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The purpose of this SOP is to describe the review process and requirements for research that
will be conducted by UNCW researchers outside of the United States.
I.

General Requirements
The Institutional Review Board (IRB) will review human subjects research studies
involving subjects enrolled at international sites by UNCW researchers to ensure that (1)
the research complies with all federal regulations and UNCW IRB policy and procedures
and (2) that local regulations governing human involvement in research are adequate to
ensure proper protections for subjects. When the IRB determines that the research is
exempt from the requirements of 45 CFR 46, the investigators are responsible for
ensuring that research complies with local regulations and requirements.

II.

Scope
These policies and procedures apply to all human subjects research submitted to the IRB
that is being conducted by UNCW researchers at an international location.

III.

Applicable Definitions
A. Ethics Committee
A group of persons who have knowledge about the local laws and/or
traditions/customs who are also responsible for ensuring the safety of subjects in
proposed research projects.

IV.

Procedures
In addition to the usual requirements for approval for research involving human
subjects as outlined in SOPs 5.1, 5.2 and 5.3, when UNCW researchers will conduct or
supervise research conducted outside the United States, the IRB staff will refer to the
International Compilation of Human Research Protections website for the applicable
country or countries to determine local requirements, if any, and will consider the
following:
A.
B.

The experience of the UNCW investigator in working in this area or region and
the investigator’s knowledge of the area or region as it relates to the research.
The appropriateness of the provisions for the UNCW researcher to ensure
ongoing review and approval from the UNCW IRB.

C.

D.
E.

V.

The appropriateness of the provisions for reporting unanticipated problems
involving risks to subjects or others, complaints and non-compliance to the
UNCW IRB.
A process for obtaining consent that is appropriate given the local
laws/customs/traditions.
Documentation of local IRB or Ethics Committee review and approval. When
applicable, there will be appropriate coordination and communication between
the UNCW IRB and the local Research Ethics Committee.

References to Other Applicable SOPs
SOP Title
Determinations of Exemption
Expedited Review of Research
Full Board Review of Research
Identification and Reporting of Adverse
Events and Unanticipated Problems
Informed Consent

VI.

6.7
6.8

Responsibilities
Title
IRB Co-chair

IRB Staff

Principal Investigator

VII.

SOP #
5.1
5.2
5.3

Responsibility
Responsible for reviewing submissions eligible for
expedited review or selecting a designee and
ensuring that local requirements for human subjects
research are met.
Responsible for processing and assisting the IRB
reviewer with studies being conducted
internationally.
Responsible for ascertaining and complying with all
local requirements for the protection of human
subjects research and for providing the IRB with
relevant contact information, letters of support or
other documentation to demonstrate that local
requirements are met.

Resources
A.
B.

C.
D.

UNCW IRB Website: http://uncw.edu/sparc/integrity/irb.html
U.S. Department of Health & Human Services, Office of Human Research
Protections Guidance on International Research:
https://www.hhs.gov/ohrp/international/
45 CFR 46 (“Common Rule”): https://www.hhs.gov/ohrp/regulations-andpolicy/regulations/45-cfr-46/index.html
Belmont Report: https://www.hhs.gov/ohrp/regulations-and-policy/belmontreport/index.html

E.

International Compilation of Human Research Protections:
https://www.hhs.gov/ohrp/international/compilation-human-researchstandards/index.html

