
RESEARCH COORDINATOR
SCOPE OF PRACTICE

RESEARCH AND DEVELOPMENT

	Name:
	     
	Date:
	


ADMINISTRATIVE REQUIREMENTS: (completion of the following)

High school diploma and completion of some college course work with specialized training in the medical field, and at least 2 years experience in conducting clinical studies or,

An associate degree from an accredited college and 3 years of work experience in the medical field, or

A baccalaureate degree from an accredited college and two years of work experience in the medical field, or

A master’s degree and one year of work experience in the medical field, or

A Doctoral Degree from an accredited college and 1 year of experience in conducting clinical studies.

SUMMARY DESCRIPTION

The Research Coordinator will function under the direct supervision of the Investigator and has a complete working knowledge of Research Studies. He/she is responsible for coordinating the research activities according to the study protocol and within his/her scope of practice. He/she should have a working knowledge of the research process and be able to apply his/her knowledge and skills successfully under supervision. Responsibilities include patient screening and follow-up, data collection, record keeping and management, administrative duties, collection and handling of specimens if required by the study. He/she will obtain lab results for review by the primary investigator, perform procedures within scope of practice, patient education and compliance with research protocol, observe subjects for compliance and reinforce education.

FUNCTIONS

1. Screen patients using clinic referrals, inpatients, computer system, or as specifically indicated by protocol.

2. Interview patients and refer eligible subjects to Investigator for final evaluation.

3. Assign appropriate patient randomization number per protocol design.

4. Ensure that the consent process has taken place effectively, all questions are answered satisfactorily and documented in DHCP, CPRS and source document.

5. Document accurately all procedures performed during each visit.

6. Complete case report forms in a timely and accurate manner.

7. Ensure that adverse events are reported to Sponsors, Coop Studies Program (CSP), Research Department and the IRB according to protocol guidelines.

8. Collect serum and other specimens and forward to laboratory as indicated. Ensure that samples are processed according to protocol specifications.

9. Utilize Standard Precautions and OSHA guidelines for the collection and processing and shipping of specimens.

10. Collaborate with Investigational Pharmacist to ensure that study drugs are correctly distributed. 

11. Maintain accurate documentation records of all drugs dispensed to the subjects by the pharmacist and of drugs received.

12. Collaborate with Investigator to refer subjects and receive instructions for follow-up.

13. Provide education to patients on compliance, possible side effects, drug interactions and the importance of contacting the coordinator. Patients with problems will be referred to medical staff for evaluation as necessary.

14. Conduct telephones, face-to-face interviews or mails information for follow-up visits.

RESPONSIBILITIES

1. Collaborate and consult with Investigator regarding progress of research subject and any unusual events.

2. Document outcomes and unusual events accurately and concisely and as indicated by protocol.

3. Identify possible deviation and provide instruction to strengthen self-management skills of subjects.

4. Establish effective communication systems with governing agency and sponsor.

5. Participate in ongoing continuing education activities designed to enhance the knowledge of research, education and attitudes.

6. Ensure that certifications and reviews are current to continue to protect the rights of Human Subjects.
Prior to recruiting human subjects, all coordinators must show proof that they have completed the following:

1. Good Clinical Practice guidelines 

2. Human subject protection training

3. HIPAA training-VA specific

4. Verification of Credentials

	


I have reviewed the above information with: 

and he/she meets the requirements for performing the functions stated above. 

______________________________

___________________________

Coordinator Signature




Investigator Signature

______________________________
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