Appendix 5:
Federalwide Assurance (FWA)
IORG/Member Lists



FWA #: FWAD0007111 OMB No. 0990-0278

Institution: Rowan University Approved for use through August 31, 2023

Expires: 01/05/2026

Federalwide Assurance (FWA)
for the Protection of Human Subijects

1. Institution Filing Assurance

Legal Name: Rowan University

City:  Glassboro State/Province: N Country: USA

2. Institutional Components

List below all components over which the Institution has legal authority that operate under a different name. Also list
with an asterisk (¥) any alternate names under which the Institution operates.

NOTE: The Signatory Official signing this Assurance must be legally authorized to represent the Institution providing
this Assurance and all components listed below.

Name of Component or State
Alternate Names Used City (or Country if Qutside U.S.)

3. Statement of Principles

This Institution assures that all of its activities related to human subjects research, regardless of the source of support,
will be guided by the following statement of principles governing the institution in the discharge of its responsibilities
for protecting the rights and welfare of human subjects of research conducted at or sponsored by the institution. (indicate
below)

The Belmont Report

4_Applicability

(a) This Assurance applies whenever this Institution becomes engaged in human subjects research conducted or
supported by any U.S. federal department or agency that has adopted the U.S. Federal Policy for the Protection of
Human Subjects (also known as the Common Rule), unless the research is otherwise exempt from the requirements of
the Common Rule or the department or agency conducting or supporting the research determines that the research shall
be conducted under a separate assurance.



(b) Optional: This Institution elects to apply the following to all of its human subjects research regardless of the source
of support, except for research that is covered by a separate assurance:

5. Assurance of Compliance with the Terms of the Federalwide Assurance

(a) This Institution assures that whenever it engages in research to which this Assurance applies, it will comply with the
Terms of the Federalwide Assurance (contained in a separate document on the Office for Human Research Protections

{OHRP) website).

6. Designation of Institutional Review Boards (IRBs)



This Institution assures that it will rely upon only IRBs registered with OHRP for review of research to which this FWA
applies. This institution (a) designates the following internal TIRB(s) for review of research under this Assurance; or {(b)
does not have an internal IRB and designates the following external IRB for review of all research to which this FWA
applies or, if multiple external IRBs are relied upon, the following external IRB that reviews the largest percentage of
research to which this FWA applies.

NOTE: Institutions designating internal IRBs do not need to designate any of the external IRBs upon which it reljes.

HHS IRB
Registration Is the IRB Internal or
Number Name of IRB as Registered with HHS External to the Institution?
IRBOGOO0S33 WCG IRB E
IRBO000060S Rowan University School of Osteopathic Medicine IRB #1 [
IRBO0000836 Cooper Hlth System IRB #1 (CHS IRB A) E
IRBOOC0S095 Rowan UIRB #2

7. Human Protections Administrator (e.g.. Human Subjects Administrator or Human Subjects Contact Person)

First Name:  Eric Middle Initial: Last Name: Gregory

Degrees or Suffix: Institutional Title: Assistant Director of Sponsored Programs,
Compliance

Institution: Rowan University

Telephone: 856 256-4058 FAX; 856256-4425 E-Mail; sgregorye@rowan.edu

Address: 201 Mullica Hill Road

City: Glassboro State/Province: NI Country: UsA



3. Signatory Official (i.e., Official Legally Authorized to Represent the Institution)

I'have read and agree to the Terms of the Federalwide Assurance.

[ recognize that providing research investigators, IRB members and staff, and other relevant personnel with appropriate
initial and continuing education and training about human subject protections will help ensure that the requirements of
this Assurance are satisfied.

Acting officially in an authorized capacity on behalf of this Institution and with an understanding of the Institution’s
responsibilities under this Assurance, I assure protections for human subjects as specified above. The IRB(s) that this
institution relies upon will comply with the Terms of the Federalwide Assurance when reviewing research covered by
this Assurance and possess appropriate knowledge of the local context in which this Institution’s research will be
conducted.

All information provided with this Assurance is up-to-date and accurate. | am aware that false statements could be cause
for invalidating this Assurance and may lead to other administrative or legal action.

Signature: Tabbetha A Dobbins Ph.D.

Date: 12/11/2020

First Name:  Tabbetha Middle Initial: A Last Name: Dobbins

Degrees or Suffix: Ph.D. Institutional Title: Intetim Vice President for Research
Institution: Rowan University

Telephone: gs6 256.5154 FAX: 856256-4478 E-Mail: dobbins@rowan.edu

Address: 201 Mullica Hill Road

City:  Glassboro State/Province: NJ Country: USA

9. FWA Approval

The Federalwide Assurance for the Protection of Human Subjects for Institutions Within the United States submitted to
HHS by the above Institution is hereby approved.

Assurance Number: FWAQ0007111 Expiraﬁon Date: 01/052026

Signature of HHS Approving Official: Christina Lindsay Date: 01/052021



According to the Paperwork Reduction Act of 1995, no persons are required to respond to a collection of information unless it displays a valid
OMB control number, The valid OMB control number for this information collection is 0990-0278 . The time required to complete this
information collection is estimated to average 30 minutes per response, including the time to review instructions, gather the data needed, and
complete and review the information collection. If you have comments concerning the accuracy of the time estimate(s) or suggestions for
improving this form, please write to: U.S. Department of Health & Human Services, OS/OCIO/PRA, 200 Independence Ave., S.W_, Suite 336-E,
Washington D.C. 20201, Attention: PRA Reports Clearance



IORG#:  [ORGO003STS OMB No. 0990-0279
Institution: Rowan University Approved for use through February 28, 2022

Expires; 04/28/2025

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

This form is used by institutions or organizations operating IRBs that review:

a) Research involving human subjects conducted or supported by the Department of
Health and Human Services, or other federal departments or agencies that apply
the Federal Policy for the Protection of Human Subjects to such research; and/or

b) Clinical investigations regulated by the Food and Drug Administration (FDA) of the
Depariment of Health and Human Services

This form is to be used for the following purposes:

a. To register an [RB if your institution or organization has not previously registered an [RB

b. To update or renew the registration of an IRB previously registered by your institution or
organization

¢. To add another IRB to those previously registered by your institution or organization

Fields with an * are required for OHRP IRBs and FDA IRBs

Fields with an are required for OHRP IRBs but are optional for FDA IRBs
Fields with an } are required for FDA IRBs but are optional for QOHRP IRBs
Fields with no symbol are optional for both OHRP IRBs and FDA IRBs

L. *Has your institution or organization previously registered an IRB with the Office for
Human Research Protections (OHRP)?

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

2. *What is your institution or organization (IORG) number? IORG0003575

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/daqi-staff.html or by telephone at 1-866-447-4777.

3. Name of Institution or Organization Operating the IRB(s)

*Name of Institution or Organization: Rowan University



*Mailing Address: Rowan University

*Street Address (if different from the Mailing Address above):
201 Mullica Hill Road

*City: Glassboro *State/Province: NEW JERSEY *Zip/Postal Code: 08028
*Country (if outside the U.S.):

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

*First Name: Tabbetha Middle Initial: *Last Name: Dobbins
Earned Degree(s): Ph.D. Title or Position: Vice President for Research
*Mailing Address (if different from the Mailing Address in section 3):

Rowan University

201 Mullica Hill Road
*City: Glassboro *State/Province: NEW JERSEY  *Zip/Postal Code: 08028
*Country (if outside the U.S.):
*Phone: 856 256-4467 *FAX: 856 256-4425 *E-Mail: dobbins@rowan.edu
5. Contact Person Providing this Registration Tnformation
*First Name: Katelynn Middle Tnitial: *Last Name: Huff
Eamed Degree(s): Title or Position: Research Compliance Specialist

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

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

Rowan University
201 Mullica Hill Road

*City: Glassboro *State/Province: NEW JERSEY *Zip/Postal Code: 08028
*Country (if outside the
*Phone: 856 256-4697 *FAX: 856 256-4425 *E-Mail: huffka@rowan.edu

6. IRB Registration Information (to be completed separately for each
IRB being renewed/updated or newly registered)



A. *Is this a renewal or update of a registration for an IRB already registered with HHS?

[X] Yes. Provide the IRB registration number previously assigned to this IRB by OHRP: IRB00005095

(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/daqi-staff.html or by telephone at 1-866-447-4777)

[ ]No, this is 2 new IRB registration.

B. Provide the IRB name, if any, used by the institution or organization (e.g., State University
Behavioral IRB, University Healthcare Biomedical IRB, or XYZ Hospital IRB #1):

Rowan U IRB #2
C. Location of the IRB
*Mailing Address (if different from the Mailing Address in section 3):

Research Compliance Office
201 Maullica Hill Road

*Street Address of the IRB (if different from the Mailing Address of the IRB):
201 Mullica Hill Road

*City: Glassboro *State/Province: NEW JERSEY  *Zip/Postal Code: 08028
*Country (if outside the U.S.):
*Phone: 856 256-4078 *FAX: 856 256-4425 *E-Mail: gregorye@rowan.edu

D. Approximate number of full time equivalent 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 300
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 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):

10



G. fFor IRBs that 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: Ane Middle Initial: *Last Name: Johnson
Earned Degree(s): Ph.D. Title or Position: Professor

Mailing Address (if different from the Mailing Address in section 3):
201 Mullica Hill Road

City: Glassboro State/Province: NEW JERSEY Zip/Postal Cade: 08028

Country (if outside the U.S.):
*Phone: 856 256-4500 FAX: *E-Mail: johmsona@rowan.edu



L. IRB Roster Form: Completion of the IRB Roster Form is required if your IRB is designated
on a Federalwide assurance submitted to OHRP. Otherwise, it is optional.

Scientist (S)  Primary Scientific Affiliation with

Member Name Sex FKarned Non-scientist Ot Non-Scientific  Institution(s)
(Last, First) M/F  Degree(s) (N) Specialty Y/N Comments
Jolson, Are F Ph.DD, S Education Y
Gupta, Adarsh M D.O. S Family Practice Y
Gregory, Eric M B.A. N Non-Scientific Y
Davis-LaMastro, F Ph.D. 8 Psychology Y
Valerig
Weaver, Robert M Ph.D. s Health & Exercise Y
Science
Coaxum, James M Ph.D. 8 Education Y
Zang, Lee M Ph.D. 5 Business, Y
Management
Blass, Paul M Ph.D. N Community N K-12 Teacher
Member
Saum, Christina F PhD S Law & Justice Y
Studies
Kirby, Patrick M Ph,D 5 Enginecring Y
Clark, Kimberly F Ed.D. s Education N
Alternative Members
Huff, Katelynn F BA. N Non-Scientific Y Alternate member for Eric
Gregory
Silver, Ian M PhD 5 Law and Justice Y Alternate member for
Studies Christine Saum
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
fromm a standpoint outside of any biomedical or behavioral scientific disciptine 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 TRB member) with the institution or organization operating the IRB.

Yes = The IRB member is affiliated with the institution or organization operating the IRB.
No

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

Alicrnate Members: An alternate member(s) may be designated, as needed, for a regular 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, all alternate members for 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 TORG 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 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 alternate members. If multiple alternate members serve at an IRB
ineeting, 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 tegistration,
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 unless it 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 form to this
address.



IORG #: TORG0000354 OMB No. 0990-0279
Institution: Rowan University - School of Osteopathic Medicine Approved for use through February 28, 2022

Expires: 04/28/2025

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

This form is used by institutions or organizations operating IRBs that review:

a) Research invelving human subjects conducted or supported by the Department of
Health and Human Services, or other federal departments or agencies that apply
the Federal Policy for the Protection of Human Subjects to such research; and/or

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

This form is to be used for the following purposes:

a. To register 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 ot organization

Fields with an * are required for OHRP IRBs and FDA IRBs

Fields with an are required for OHRP IRBs but are optional for FDA IRBs
Fields with an  are required for FDA IRBs but are optional for OHRP IRBs
Fields with no symbol are optional for both OHRP IRBs and FDA IRBs

1. *Has your institution or organization previously registered an IRB with the Office for
Human Research Protections (OHRP)?

[X] Yes, proceed to section 2 [ 1 No, proceed to section 3

2. *What is your institution or organization (IORG) number? IORG0000354

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 Institution or Organization: Rewan University - School of Osteopathic Medicine



*Mailing Address: 40 E. Laurel Road

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

40 E. Laurel Road
UEC Building, Room 1106

*City: Stratford *State/Province: NEW JERSEY *Zip/Postal Code: 08084
¥Country (if outside the U.8.):

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

*First Name: Tabbetha Middle Initial: *Last Name: Dobbins

Eamned Degree(s): PhD Title or Position: Vice President for Research
*Mailing Address (if different from the Mailing Address in section 3):

201 Mullica Hill Road

*City: Glassboro *State/Province: NEW JERSEY  *Zip/Postal Code: 08028
*Country (if outside the U.8.):

*Phone: 856 256-5154 *FAX: 856 256-4425 *E-Mail: dobbins@rowan.edu

5. Contact Person Providing this Registration Information

*First Name: Katelynn Middle Initial: *Last Name: Huff
Earned Degree(s): B.A. Title or Position: Research Compliance Specialist

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

*Mailing Address (if different from the Mailing Address in section 3):
201 Mullica Hill Road

*City: Glassboro *State/Province: NEW JERSEY *Zip/Postal Code: (8028
*Country (if outside the
*Phone: 856 256-4697 *FAX: 856 256-4425 *E-Mail: huffka@rowan.edu

6. IRB Registration Information (to be completed separately for each
IRB being renewed/updated or newly registered)



A. *Is this a renewal or update of a registration for an IRB alrcady registered with HHS?

[X] Yes. Provide the IRB registration number previously assigned to this IRB by OHRP: IRB00000605

(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/daqi-staff.htm! or by telephone at 1-866-447-4777)

[ ]No, this is a new IRB registration.

B. Provide the IRB name, if any, used by the institution or organization (e.g., State University
Behavioral IRB, University Healthcare Biomedical IRB, or XYZ Hospital IRB #1):

Rowan University School of Osteopathic Medicine IRB #1
C. Location of the IRB
*Mailing Address (if different from the Mailing Address in section 3):
201 Mullica Hill Road, Glassboro, New Jersey, 08028
*Street Address of the IRB (if different from the Mailing Address of the IRB):
42 E. Laurel Road
UDP Building, Room 2305

*City: Stratford *State/Province: NEW JERSEY  *Zip/Postal Code: 08084
*Country (if outside the U.S.):
*Phone: 856 256-4058 *FAX: 856 256-4425 *E-Mail: gregorye@rowan.edu

D. Approximate number of full time equivalent 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):

110

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 protoco! 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. }For IRBs that 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):

1) Approximate number of active protocols involving FDA-regulated products:
fii) Types of FDA-regulated products involved in FDA protocols include

{check all that apply):
X human drugs X food additives
X medical devices X color additives
X biological other
Specify
H. IRB Chairperson
*First Name: Adarsh Middle Initial: *Last Name: Gupta
Earned Degree(s): D.O. Title or Position: IRB Chairperson/Primary Care

Physician, Dept. of Family Med.

Meailing Address (if different from the Mailing Address in section 3):
Department of Family Medicine
42 East Laurel Road, UDP Bldg. Suite 2100

City: Stratford State/Province: NEW JERSEY Zip/Postal Code: 08084

Country (if outside the U.S.):
*Phone: 856 566-6883 FAX: 856 566-6188 *E-Mail: guptaad@rowan.edu



[ IRB Roster Form: Completion of the IRB Roster Form is required if your IRB is designated
on a Federalwide assurance submitted to OHRP. Otherwise, it is optional.

Scientist (8)  Primary Scientific Affiliation with

Member Name Sex Earned Non-scientist  or Non-Scientific  Institution(s)
(Last, First) M/F Degree(s) Specialty Y/N Comments
Gupta, Adarsh M D.O. S Family Medicine Y
Gorman, Pamela F RN 5 Research Nurse N
Pruchno, Rachel F PhD) 8 Geriatric Y
Psychologist
Noll, Donald M D.O. 8 Physician Scientist Y
Braeunig, Raymond M MA N Non-Scientific Y
Marquez, Yahaira F PhD s Academic Affairs Y
Price, Lisa F M.S. N Librarian Y
Petrides, Joanna F PsyD. S Other Scientist Y
Hurst, Daniel M Ph.D S Medical Ethics and Y
Humanities
Gregory, Eric M M.B.A N Non-Scientific Y
Alternative Members
Deblinger, Esther F PhD S Child/Famity Y 4,11, 20, 37
Mental Health
Clinigians
Thomas-Jones, F MAS N Non-Scientific Y Alternate to Ray Bracuaig
Jeanngtte
Cartwright, Francine F B.S. 5 Public Health Y
Gessner, Patricia F None N Nou-Scientific Y Alterate to Eric Gregory
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. [n 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 = The IRB member is affiliated with the institution or organization operating the IRB.

No = The individual is not affiliated with the institution or organization operating the IRB.

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



When an institution or organization registers two or more IRBs, all alternate members for all IRBs may be
listed on the roster of one IRB, or they may be listed separately with each IRR roster. A primary member of
any IRB registered under the sarne 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
alternatc members do not need to be listed as an alternate on any roster. Fach 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 alternate members. If multiple alternate members serve at an IRB
meeting, the pairing of primary and alternate members should be indicated,



Public burden for this coliection 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 unless it 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: 0S Reports Clearance Officer,
Room 503, 200 Independence Avenne, SW., Washington, DC 20201. Do not return the completed form to this
address.



