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Policy Number: IRB-25
Effective Date: June 20, 2005

POLICY TITLE:

USE OF INVESTIGATIONAL PRODUCTS WHEN RESEARCH PARTICIPANT ENTERS
CHILDREN’'S AS A SECOND INSTITUTION

POLICY:

When a research participant receiving an investigational drug or biologic in a
research study at another institution is admitted to Children’s, the IRB shall be
notified in order to render an opinion on the need for Children’s IRB review and

approval.

PROCEDURE:

25.1 The admitting physician shall notify the IRB immediately upon learning that a
patient is participating in a research study at another institution, and will
continue to receive test drug during his/her stay at Children’s.

25.2 The admitting physician shall provide the IRB with the following information:

A Patient name;

B Admit diagnosis;

C Name, address and phone number of Principal Investigator that
enrolled patient in clinical study;

D. Name, address and contact information for Principal Investigator’s IRB;

E Name, address and contact information for Sponsor;

F Documentation of appropriate FDA clearances; and

G Copy of consent form executed by patient admitted.

25.3 The IRB Chair shall determine whether Children’s IRB review and approval is
necessary based on the following guidance:
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A. When a subject’s treatment/hospitalization is not related to the
research project, and the admitting physician has determined that it is
appropriate to continue the patient on the test drug, Children’s
Hospital is providing incidental care and is not participating as a
research site. Local IRB review and approval is not required and there
is no need for the subject to sign a second research consent
document; v

B. When a subject participating in a study at another site returns to
Children’s Hospital to receive medical follow-up, provided the Principal
Investigator enrolling the subject remains responsible for test drug
administration and data collection, the involvement of Children’s is
incidental to the study. Local IRB review and approval is not required
and there is no need for the subject to sign a second consent
document;

C. If Children’s is designated as an extension of the research milieu (e.g.,
the admitting physician is identified as a sub-investigator), the IRB
Chair may elect to:

1. Review, approve and be responsible for monitoring the portion of
the research conducted at Children’s just as it would for any other
research in the facility; or

2. Waive local IRB review and agree to accept the other institution’s
IRB as the responsible IRB.

25.4 If the IRB Chair elects to require Children’s IRB review, the admitting
physician must complete and submit IRB application materials according to
IRB Policy 11. The IRB shall consider during its review how consent is to be
documented for the research activities to be conducted at Children’s.

25.5 If the IRB Chair elects to waive Children’s IRB review, a written agreement
must be reached with the outside IRB documenting it will be the IRB of
record for this individual research project.
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