State University
Behavioral IRB, University Healthcare Biomedica IRB, or XY Z Hospital IRB #1):

Northwestern U | RB #5- - Panel D

C. Location of the IRB

*Mailing Address (if different from the Mailing Address in section 3):

750 N. Lake ShoreDrive
Rubloff Building, 7th Floor

*Street Address of the IRB (if different from the Mailing Address of the IRB):

*City: Chicago *State/Province: ILLINOIS *Zip/Postal Code: 60611
*Country (if outside the U.S.):
*Phone: 312 503-9338 *FAX: 312 503-0555 *E-Mail: irb@northwestern.edu

D. Approximate number of full time equivaent positions devoted to the IRB’s
administrative activities:

E. Approximate number of all active protocols (for purposes of completing
this registration, an active protocol is any protocol for which the IRB

21

conducted an initial review or continuing review at a convened meeting or 98
under an expedited review procedure during the preceding 12 months):

F. Approximate number of active protocols conducted or supported by HHS
(e.g., the National Institutes of Health, Centers for Disease Control and 14

Prevention, etc.) (for purposes of completing this registration, an active
protocol is any protocol for which the IRB conducted an initial review or
continuing review at a convened meeting or under an expedited review
procedure during the preceding 12 months):



G. tFor IRBsthat review, or intend to review, protocols involving products
regulated by the Food and Drug Administration (FDA) (for purposes of
completing this registration, an active protocol is any protocol for which the
IRB conducted an initial review or continuing review at a convened meeting
or under an expedited review procedure during the preceding 12 months):

i) Approximate number of active protocols involving FDA-regulated 21
products:

tii) Types of FDA-regulated products involved in FDA protocols
include (check all that apply):

X human drugs food additives
X medical devices color additives
X biological other
Specify:
H. IRB Chairperson
*First Name: Frank Middle Initial: *Last Name: PALELLA
Earned Degree(s): MD Titleor Position: Chair - Panel D

Mailing Address (if different from the Mailing Address in section 3):
750 N. Lake ShoreDr.
Rubloff Building, 7th Floor

City: Chicago State/Province:  ILLINOIS Zip/Postal Code: 60611

Country (if outside the U.S.):
*Phone: 312 503-9338 FAX: 312 503-0555 *E-Mail: f-palella@northwestern.edu



|. IRB Roster Form: Completion of the IRB Roster Form isrequired if your IRB is designated
on a Federalwide assurance submitted to OHRP. Otherwise, it isoptional.

Member Name
(Last, First)
PALELLA, Frank

REGALADO, Jane
RENELLA, Camille

RUDERMAN, Eric

FERREIRA, M.
Rosario

HARVEY, Richard

HO, Bing

KOSSMANN, Claire

WEST, Dennis

SIKORSKI, Lucas
GALIANO, Robert

MORAN, Maureen
KAPLAN, Jason
VAN BUSKIRK, Braden

PATANKAR, Pranja
GALVIN, John

FOREMAN, Robert
JONES, Jeff
MATTHIES, Alissa
MWANGI, Rahab

KROCZYNSKA, Barbara

BROWN, Michelle
THOMPSON, Sara
PAULUS, Cheryl

Sex
M/F

<

momnm

n

Earned
Degree(s)
MD

PharmD
BSN, RN

MD
MD, MAPP
MD

MD, MPH

BS, JD

PhD

BA
MD

MPH
MD
MSW

MBBS, MPH
MD, MPH

PhD
MBA
BA

MPH

PhD

BBA
BA

none

Scientist (S)
Non-scientist

(N)

S

Primary Scientific  atfiliation with

or Non-Scientific
Specialty
Infectious Disease,
Internal Medicine
Pharmacy

Medical Ethics,
Nursing, Law
Rheumatol ogy,
Internal Medicine
Gastroenterology,
Internal Medicine
Physical Medicine
and Rehabilitation
Transplant,
Nephrology,
Epidemiology
Attorney, Health
Law

Alternative Members

S

Pharmacology,
Dermatology, Pediatrics

Research Compliance

Plastic and
Reconstructive Surgery

Preventive Medicine
Hem/Onc

Research Compliance,
Social Work

General Medicine,
Public Health

Stem Cell Transplant,
Hem/Onc

Biosafety, Microbiology
Data Analysis
Regulatory Compliance

Research Compliance,
Public Health

Molecular Biology,
Oncology

Research Compliance
Research Compliance

Research Compliance

I nstitution(s)
Y/N
Y

Y
N

< < z <

Comments

Children Representetive
Vice Chair

VA Representative

14, 15, Children Representative

(IRB Office) 58
1,16, 38, 45, 53

14,15
1,16, 38, 45,53
(IRB Office) 15

(IRB Office) 14
1,16, 38, 45,53

15
58

(IRB Office) 15
(IRB Office) 14

14,15

(IRB Office Manager) 58
15
(IRB Office) 58



LINN, Lisa F BA N Research Compliance Y (IRB Office) 58

TROYER, Gwyneth F JD, MA N Prison Populations N 58, Prisoner and Children
Representative
CHAE, Y oung Kwang M MD, MPH, S Internal Medicine, Y 1,16, 38, 45, 53
MBA Hem/Onc
CHANDRA, Sunandana F MD, MS S Hem/Onc, Interna Y 1, 16, 38, 45, 53
Medicine
NOTES:

Members whose training, background, and occupation would incline them to view scientific activities from the
standpoint of someone within a behavioral or biomedical research discipline should be considered a scientist,
while members whose training, background, and occupation would incline them to view research activities
from a standpoint outside of any biomedical or behavioral scientific discipline should be considered a
nonscientist. In addition, the IRB must have members with sufficient knowledge of the specific scientific
discipline(s) relevant to the research that it reviews.

Affiliation: Please indicate whether or not each individual (or a member of that person’s immediate family) is
affiliated (other than as an IRB member) with the institution or organization operating the IRB.

Yes = TheIRB member is affiliated with the institution or organization operating the IRB.
No = Theindividual is not affiliated with the institution or organization operating the IRB.

Alternate Members: An alternate member(s) may be designated, as needed, for aregular voting member(s).
An alternate member may vote only when the regular voting member is not voting.

When an institution or organization registers two or more IRBs, al alternate membersfor all IRBs may be
listed on the roster of one IRB, or they may be listed separately with each IRB roster. A primary member of
any IRB registered under the same IORG number may serve as an alternate for any comparably qualified
member on any other IRB of that institution or organization. Primary members on registered IRBs serving as
alternate members do not need to be listed as an alternate on any roster. Each aternate IRB member who
replaces a primary member at any given meeting should have experience, expertise, background, professional
competence, and knowledge comparable to that of the primary IRB member whom the alternate will replace.
Whenever an alternate member substitutes for a primary member of the IRB, the combined requirements of 8
46.107(a) and 46.108(b) shall remain satisfied. Whenever this occurs, the minutes of the IRB meeting should
indicate clearly that the alternate IRB member has replaced the designated primary IRB member, and include
the identity of the replaced primary and the aternate members. If multiple alternate members serve at an IRB
meeting, the pairing of primary and alternate members should be indicated.



A. *Isthisarenewal or update of aregistration for an IRB already registered with HHS?

[ X] Yes. Provide the IRB registration number previously assigned to this IRB by OHRP: 1 RB00005003

(This number was provided by OHRP the first time the IRB was registered with OHRP. If
you do not know the IRB registration number, search for the IRB on the OHRP website at
http://ohrp.cit.nih.gov/search/search.aspx or contact OHRP using the contact information at
http://www.hhs.gov/ohrp/daqgi-staff.html or by telephone at 1-866-447-4777)

[ ] No, thisisanew IRB registration.

B. Providethe IRB name, if any, used by the institution or organization (e.g., State University
Behavioral IRB, University Healthcare Biomedica IRB, or XY Z Hospital IRB #1):

Northwestern U IRB #6 - Pandl Q

C. Location of the IRB

*Mailing Address (if different from the Mailing Address in section 3):

750 N. Lake ShoreDrive
Rubloff Building, 7th Floor

*Street Address of the IRB (if different from the Mailing Address of the IRB):

*City: Chicago *State/Province: ILLINOIS *Zip/Postal Code: 60611
*Country (if outside the U.S.):
*Phone: 312 503-9338 *FAX: 312 503-0555 *E-Mail: irb@northwestern.edu

D. Approximate number of full time equivaent positions devoted to the IRB’s
administrative activities:

E. Approximate number of all active protocols (for purposes of completing
this registration, an active protocol is any protocol for which the IRB
conducted an initial review or continuing review at a convened meeting or 2193
under an expedited review procedure during the preceding 12 months):

21

F. Approximate number of active protocols conducted or supported by HHS
(e.g., the National Institutes of Health, Centers for Disease Control and
Prevention, etc.) (for purposes of completing this registration, an active 523
protocol is any protocol for which the IRB conducted an initial review or
continuing review at a convened meeting or under an expedited review
procedure during the preceding 12 months):



G. tFor IRBsthat review, or intend to review, protocols involving products
regulated by the Food and Drug Administration (FDA) (for purposes of
completing this registration, an active protocol is any protocol for which the
IRB conducted an initial review or continuing review at a convened meeting
or under an expedited review procedure during the preceding 12 months):

i) Approximate number of active protocols involving FDA-regulated
products: 199

tii) Types of FDA-regulated products involved in FDA protocols
include (check all that apply):

X human drugs food additives
X medical devices color additives
X biological other
Specify:
H. IRB Chairperson
*First Name: Maureen Middle Initial: *Last Name: MORAN
Earned Degree(s): MPH Titleor Position: Chair - Panel Q

Mailing Address (if different from the Mailing Address in section 3):
750 N. Lake ShoreDr.
Rubloff Building, 7th Floor

City: Chicago State/Province:  ILLINOIS Zip/Postal Code: 60611

Country (if outside the U.S.):
*Phone: 312 503-9338 FAX: 312 503-0555 *E-Mail: m-moran@northwestern.edu



|. IRB Roster Form: Completion of the IRB Roster Form isrequired if your IRB is designated

on a Federalwide assurance submitted to OHRP. Otherwise, it isoptional.

Member Name
(Last, First)
MORAN, Maureen

WEITZMAN, Sigmund

WILLOCK, Liz
BELKNAP, Steven

ISON, Michael

HUBBARD, Richard

SHAH, Monalee

WELCH, Deborah

SIKORSKI, Lucas
FRANKFURT, Olga

BROWN, Michelle
AGULNIK, Mark
VAN BUSKIRK, Braden

GOLDMAN, Jonathon
MWANGI, Rahab
PATANKAR, Pranja

JAIN, Sarika
PAULUS, Cheryl
LINN, Lisa
REGALADO, Jane
MILLER, Deborah

PALELLA, Frank
RENELLA, Camille

Sex
M/F

F

n

T

m T T T T M <

<

Earned
Degree(s)
MPH

MD

MA
MD

MD

MD

MS

BSN, RN

BA
MD

BBA
MD
MSwW

MD, MS
MPH
MBBS, MPH

MD
none
BA
PharmD

MPH, BSN, RN,
CPHQ

MD
BSN, RN

Scientist (S)
Non-scientist

(N)

S

Primary Scientific  atfiliation with
I nstitution(s)
YIN

or Non-Scientific
Specialty
Preventive
Medicine, Public
Health

Hem/Onc, Internal
Medicine

Bioethics

Internal Medicine,
Clinical

Pharmacol ogy
Infectious Diseases,
Organ Transplant
Pulmonary
Medicine, Clinical
Research
Regulatory
Compliance, Law
Nursing, Healthcare
Quality Assurance

Alternative Members

nw un Zz Z2 u

(7))

Research Compliance

Hem/Onc, Internal
Medicine

Research Compliance

Hem/Onc

Research Compliance,
Social Work

Psychiatry, Behavioral
Sciences

Research Compliance,
Public Health

Research Compliance,
Public Health

Hem/Onc
Research Compliance
Research Compliance
Pharmacy

Nursing, Quality
Assurance

Infectious Disease

Medical Ethics, Nursing,

Y

< < < < <

<

Comments

Vice Chair

NMH Representative

(IRB Office) 20
8,47, 48,58

(IRB Office Manager) 20
8,47, 48,58
(IRB Office) 1, 60, 61

1, 8,47, 48, 58, VA
Representative

(IRB Office) 1, 60, 61
(IRB Office) 1, 60, 61

1, 8,47, 48,58
(IRB Office) 20
(IRB Office) 20
1, 60, 61
1, 60, 61

1, 8,47, 48, 58
1, 60, 61 Children



Law Representative

TROYER, Gwyneth F JD, MA N Prison Populations N 20, Prisoner and Children
Representative

KRELL, Glen M MPA N Research Compliance N 20

MATTHIES, Alissa F BA S Regulatory Compliance Y (IRB Office) 1, 60, 61

NOTES:

Members whose training, background, and occupation would incline them to view scientific activities from the
standpoint of someone within a behavioral or biomedical research discipline should be considered a scientist,
while members whose training, background, and occupation would incline them to view research activities
from a standpoint outside of any biomedical or behavioral scientific discipline should be considered a
nonscientist. In addition, the IRB must have members with sufficient knowledge of the specific scientific
discipling(s) relevant to the research that it reviews.

Affiliation: Please indicate whether or not each individual (or amember of that person’simmediate family) is
affiliated (other than as an IRB member) with the institution or organization operating the IRB.

Yes = The IRB member is affiliated with the institution or organization operating the IRB.
No = Theindividua is not affiliated with the institution or organization operating the IRB.

Alternate Members. An alternate member(s) may be designated, as needed, for aregular voting member(s).
An alternate member may vote only when the regular voting member is not voting.

When an institution or organization registers two or more IRBs, al aternate membersfor all IRBs may be
listed on the roster of one IRB, or they may be listed separately with each IRB roster. A primary member of
any IRB registered under the same IORG number may serve as an aternate for any comparably qualified
member on any other IRB of that institution or organization. Primary members on registered IRBs serving as
alternate members do not need to be listed as an aternate on any roster. Each aternate IRB member who
replaces a primary member at any given meeting should have experience, expertise, background, professional
competence, and knowledge comparable to that of the primary IRB member whom the alternate will replace.
Whenever an alternate member substitutes for a primary member of the IRB, the combined requirements of §
46.107(a) and 46.108(b) shall remain satisfied. Whenever this occurs, the minutes of the IRB meeting should
indicate clearly that the alternate IRB member has replaced the designated primary IRB member, and include
the identity of the replaced primary and the aternate members. If multiple alternate members serve at an IRB
meeting, the pairing of primary and alternate members should be indicated.



Public burden for this collection of information is estimated to average one hour for an initial IRB registration,
and thirty minutes for updating or renewing the registration of a previously registered IRB. An agency may not
conduct or sponsor, and a person is not required to respond to, a collection of information unlessit displays a
currently valid OMB control number. Send comments regarding this burden estimate or any other aspect of this
collection of information, including suggestions for reducing this burden to: OS Reports Clearance Officer,
Room 503, 200 Independence Avenue, SW., Washington, DC 20201. Do not return the completed formto this
address.



