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CLINICAL TRIAL AND RESEARCH UNIT
National Kidney and Transplant Institute

POLICY ON CLINICAL TRIAL AGREEMENT

A Clinical Trial Agreement (CTA) is a contract between the INSTITUTION - National
Kidney and Transplant Institute (NKTI) -, the SPONSOR and the INVESTIGATOR of a clinical
trial. A CTA defines the scope of work and formalizes the understandings between the parties
and contains legal and financial terms related to the conduct of a clinical trial.
 Requirement: A CTA is required for all clinical trials at NKTI in which a private industry

sponsor is providing monetary or material support. A completed CTA is required before any
clinical trial supported by a Sponsor can begin. Neither a sponsor-initiated clinical trial nor
an investigator-initiated clinical trial with partial support by a sponsor may commence until
NKTI, acting through the Clinical Trial and Research Division (CTRD), and Sponsor have
agreed to a CTA.

 Role of Principal Investigator (PI): To review the CTA, ensure that it complies with the
requirements of NKTI, and agree to be bound by its terms and conditions. The CTRD
authorized signatory will not sign a CTA until the Principal Investigator signs the CTA.

 Role of the Institute: The Institute should not have any liability over the conduct of the
clinical trial. The entire responsibility for the conduct of the trial rests with the Investigator/s
who is a Medical Staff of this Institute and competent to conduct the clinical trial. Certificate
of attendance of Good Clinical Practice (GCP) Guidelines should be obtained from the
Investigator/s to determine their competence to conduct clinical trials. The responsibility of
the Institute is to provide the infrastructure for the conduct of trials and to provide a patient
base from which trial participants will be selected based on the specific inclusion/exclusion
criteria of a particular trial.

 Terms of the CTA: The terms and conditions of a CTA are negotiated in accordance with
NKTI policy. Sponsor may use the standard clinical trial agreement of the CTRD.

 Review time frame: CTRD will review initial drafts of CTAs within two weeks after receiving
the CTA, the protocol and other necessary trial documentation from the Sponsor and the
Principal Investigator. On average, the process of review, negotiation and execution of a
CTA takes between 2-4 months. CTRD will periodically update the Principal Investigator on
the status of negotiations. After the CTA has been successfully negotiated, CTRD will send
a copy to the Principal Investigator for final review. NKTI will sign the CTA once in its
satisfactory format and content, and return it to the Sponsor for signature (if the Sponsor has
not signed already).

 A CTA is fully executed only after the Sponsor, CTRD and representative of NKTI
administration, have affixed their signatures to the agreement.

 CTA notarization will be done by the NKTI-Business Records Management (BRM).


