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CLINICAL RESEARCH COORDINATOR SELECTION

1.0
PURPOSE AND SCOPE

1.1 Purpose and Scope

This SOP specifies the responsibilities and requirements for the selection, qualification, and training of clinical research (study) coordinators.    

2.0
RESPONSIBILITIES

2.1
The PI is responsible for the selection and training of a qualified study coordinator(s).

2.2 
The study coordinator is responsible for knowing and meeting the responsibilities of a study coordinator as specified in this SOP.

3.0 
RESEARCH STUDY COORDINATOR SELECTION REQUIREMENTS:
3.1 
A study coordinator performs a variety of clinical study activities to assist the PI in the conduct of a clinical study.

3.2 
The study coordinator should have prior medical experience, as applicable to the study.

3.3 
The study coordinator must meet all credentialing requirements needed in order to perform clinical study activities.

3.4 
The study coordinator shall keep up to date with VA regulations, local VA and IRB policies, FDA, International Conference on Harmonization (ICH) regulations, and GCP guidelines.

4.0 
STUDY COORDINATOR RESPONSIBILITIES

4.1 
Conduct the clinical study according to FDA regulations and guidelines and adhere to SOPs specified in this QA Manual.

4.2 
Design and maintain organizational tools to conduct the study accurately and in compliance with GCP.

4.3 
Ensure the safety and welfare of study subjects.

4.4 
Become knowledgeable of the Sponsor's protocol so that all study activities are completed correctly and completely. 

4.5 
Train other site personnel and other medical staff in understanding and implementing the protocol.

4.6 
Recruit and screen the potential study subjects according the protocol's inclusion and exclusion criteria.

4.7 
Ensure proper written informed consent from each study subject is obtained prior to participation in the study.

4.8 
Ensure that the original signed and dated ICD for each subject, with the appropriate subject identification, is filed in the subject’s research record. 

4.9 
Report all adverse events to the PI and Sponsor and serious or unexpected adverse events to the IRB.

4.10 
Maintain adequate and accurate CRF for each study subject that records all observations and data during the study.  To maintain adequate source documentation (any document, form, or record where subject’s data is first recorded).  All data noted in the CRF should be verifiable by supporting source documentation [21CRF 312.62(b)].

4.11 
Complete the CRF for the study accurately and completely.

4.12 
Assign study subject numbers and maintain accurate and complete records of the receipt, dispensing, and return of all clinical supplies in order to note all discrepancies.

4.13 
Maintain all required documentation in the study file notebook.

4.14 
Maintain records of study subjects' status in the study by using an enrollment roster.

4.15 
Communicate with the Sponsor regarding study activities as necessary.

4.16 
Meet with the Sponsor's representatives to discuss the conduct of the study and review study data. 

4.17 
Supervise preparation for all site visits from regulatory agencies by collecting and organizing all clinical sources of patient data, pertinent to the clinical trial audit.

4.18 
For the VA Research Service, follow VA policy with the investigational drugs handling procedures through the VA Research Pharmacist.

5.0 
TRAINING OF STUDY COORDINATORS

5.1 
The PI will instruct all study coordinators in their responsibilities or will ensure the study coordinator receives formal training regarding clinical studies.  The accomplishment of this training shall be documented.

5.2 
Each study coordinator will review, learn, and adhere to specified requirements.

5.3 
Study coordinators will attend the Sponsor's investigator meetings to become informed regarding the study drug/device and study responsibilities.  The attendance at these meetings shall be documented in the study’s training log.

5.4 
If necessary, each study coordinator will attend a course on study coordinator responsibilities or GCP procedures.  Each study coordinator is responsible for keeping up to date with changes in clinical trial guidelines\regulations and attending regular research staff meetings.

5.5
All study coordinators/research assistants must complete triennial training on the protection of human subjects in research and Good Clinical Practice as required by the VA, other Federal agencies and the FWA.   Triennial training is defined as every 36 months.  Additional training is provided by computer based training and certification programs (such as NCI, CITI, NIH) agencies such as Public Responsibility in Medicine & Research (PRIM&R) VA, ARENA, and ORD sponsored programs.  A certificate of completion of any training serves as documentation that the individuals have met the training requirements. 
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