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PURPOSE

1. The purpose of this standard operating procedure is to describe the process for assessing the feasibility of conducting a research project at UTHSC-H. 
SCOPE

2. This policy and procedure is applicable to all new clinical research project proposals at UTHSC-H. 
DEFINITIONS
3. Definitions:
3.1. Protocol: A document that describes the objective(s), design, methodology, statistical considerations, and organization of a trial. The protocol usually also gives the background and rationale for the trial, but these could be provided in other protocol referenced documents. Throughout the ICH GCP Guideline, the term protocol refers to protocol and protocol amendments.

3.2. Good Clinical Practice (GCP): A standard for the design, conduct, performance, monitoring, auditing, recording, analyses, and reporting of clinical trials that provides assurance that the data and reported results are credible and accurate, and that the rights, integrity, and confidentiality of trial subjects are protected.

POLICY

4. Researchers should assess the feasibility of conducting a research study before preparing for submission to CPHS for review and approval. The researcher must consider the scientific, ethical and financial aspects of conducting the research study.
PROCEDURE

5. Invitation to Conduct Feasibility Assessment – Sponsors may contact faculty and staff directly with an invitation to conduct a feasibility assessment. The faculty and staff assessing feasibility should review the protocol and determine the scientific, ethical and financial merits of conducting the study at this institution. Faculty and staff may be asked to sign confidentiality agreements with the sponsor prior to receiving material for review. Confidentiality agreements must be submitted to the Office of Sponsored research. The researcher is not authorized by the university to agree to any budgetary figures proposed by the sponsor at this point.
6. Invitation to Participate in a Clinical Trial / Research – The sponsor or a researcher from another institution may contact researchers directly with invitation to participate in a research study.  The researcher should review the protocol and assess feasibility at this institution.  
7. Researchers may use the pre-study checklist as a guide in determining whether or not they can and should participate or initiate a new research study. Researchers are strongly encouraged to work with their research team to make decisions about participation in a new research study or initiating a new research study.

8. The sponsor may visit at an early stage of the process in order to see if facilities are adequate (pharmacy/drug storage, clinic space, laboratory, etc.) and to gauge the interest and qualifications of proposed study personnel
9. All tests and procedures required by the protocol for each patient encounter should be considered. Departments such as Pathology, Radiology, Pharmacy, etc. should be contacted if their services will be required in order to determine if they can perform the tests. 
RESPONSIBILITY

10. This SOP applies to those members of the clinical research team involved in conducting clinical trials at this research site. This includes the following:

a. Principal investigator

b. Co-investigators, Sub-investigators
c. Research Administrator

d. Study Coordinator

e. Research nurse

f. Data manager

g. Support staff

APPLICABLE REGULATIONS
1. ICH Good Clinical Practice:  Consolidated Guideline 

REFERENCES TO OTHER SOP

1. None
ATTACHMENTS

1. Protocol Feasibility Checklist
