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OBJECTIVE: This policy outlines the training and duties that are required for New and Current Clinical Research Coordinators within the Department of XXXXXXXXX, University of California, San Francisco (UCSF) 

SCOPE:  The Clinical Research Coordinator (CRC) is a specialized research professional working with and under the direction of the clinical Principal Investigator (PI).  While the Principal Investigator is primarily responsible for the overall design, conduct, and management of the clinical trial, the CRC supports, facilitates and coordinates the daily clinical trial activities and plays a critical role in the conduct of the study.  By performing these duties, the CRC works with the PI, department, sponsor and institution to support and provide guidance on the administration of the compliance, personnel and other related aspects of the clinical study.

APPLICABLE REGULATIONS AND GUIDELINES

ATTACHMENTS
CRC Training Checklist

APPLICABLE PERSONNEL
Clinical Research Coordinators

PROCEDURES
	Clinical Research Coordinators
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Clinical Research Coordinators

	1. All New Coordinators must complete the Protection of Human Subjects training through the Collaborative Institutional Training Initiative (CITI) on their first day of work before being exposed to any aspect of a clinical trial.  Current Clinical Research Coordinators must renew this certification of training every 2 years.  http://www.citiprogram.org/default.asp?language=english
 

	
	2. Prior to the conduct of clinical trials at UCSF, new coordinators must complete the UCSF Research Coordinator Training Checklist.


	
	· The Coordinator Training Checklist include the following topics:
1. Research Overview
2. Review of Protocol 
3. Informed Consent
4. Medical Center Procedures
5. Abnormal Test Results
6. 	Lab Preparation and Shipping
7. Research Billing
8. Adverse Event Reporting (AE)
9. Serious Adverse Event Reporting (SAE)
10. Concomitant Meds & Treatments
11. Drug Accountability
12. Regulatory Compliance
13. Monitoring Visits
14. Hospital Documentation
15. Shipping/Mailroom
16. Computer Training
17. Study Patient Evaluation
18. Hospital Computer Systems
19. UCSF Online Training
20. Coordinator Training on UCSF HUB
21. Human Research Protection Training

	
	3. New Clinical Research Coordinator (CRC) Competency Training: 

a. Every new CRC shadows a current CRC to gain exposure to all areas where clinical trials are being conducted through UCSF (department here).

b. The new CRC will complete a CRC Competency Checklist through their first several of months of work (depending on previous experience).  This checklist has 21 areas of training. Experienced CRCs will be responsible for confirming the new CRC is competent in these areas and will sign and date the document. Prior to demonstrating competency in all 21 areas, new CRCs are not permitted to work as an independent lead coordinator on any clinical trial. The 21 areas of competency are listed above in #2 and include:

i. Reviews and develops a familiarity with the study protocol (e.g. study procedures and timelines, inclusion/exclusion criteria, confidentiality).
ii. Provides appropriate training and tools for study team members. Documents date of training and signatures of study personnel trained on study specific training log. 
iii. Collects documents needed to initiate the study and submit to the sponsor (e.g. forms 1572, CVs, etc.)
iv. Conducts or participates in the informed consent process, including interactions with the IRB and discussions with research participates, including answering any questions related to the study.
v. Obtains appropriate signatures and dates on forms in appropriate places.  Assures that amended consent forms are appropriately implemented and signed. 
vi. Screens subjects for eligibility using protocol specific inclusion and exclusion criteria, documenting each potential subject eligibility or exclusion. Creates and utilizes Eligibility Checklist to document inclusion/exclusion criteria. 
vii. Coordinates participant tests and procedures, including scheduling and registration of subjects with hospital departments (e.g. radiology for CT scan).
viii. Collects data as required by the protocol.  Assures timely completion of Case Report Forms
ix. Maintains study timelines per the event schedule (e.g. subject visits, procedures and data entry are completed within the allotted time window per study protocol). 
x. Maintains adequate inventory of study supplies. If handling investigational drugs/devices, follows the sponsor protocol and/or UCSF Policy on Investigational Drug/Device Accountability.
xi. Completes study documentation and maintains study files in accordance with sponsor requirements and University policies and procedures including, but not limited to, consent forms, source documentation, narrative notes if applicable, case report forms, and investigational material accountability forms. 
xii. Maintains effective and ongoing communication with sponsor, research participants and PI during the course of the study.
xiii. Works with the PI to manage the day-to-day activities of the study including problem solving, communication and protocol management.
xiv. Reports all findings and correspondence from external or internal study monitoring and audits to the research manager and department Chair in a timely manner.
xv. Assists the PI in reporting of research-related incidents, including protocol deviations or potential violations, as well as findings and correspondence from external or internal study monitoring and audits to the IRB in a timely manner.
xvi. Assists the Principal Investigator in submission of accurate and timely closeout documents to applicable Federal agencies, University entities, and the sponsoring agency in accordance with Federal regulations and University policies and procedures. 
xvii. Adheres to and supports all Federal regulations and University policies and procedures instituted to safeguard protected health information (PHI).
xviii. Completes the appropriate level of training regarding the access, use, and disclosure of PHI in accordance with Federal regulations and University and sponsoring agency policies and procedures.  Assists PI to assure that all personnel complete appropriate training. 


	
	2. Current Clinical Research Coordinator (CRC) Training (competency checklist completed, but less than 2 years of CRC experience): After a new coordinator has completed their competency checklist, they will need to continue their education in the following ways:
a. Attend monthly departmental staff lectures by various faculty regarding disease specialties and current research (a copy of the sign-in list must be obtained to show proof of attending meeting).

b. Attend Webinars that UCSF CHR offers. (copy of the sign-in list must be obtained to show proof of attending meeting).

c. The FDA offers training on their website at no cost that can be used as training for the CRC. A complete list of FDA web links for training is located on the No Cost Continuing Education Information for Re-Certification document (attached). 


	
	3.  Experienced Clinical Research Coordinator (CRC) Training (2 Years or more): After 2 years of being a CRC you are eligible to take the Society of Clinical Research Associates (SoCRA) examination to become a Certified Clinical Research Professional (CCRP).  Once you have the CCRP credentialing, re-certification is required every 3 years by obtaining a total of 45 hours (credits) of continuing Education.  22 hours or more must relate to clinical research regulations, policy, operations, etc.  The balance may relate to your work in research (therapy, treatment, etc.) Below is a list of where CE units may be obtained.

a. SoCRA offers 1-3 day conferences where the CRC can obtain 12-20 CE units (depending on the conference). Each CRC needs to attend 1-2 of these conferences within a 3-year time.

b. Investigator Meetings – 2 hours of CE per meeting, maximum 6 CE per 3-year period (a copy of the sign in list must be obtained to show proof of attending meeting).

c. Grand rounds, tumor boards or Institutional Review Board meetings, maximum 2 CE units per year (a copy of the sign in list must be obtained to show proof of attending meeting).

d. See the No Cost Continuing Education Information for Re-Certification of CCRP for a list of no cost ways to obtain CE units. 

e. All training items documented in #3, a-c, can also be completed by this group of CRCs to obtain CE units. 





Please see No-Cost Recertification 
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