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JOB DESCRIPTION 
JOB TITLE: 
  Clinical Research Coordinator
DEPARTMENT:  Research


HOURS:  
Up to 32 hours per week; at least 4 days per week including Tuesdays and Thursdays (or on days that the PI will be at CRI)
DATE: 
May, 2025
SUMMARY OF ORGANIZATION:  

Since 1989, Community Resource Initiative (CRI), formerly Community Research Initiative, has sponsored community-based research on infectious diseases including HIV/AIDS and hepatitis. In addition to the clinical research program, CRI operates the Infectious Disease Drug Assistance Program (IDDAP) under contract with the Massachusetts Department of Public Health (MA DPH) and the Boston Public Health Commission (BPHC). This program, funded by the MA DPH and BPHC, is one of the most comprehensive programs of its kind in the country, and provides access to HIV-related medications to under- or uninsured clients through the HIV Drug Assistance Program (HDAP). The Comprehensive Health Insurance Initiative (CHII) also provides health insurance for individuals with HIV/AIDS who are otherwise unable to access coverage. HDAP and CHII serve as key programs within the larger umbrella of IDDAP programs.  Additional components include coverage of the costs of tuberculosis drugs (TB Drug Assistance Program); an HIV prevention program with two components – 1. the Pre-exposure Prophylaxis Drug Assistance Program (PrEPDAP); and 2. the non-occupational Post-Exposure Program (nPEP), designed to prevent HIV transmission through timely access to medications following potential exposure to HIV.

JOB SUMMARY:  

The primary responsibility of an experienced Clinical Research Coordinator (CRC) is to lead the day-to-day operations of CRI’s clinical research studies in a professional and confidential manner, ensuring accurate and timely execution of protocols by overseeing patient recruitment, data collection, study compliance and regulatory framework and requirements while working closely with the Principal Investigator (PI) to achieve study objectives. The CRC is responsible for maintaining high standards of quality and ethics throughout the research process. This role requires a candidate who is experienced in phlebotomy (mandatory) and other basic patient care procedures (blood pressure, EKG) ensuring the safe and efficient execution of clinical trials. 
Successful applicants must have sufficient management skills to organize, supervise and carry out all aspects of clinical trials as well as the ability to work independently. They will have in-depth knowledge of protocol requirements and quality clinical practices as set forth by federal regulations.  As the primary resource for protocols, the CRC will act as liaison between the Principal Investigator, Primary Care Providers, the Institutional Review Board, and Study Sponsors.  With the Principal Investigator, the  CRC will screen, enroll, and follow study subjects, ensuring protocol compliance and close monitoring of all research subjects. S/he will also be responsible for all data and source documentation, adverse event reporting, and maintenance of regulatory files.  
The individual in this position is an integral part of the small but strong research team.  The candidate will possess the passion to understand and communicate the clinical research process and a strong interest in learning about innovative therapies in development for treating people with HIV/AIDS.  S/he must be able to work as part of a dynamic team, get along well with a variety of individuals and groups, possess a positive outlook, and demonstrate the ability to be flexible in all situations.  

QUALIFICATIONS:  

EDUCATION: College degree can be substituted by 4 years of relevant research experience.
EXPERIENCE:  At least 5 years of experience as a Clinical Research Coordinator in a clinical setting.
ACCOUNTABILITY:  

This position reports to the Study Investigator for all clinical issues and the Executive Director for all administrative issues. 

DUTIES AND RESPONSIBILITIES:

A. Develop enrollment/follow-up mechanisms:

1. Possess a sound and in-depth understanding of each protocol that has been assigned as a primary responsibility.

2. Review with the Principal Investigator the inclusion/exclusion criteria, overall structure, and requirements of each protocol.

3. Review the protocol summary sheet and the informed consent form for accuracy and clarity.

4. Develop draft protocol source documents and then review the documents for accuracy and clarity.

B. Enrollment and follow-up of study subjects:

1. Screening and enrolling procedures:

a. Share the study design and inclusion/exclusion criteria with the subject’s primary physician.

b. Review and verify all relevant source documentation in the subject’s medical record to confirm study eligibility.

c. Review the protocol, informed consent, and follow-up procedures with potential study subjects.

d. Ensure usage of the most current approved informed consent is signed before subjects are screened and enrolled.

e. Ensure that the randomization procedure is followed as per protocol guidelines.

f. Document all activities.
2. Subject follow-up procedures:

a. Ensure adherence to protocol requirements.

b. Schedule subjects for follow-up visits with safety in mind and within required “window”.

c. Assess subject response to therapy and evaluate for adverse events.

d. Review laboratory data and communicate abnormal values to the Principal Investigator.

e. Assess and document subject compliance with medications and visits.

f. Absolutely ensure appropriate protocol specimen collection.

g. Attend study-related meetings, as appropriate.

h. Communicate regularly with the Principal Investigator about study-related issues.
3. Study documentation:

a. Ensure timely and accurate Case Report Forms (CRFs) entry for each study subject, as needed.

b. Maintain source documentation for all CRF entries, including visit notes, lab data, and procedures.
c. Provide Monitors with completed source documents, medical records, lab data, and other relative information for review.

d. Correct and edit CRFs, as appropriate.
e. Communicate with the Finance department to ensure proper documentation is completed for all study visits and stipends.

4. Adverse experience monitoring and reporting responsibilities:

a. Assess and record all Adverse Events as outlined in protocol.

b. Report all Serious Adverse Events within 24 hours of awareness to the Principal Investigator, Sponsor’s Monitor, Sponsor and IRB as outlined in the protocol.

5. Regulatory documentation:

a. Maintain copies of all required regulatory documents.

b. Prepare IRB submissions, protocol revisions, and renewals, as needed, and maintain copies of all IRB communications. 

6. Sponsor and/or FDA audits:

a. Ensure that all required documentation is complete and appropriately filed.  

b. Provide all required documentation to Monitors/Auditors.

c. Make all appropriate corrections as requested by Monitors/Auditors.

7. Study close-out:

a. Ensure that all study documentation (Regulatory, patient and drug logs, etc.) is appropriately filed and maintained.

b. Store all files in a permanent and safe location. 

8. Management of ancillary staff:

a. Train and supervise support staff, e.g., research assistant/associate, p/t CRC, lab technician, as needed.


9.
Other:

a.  Serve as the primary communication link and liaison for all interaction with the Sponsor.

b.  Assess the clinical site with respect to needs (Ex: record systems, laboratory services, calibration systems for research equipment, security and temperature control of Investigational Product) arrange necessary services with reporting to PI and Execute Director
c.  Confirm that the IRB and other administrative approvals, including investigator agreements, where needed, are in place.  Review screening data to confirm eligibility for appropriate study.

d.  Create a study record appropriate to the data requirements of the protocol and the FDA.

e.  Communicate in a timely fashion, ensuring study documents and medications for follow-up visits.
f.  Monitor incoming laboratory and clinical data and communicate promptly with the PI if any issues.
Perform any additional tasks per the Executive Director and Principal Investigator on an as needed basis.

Responsibilities of a Clinical Research Coordinator may include:

· Study Start-up and Recruitment:
Actively identifying and screening potential participants, obtaining informed consent, and managing recruitment strategies to meet enrollment goals. 

· Protocol Adherence:
Ensuring all study procedures are conducted according to the established protocol, including data collection, monitoring adverse events, and timely reporting to the PI and sponsor. 

· Data Management:
Accurately collecting, recording, and maintaining patient data in electronic case report forms (CRFs) and other study documentation. 

· Clinical Trial Management System (CTMS):
Proficiency in using electronic platforms to manage study communication, study data, track participant progress, and generate reports. 

· Laboratory Coordination:
Coordinating with laboratory personnel to collect and process study samples, ensuring proper specimen handling and analysis. 

· Regulatory Compliance:
Adhering to all applicable regulatory guidelines (e.g., GCP, IRB) and ensuring study compliance with local and international standards. 

· Team Leadership and Training:
Providing guidance, training, and mentorship to junior CRCs on study protocols and procedures. 

· Communication and Collaboration:
Maintaining open communication with the PI, study sponsor, investigators, and other healthcare professionals involved in the clinical trial. 

· Adverse Event Monitoring:
Promptly identifying, reporting, and managing any adverse events experienced by study participants. 

· Study Closure Activities:
Assisting with final data analysis, report generation, and archiving of study documents upon completion. 

Required qualifications for this clinical Research Coordinator:

· Experience as a Clinical Research Coordinator in conducting clinical trials across various phases 

· Thorough understanding of GCP guidelines and regulatory requirements 

· Strong clinical skills including phlebotomy, patient assessment, data collection, and ability to perform study-specific procedures 

· Excellent organizational, communication, and interpersonal skills 

· Experience in data management software and electronic CRFs 

· Ability to work independently and as part of a team 
To apply, please email a cover letter and resume to Julie Marston. jobs@crihealth.org
CRI IS AN EQUAL OPPORTUNITY EMPLOYER: CRI is an equal opportunity employer and all qualified applicants will receive consideration for employment without regard to race, color, gender, religion, national origin, disability, veteran status, age, marital status, sexual orientation, gender identity, genetic information, or any other class protected by federal or state law (EEO/AA).

CRI is a mission-driven, non-profit public health organization.  Our values aim to support social justice, racial equity and public health efforts.  We believe those most impacted by HIV and other infectious diseases should lead this work. We encourage individuals with diverse backgrounds and experiences to apply.
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