Study Coordinator

JOB TITLE:  
Study Coordinator

REPORTS TO: 
Site Investigator

POSITION SUMMARY:  
The Study Coordinator is responsible for managing and assisting the research team in the coordination of all activities of the study as required for the successful implementation of the study protocol.  

KEY RESPONSIBILITIES:  
1. Assist the PI with establishing the site and staffing:

a. Site staff orientation and oversight of training requirements

b. Organizational oversight at site: (ward, clinic, laboratory, pharmacy, data management, study office etc.)

c. Developing study and site-specific procedures including the plan for patient management and systems for screening, enrolment, and follow-up

2. Assist the PI with preparation and tracking of institutional and ethical submissions to Ethical and Governmental oversight bodies

3. Establish and maintain the site regulatory files which consist of all essential documents described fully in section 8 of the ICH GCP Guidelines

4. Establish and maintain patient files and ensure that source documentation is created and is securely retained. Train other study staff in data collection and source documentation requirements

5. Work with study staff to monitor activities and perform quality assurance and quality control checks to make sure that all requirements are met and that the protocol and all study-specific procedures are being followed correctly including, but not limited to:

a. Protocol compliance

b. Informed consent

c. Data collection and source documentation

d. Data queries resolution

e. Timely submission of CRFs to Data Management Center

f. Drug accountability and control

g. Laboratory testing procedures

h. Patient sample collection and chain of custody

i. Safety reporting

6. Act as the main contact with NCC and CTSS for all study-related communication and visits; update PI and other study staff as needed

7. Meet regularly with the PI and study staff to review progress, challenges, and issues and help develop solutions and enhancements

8. Be the back-up for the PI as needed and designated

9. Perform general administrative duties as needed

10. Be the main contact person during PPD monitoring visits and assist the PI and study staff with addressing issues reported in PPD monitoring visit reports
EXPERTISE AND COMPLEXITY:

1. Familiarity with the Code of Federal Regulations pertaining to clinical research, and  ICH- E6 Good Clinical Practice Guidelines. 

2. Clinical research experience preferred. 

3. Excellent organizational and time management skills.

4. Ability to keep detailed and accurate records.

5. Very strong interpersonal skills, flexibility.

MINIMUM REQUIREMENTS

(The Hospital and Center can complete this section.)
JOB TITLE:  
Sub-investigator / Study Clinician

REPORTS TO: 
Site Principal Investigator

POSITION SUMMARY:  
The Sub-investigator assists the site PI by managing the day to day responsibilities for clinical conduct and assessments of the clinical trial and provides treatment and care to all patients who meet study eligibility criteria and are enrolled in the clinical trial.  

KEY RESPONSIBILITIES:  
1. Acquire and maintain an in-depth knowledge of the study protocol.

2. Responsible for clinical conduct and assessment of the clinical trial.
3. Maintain knowledge of clinical techniques and procedures and ability to effectively perform the duties and tasks outlined in the study protocol.
4. Assist in recruitment of appropriate patient populations for research studies with adherence to the guidelines of Good Clinical Practices (GCP) at all times.
5. Prescribe immediate treatment and assist as necessary to obtain patient full-study consent forms and patient enrollment into the study. 

4. Perform screening procedures according to study protocol.

5. Determine patient eligibility based on inclusion/exclusion criteria as outlined in the protocol.

6. Upon patient enrollment into the study, perform all clinical exams and specimen collection procedures.

7. Ensure proper collection, processing, shipment of specimens, and documentation. Communicate with laboratory, Principal Investigator, and sponsor regarding laboratory findings.

8. Upon patient enrollment into the study, complete request for randomization, prescribe and receive investigational drug supplies for each study participant from the research pharmacy. 

9. Dispense investigational drug according to blinded randomization scheme (per label instruction from the pharmacist)

9. Responsible for close daily monitoring of patient status according to protocol guidelines

10. Review incoming subject adverse event (SAE) information and assist PI in making submission determination of SAEs. Maintain follow- up to determine resolution of adverse event.

11. In case of SAE, responsible for contacting PI and randomization manager for emergency unblinding, if indicated.

12. Capture and record adverse events data. Compose adverse event reports for oversight agencies. 

10. Perform Other Duties As Required

EXPERTISE AND COMPLEXITY:

1. Medical Doctor

2. Experience and training in infectious disease

3. Clinical research knowledge preferred

4. Good organizational abilities

5. Excellent interpersonal skills

6. Familiarity with the Code of Federal Regulations pertaining to clinical research, and ICH- E6 Good Clinical Practice Guidelines. 
MINIMUM REQUIREMENTS

 (The Hospital and Center can complete this section.)

JOB TITLE:  
Study Nurse

REPORTS TO: 
Site Investigator

POSITION SUMMARY:  
The Study Nurse is responsible for providing nursing expertise in the care of subjects participating in clinical research studies.  In collaboration with the Study Coordinator will manage and assist the research team in the coordination of all activities of the study as required for the successful implementation of the study protocol and the safety of the research subjects.  

KEY RESEARCH RESPONSIBILITIES:  
1. Participate in all required study initiation training.

2. Acquire and maintain an in-depth knowledge of the study protocol.

3. Identify and recruit appropriate patient populations for research studies with adherence to the guidelines of Good Clinical Practices (GCP) at all times.
4. Provide informed consent to potential study subjects by explaining the study protocol, tests and procedures, treatments and possible toxicities.

5. Ensure accurate completion of all study logs and case report forms.

6. Develop procedures to track subjects to ensure return for follow-up visits.

7. Maintain good communication with treating physicians and other nurses.

8. In conjunction with the Clinical Trial Support Specialist (CTSS) train ancillary nursing staff regarding clinical trial procedures and study drug administration. 

9. In conjunction with the Study Coordinator and Quality Control Manager, prepare and organize space for study documents, study related equipment and supplies.

10. In conjunction with the Quality Control Manager, develop site-specific Standard Operating Procedures (SOP) for study personnel.

11. Assist with site opening and interim monitoring visits as needed.

12. Work with essential staff to fulfill site opening requirements

13. In conjunction with the Study Coordinator, coordinate research study operations: 

a) Ensure that Informed Consent forms are properly signed before the start of study procedures.

b) Schedule participant visits and related clinic activities per protocol

c) In conjunction with the Study Investigator and the Study Coordinator, extract data from source documents and ensure that Case Report Forms (CRF) entries are complete and accurate.

d) Implement protocol updates and manage study deviations working with site staff, sponsor monitors, and other regulatory entities.

e) Coordinate specimen collection and processing between study clinician and Quality Control Manager 

f) Assess and ensure subject safety throughout participation in trial.

g) Record and document protocol deviations. Communicate with PI and sub- investigators about changes in the trial.

h) Oversee monitoring of product accountability (record of study product) on the patient care units

14. In conjunction with the study pharmacist train in-patient care nurses and charge nurse on proper administration of study drug and recognition of drug related AEs and SAEs.

15. Extract medical information from clinical records

16. Audit for accuracy and correct CRFs. 

17. Ensure proper collection, processing, shipment of specimens, and documentation. Communicate with laboratory, and Study Investigator regarding laboratory findings.

18. Perform other duties as required

NURSING CARE RESPONSIBILITIES

1. Works with a multidisciplinary team providing comprehensive health care to influenza patients in a research environment, and in both an inpatient and outpatient setting.

2. Assesses, designs, implements and evaluates a nursing care plan to meet the nursing care needs of influenza research subjects and their families in accordance with investigator orders.
3. Assesses, designs, implements and evaluates teaching plans and patient education materials to meet patient specific learning needs regarding disease process, treatment regimen and research procedures.

EXPERTISE AND COMPLEXITY:

1. Degree or diploma from professional nursing program

2. Clinical research experience preferred. 

3. Excellent organizational and time management skills.

4. Ability to keep detailed and accurate records.

5. Very strong interpersonal skills, flexibility.

6. Familiarity with the Code of Federal Regulations pertaining to clinical research, and  ICH- E6 Good Clinical Practice Guidelines. 
MINIMUM REQUIREMENTS

(The Hospital and Center can complete this section.)
JOB TITLE:

Quality Control Manager

REPORTS TO:
Principal Investigator or Study Coordinator (site preference)

POSITION SUMMARY: 

The Quality Control Manager will ensure the study is conducted to GPC standards by developing and overseeing implementation of appropriate standard operating procedures and quality assurance systems   

KEY RESPONSIBILITIES: 

1. In collaboration with study coordinator and other staff, help write site standard operating procedures (SOPs).

2. Assist Study Coordinator in development, management and implementation of quality control strategies and initiatives, including:

a. regular, systematic evaluation of collected data, regulatory documents, 

b. assessment and response to monitor feedback, 

c. documentation of equipment maintenance, 

d. and observation and verification of clinical and laboratory procedures.

3. Apply data quality controls procedures to manage high volume work flow
a. Develops and documents in-house specifications for storage and handling of study drug.

b. Responsible for handling and shipment of specimens to laboratory for qualitative analysis.

4. Lead the development, implementation and follow-up of regulatory and quality assurance programs (e.g., leads the design, implementation and follow-up of internal and external quality assurance audits, compile and disseminate appropriate regulatory guidelines, performs regulatory file reviews, oversee clinical supply needs, etc.) to ensure compliance with GCP, GLP, and other applicable regulations and guidelines.

5. Oversee and provide training of all relevant staff in GCP and research ethics.

6. Identify and record non-conformances using standard SOPs

7. Actively participate and coordinate planning and status meeting to ensure proper implementation of programs and services.  

8. Review participant records as appropriate in order to ensure compliance with the consenting process and all protocol procedures 

9. Keep key staff informed of project or program issues.

10. Plan and implement internal and external assessments and audits.

11. Perform other related duties as assigned.

EXPERTISE AND COMPLEXITY:

1. Excellent organizational skills

2. Ability to develop complex systems for quality control of research project

3. Good writing skills

4. Solid interpersonal skills

5. Familiarity with the Code of Federal Regulations pertaining to clinical research, and  ICH- E6 Good Clinical Practice Guidelines. 
MINIMUM REQUIREMENTS

(The Hospital and Center can complete this section.)

JOB TITLE:  
Research Pharmacist

REPORTS TO: 
Site Principal Investigator or Subinvestigator

POSITION SUMMARY:  
The Research Pharmacist is responsible for ensuring that systems and procedures are developed and implemented to control and dispense study drugs used in clinical research. 

KEY RESPONSIBILITIES:  
1. Prepare study drugs in accordance with the IRB-approved protocol.

2. Use the protocol and investigator’s brochure or other additional information supplied by the Principal investigator and the sponsor to prepare drug data sheets for medical, nursing and pharmacy staff. These drug data sheets should summarize information pertaining to the use of the study drug.       

3. Maintain study drug accountability records for study drugs. 

4. Review orders/prescriptions; maintain profiles; package, label and prepare various dosage forms of study drugs; monitor therapy. 

5. Provide training and professional expertise on the correct use and storage of study drug for study staff.

6. Maintain a study product management system that includes the technical procedures for study drug ordering, control, returns, destruction. 

7. Prepare annual or semiannual summary of study drug use.

8. Ensure the appropriate storage of study drugs according to FDA guidelines and information provided by the sponsor. 

9. Prepare blinded study products and be responsible for emergency unblinding, if required

10. Write standard operating procedures for the pharmacy to comply with Network requirements

11. Participate on the Network Pharmacy Advisory Committee

MINIMUM REQUIREMENTS

1. Bachelor’s degree in Pharmacy.

2. Familiarity with the Code of Federal Regulations pertaining to clinical research, and ICH- E6 Good Clinical Practice Guidelines. 
3. Minimum of 3 years of hospital pharmacy experience.

