	ADMINISTRATIVE GUIDANCE: IRB-HSR Functions

	AG # 2-9

Revision # 11
Effective Date: 02/23/11
	TITLE: Job Summaries, Orientation and Continuing Education for IRB-HSR Staff Members
	Page: 1 of 13



TABLE OF CONTENTS
2OBJECTIVE:


2BACKGROUND:


2UVA IRB-HSR Job Summaries


1. 2Administrative Assistant:


2. 2Office Administrator:


3. 2Compliance Coordinators:


4. 3IRB Coordinators:


5. 3IRB Assistant Director:


6. 4IRB Associate Director:


7. 4IRB Director:


6PROCEDURE


6A.   Procedure For New Staff Orientation


7B.  Preceptor Responsibilities During New Staff Orientation


7C.  IRB-HSR Staff Continuing Education


8DOCUMENTATION:


9Appendix A:  IRB-HSR Individual Orientation Checklist


13Appendix B:  IRB-HSR Staff Member Continuing Education





OBJECTIVE:
The University of Virginia Institutional Review Board for Health Sciences Research (IRB-HSR-HSR) is committed to providing high quality, comprehensive education and training for UVA IRB-HSR staff, regarding human research protections, current events, federal regulations and IRB-HSR policies and procedures. It is the policy of the University of Virginia IRB-HSR to hire staff members according to UVA Human Resources policies, procedures and guidelines. 
BACKGROUND: 

UVA IRB-HSR Job Summaries

Administrative Assistant: 
· Provides support to the IRB administrative staff in fulfilling their responsibilities and roles

· Serves as contact for the IRB

· Documents receipt of  incoming IRB documents
· Process and file IRB assurances

· Create and Maintain IRB records

· Provide copies to investigators and study coordinators


Office Administrator:
· Provide support to the IRB administrative staff in fulfilling their responsibilities and roles.

· Document receipt of incoming IRB materials

· Process and file approved IRB assurances

· Create and Maintain IRB records.

· Provide copies to investigators and study coordinators

· Process all procurement activities

Compliance Coordinators: 
· Perform preliminary administrative review of complex research protocols, including identifying problems and issues in the submission application and contacting the investigator to request additional materials.  

· Responsible for accurate data entry and frequent update of the database and general maintenance of the electronic records of all protocol review activities. 

· Prepares Board meeting materials, including editing and proofreading agendas, assembling complex documents and coordinating the dissemination of research protocols to Board members.  

· Issuing and distributing approval notices

· Communicate professionally and efficiently with all levels of the organization.

· Advise investigators in preparing research protocols using human subjects and related documents for submission to the IRB.  

· Attend training seminars at least once a year.  Obtain CIP certification when qualified. 

· Provides expertise to investigators, IRB members and other staff regarding federal and state regulations and ethical principles on the protection of human subjects  

· Point out deficiencies in policies and templates to supervisor
IRB Coordinators:

· Review new studies and prepare abbreviated protocols and informed consent forms according to federal/institutional guidelines. Submit to IRB

· Review and submit changes (amendments, addenda, and revisions) to protocols/consents to IRB

· If required by department submit adverse events according to IRB policy

· If required by department prepare and maintain regulatory file for each study

· Monitor continuation status and submit appropriate documentation for continuation/termination of studies to IRB

· Coordinate and facilitate IRB revisions for pharmaceutical companies and UVA investigators

· Act as liaison between pharmaceutical companies, IRB and Clinical Research Coordinators by communicating and coordinating UVA IRB  policies and procedures and by attending IRB meetings

· Provide expertise and education of IRB guidelines to CRCs 

· Provide expertise and education of IRB guidelines to UVA investigators and other health care professionals 

· Analyze existing SOPs and suggest  improvements where necessary

· Develop tools and forms to facilitate submission and review of materials

· Assist with database improvement by developing data capture tools

· Communicate with Outside IRB’s 
· Review regulatory files for completeness and accuracy

· Cooperate with auditors (FDA, NCI, pharmaceutical, in-house) in review of site records as requested

· Attend workshops conferences and seminars as appropriate for professional development

IRB Assistant Director:

· Perform preliminary administrative review of complex research protocols, including identifying problems and issues in the submission application and contacting the investigator to request additional materials.  
· Advise investigators in preparing research protocols using human subjects and related documents for submission to the IRB.  
· Review submissions according to Standard Operating Procedures and according to pertinent deadlines.  IRB documents maintained according to standard operating procedures.

· Responsible for accurate data entry and frequent update of the database and general maintenance of the electronic records of all protocol review activities. 

· Prepares Board meeting materials, including editing and proofreading agendas, assembling complex documents and coordinating the dissemination of research protocols to Board members.  

· Issuing and distributing approval notices

· Ensure sensitive and confidential issues are concisely and properly communicated, negotiated, resolved and documented. 
· Provides leadership, guidance and supervision to staff; investigators.
· Assume responsibility for all office procedures when the Director/Associate Director are away from the office.  
· Communicate professionally and efficiently with all levels of the organization.

· Attend training seminars at least once a year.  Obtain CIP certification when qualified. 

· Provides expertise to investigators, IRB members and other staff regarding federal and state regulations and ethical principles on the protection of human subjects  
· Assist with refinement and update of IRB procedures for research review activities to ensure acceptability with changing federal regulations and University policies and disseminate information to investigators and staff

· Work with the Education Coordinator to provide education to investigators.

· Maintain current knowledge of federal, state, local and institutional regulations regarding human subject research.  
· Work with Director  to oversee the development of IRB Online and any other affiliated computer systems.

IRB Associate Director:

· Work with Education coordinator to develop, disseminate and distribute IRB education training sessions and materials.

· Provides leadership, guidance and supervision to staff; investigators.

· Assume responsibility for all office procedures when the Director is away from the office.  
· Work with Director  to oversee the development of IRB Online and any other affiliated computer systems.

· Work with the Education Coordinator and the School of Medicine Clinical Trials office (IRB-HSR  only) to provide education to investigators.

· Assist with refinement and update of IRB procedures for research review activities to ensure acceptability with changing federal regulations and University policies and disseminate information to investigators and staff

· Review submissions according to Standard Operating Procedures and according to pertinent deadlines.  IRB documents maintained according to standard operating procedures.

· Communicate professionally and efficiently with all levels of the organization.

· Maintain current knowledge of federal, state, local and institutional regulations regarding human subject research.  

· Work with IRB Director to resolve compliance issues.
· Attend training seminars at least once a year.  Obtain CIP certification when qualified.

· Assist Director by performing quality control duties.  Identify deficiencies in polices and templates and take actions to correct.  

IRB Director:

· Works with other entities of Human Research Protection Program to achieve and maintain AAHRPP accreditation.

· Interfaces with faculty, researchers and staff for committee work or information exchange regarding program services or content.  

· Coordinates the IRB’s interface with the School of Medicine Clinical Trials Office to maintain compliance with policies and procedures pertinent to clinical research and timely review of all protocols.
· Coordinates communication with the IBC office via monthly reports.  
· Writes quarterly and annual reports to higher administration. 

· Coordinates the IRB’s interface with all academic and administrative departments that interact with research and information systems.
· Perform personnel related job duties including communications with Human Resources, hiring, evaluating on-going job performance of staff and time sheets .

· Work with Education Coordinators to develop, disseminate and distribute IRB education training sessions and materials.

· Provides leadership, guidance and supervision to staff; investigators.

· Continue to oversee the development of IRB Online and any other affiliated computer systems.

· Serve as the IRB’s focal point for website maintenance dissemination.  

· Oversee the developing, approving, communicating, implementing and revision of policies and procedures for the IRB to provide guidelines for operations consistent with FDA, DHHS, regulations.

· Maintain current knowledge of all applicable regulatory standards pertinent to research and directs operations to ensure compliance.  Communicates standards and changes to staff and the members of the IRB.

· Evaluates current literature and study/research findings for application to IRB practices.

· Be an active member of national organization- PRIM&R.

· Collaborate with counterparts in Virginia and region to promote human subject research protections via the Virginia IRB Consortium and other events/processes
· Maintains contact with Federal agencies responsible for developing Federal regulations and providing guidance for implementation.

· Oversees the process of protocol submission, review, approval and monitoring for clinical research.  Ensures that the review process occurs in a timely fashion.

· Oversees the maintenance of compliance with all FDA, DHHS regulations and guidelines in the performance of the Institutional Review Board.

· Oversees preparation for monthly IRB meetings.

· Directs the establishing, planning, and implementing of periodic monitoring of compliance of protocols.  

· Coordinates the investigation of issues and concerns raised by staff, principal investigators and others regarding the performance of research.

· Coordinates the maintenance of original, confidential documents related to all active and closed protocols reviewed by the IRB in accordance with FDA, DHHS guidelines.

· Develops and updates a database identifying the research protocols reviewed by the IRB to facilitate the information needs of the Chair and members of the IRB.
· Reviews requests for IRB Authorization Agreements and coordinates with Associate VP for Research for approvals

· Reviews requests for GWAS Institutional Certifications and coordinates with Associate VP for Research for approvals.

PROCEDURE

A.   Procedure For New Staff Orientation
1. New staff orientation will last a total of twelve (12) months. 

2. All new staff members will be assigned a Preceptor (Director or Advanced Compliance Coordinator).

3. The preceptor will be an advanced compliance coordinator/director who will provide guidance and support during the orientation period and beyond. 

4. An individual education checklist will be initiated by the IRB-HSR Director or Preceptor for all new staff and completed by the Director or Preceptor within three months of the staff member’s hire date. (Appendix A)
5. In addition, the Director will complete the Departmental Orientation Checklist:  http://www.hrs.virginia.edu/forms/orientchecklist.pdf
6. New IRB-HSR staff members will spend 4 weeks directly under the direction of a preceptor and will be trained on where to obtain information from resources which include the following:

· Job Description and Key Functions
· UVa Research Org Chart/  Federal Government Research Org Chart
· UVA IRB-HSR Website

· IRB Staff
· Researchers

· IRB Members

· Research Subjects

· Federal Regulations - DHHS 45 CFR 46, FDA 21 CFR 50 and 56;45CFR160, 164, DoD 32CFR219
· FDA IRB Information Sheets;

· Various OHRP Guidance Documents;

· IRB-Management and Function Book by Bankert and Amdur

· Institutional Review Board Member Handbook by Robert Amdur  

· UVa IRB-HSR Standard Operating Procedures

· UVa IRB-HSR Research Guidance

· UVa IRB-HSR Member Guidance

· IRB-HSR Administrative Guidance
· IRB-HSR Forms

7. All new IRB-HSR administrative staff will complete the following training during orientation:

a. Collaborative IRB-HSR Training Initiative (CITI).  This internet-based course in human research protections and bioethics is designed specifically for all personnel that have a significant involvement in the planning, conduct, and analysis of any scientific activity that employs human research participants.  The course consists of training modules that are divided into two tracks:  Biomedical Research and Social/Behavioral Research.  The new staff member will complete all training modules for Biomedical Research. 
Biomedical Research Modules— http://www.citiprogram.org/
8. Full Board Meeting Observations.  Attend and observe at least two full board meetings and observe the post-board work (communication to Investigators, meeting minutes etc.) 
9. Attend the "IRB 101" for Study Coordinators and Sub-Investigators of Clinical Research" course.

B.  Preceptor Responsibilities During New Staff Orientation
I. The Preceptor will evaluate the progress of each new staff member at three, six and nine months from his or her hire date.  The evaluation will consist of an assessment of the key functions of the position.  Input will be obtained from the IRB-HSR Chair/Vice Chair, and/or other staff members as applicable.  A copy of the written evaluation will be provided to the new staff member, and the IRB-HSR Director.  This evaluation will include a plan of action in identifying  any additional education, training and development needed. An audit of research studies processed by the new Staff member will be completed prior to each written review to verify compliance with applicable policies and procedures.
1. At approximately 11 months the Preceptor and Director will complete a formal twelve month evaluation as required by UVA Human Resources.  A copy of the written evaluation will be provided to the new staff member.  
2. It is expected that the new staff member would be satisfactorily performing all key functions of the job at the twelve month evaluation point. 

3. At the 12 month evaluation, the preceptor, along with the Director will review the performance of the new staff member in order to deem that the new staff member is satisfactorily performing the key functions of his or her job description and discuss with the new staff member his or her progress and together develop an action plan for any areas of deficiency and or goals for the coming year.
4. It is the responsibility of the preceptor  to determine whether there has or has not been enough of an opportunity to evaluate the new staff member on specific key functions and make recommendations to the IRB-HSR Director for an extension of the initial orientation period; 

5. It is the responsibility of the preceptor and Director to determine whether the job performance or conduct during orientation is unsatisfactory after written or verbal notice of the deficiency, with an explanation of how the performance or conduct needs to improve in order to continue employment; this recommendation will be reviewed by the IRB-HSR Director to consider termination of employment.
C.  IRB-HSR Staff Continuing Education

1. Staff members are required to obtain CIP certification when they are able based on time served and previous experience.  

· Certified IRB-HSR Professional (CIP). The Council for Certification of IRB-HSR Professionals (CCIP) is a program that has established certification standards and mechanisms with the input from a group of experts representing a broad diversity of practice and experience in the field of human research protections. The certification examination evaluates an individual's knowledge of ethical principles, historical events, regulatory requirements, and operational and functional issues relating to IRB-HSR's and human research protections programs.
· Other highly desirable certifications including: Association of Clinical Research Professionals (ACRP): Certified Clinical Research Coordinator (CCRC); or Certified Clinical Research Associate (CCRA); Society of Clinical Research Associates (SoCRA): Certified Clinical Research Professional (CCRP);

1. Additional Educational Opportunities

The IRB-HSR reference library is available for all staff members to obtain additional information regarding the history and conduct of research activities, HIPAA regulations, IRB-HSR brochures, CD’s and binders of recent conference materials, written guidelines, and regulatory documents.  The library also includes CD’s focusing on the elements of informed consent, instructional modules for protecting human research participants, IRB-HSR review criteria, basic ethical principles and their application. 

All staff members will complete a self-evaluation annually. As part of this annual review, staff members will document that they have re-reviewed the IRB-HSR SOPS, the IRB-HSR Research Guidance and all Administrative Guidance Documents relevant to their position.  The Director will conduct an annual performance evaluation based on the employee’s input and focused on identifying strengths and developing an action plan for any areas of weakness.  This is a collaborative process to facilitate the employee’s personal and professional growth.  Clear and specific goals will be developed together to help achieve the employee’s potential and the department’s objectives.  The template in Appendix B may be used to document continuing education. 
DOCUMENTATION: 

Documentation of orientation training will be kept in the employee file in the office of the IRB Director.  Documentation of yearly review of applicable documents will be done in the annual self evaluation form which will also be stored in the employee file.  
Appendix A:  IRB-HSR Individual Orientation Checklist
Name: _________________    Position Title: ___________________

Enter initials under “Reviewed” column to confirm you have received/ reviewed the information/ documents during orientation. 
Part I: General

	General
	Reviewed

	Training Overview-Timeline
	

	VPR and UVA UVa Research Organization Chart/ Federal Research Organization Chart 
	

	Office Layout-Off Site Personnel
	

	Administrative Guidance
	

	Summary of Duties of IRB-HSR Staff Members
	

	Performance Evaluations
	

	Staff Meeting Schedule 
	

	Education-CITI
	

	Attend at Least Two Full Board Meetings
	

	Attend IRB 101
	

	Sign Confidentiality Agreement ( see AG 2-17)
	


	Security
	Reviewed

	Keys 
	

	Computer System Passwords
	


	Administrative 
	Reviewed

	Time Sheets- Office Calendar
	

	Staff Master Telephone List
	

	Supply Ordering Process
	

	Incoming-Outgoing Mail
	

	IRB-HSR Fees
	


	Technology & Communications 
	Reviewed

	Overview of IRB-HSR website
	

	Email & Computers
	

	IRB Online-Protocol Builder
	

	Copier-Passwords, Fax
	


Part II: Introduction

	Introduction to the IRB-HSR
	Reviewed

	Implementation of HIPAA/Privacy Rule
	

	Levels of Review
	

	Responsibilities of Principle Investigator
	

	Record Retention
	

	Research Design Considerations
	

	Vulnerable Populations
	

	Basic Elements of the Protocol
	

	Elements of Informed Consent/ Exculpatory Language
	

	Waiver of Consent/Documentation
	

	Internal Administrative Assessment
	


Part II: Types of Submissions

	New Full Board Studies
	Reviewed

	Pre review process-Checklist review
	

	Submission process
	

	Assignments/ Agenda/ Minutes
	

	Study team communication
	

	Board actions and follow up
	

	Creating study files
	

	Additional Committee approvals
	


	New Expedited Studies
	Reviewed

	Minimal Risk and Expedited Categories
	

	Pre review process-Checklist review
	

	Submission process
	

	Study team communication
	

	Creating study files
	


	Exempt/Coded/Not Engaged
	Reviewed

	Exempt Categories
	

	Submission process
	

	Study team communication
	


	Modifications
	Reviewed

	Pre review process-Checklist review
	

	Submission process
	

	Study team communication
	


	Continuations
	Reviewed

	Review process
	

	Grants
	

	Full Board
	

	Expedited
	

	5 Year Updates
	


	Recruitment
	Reviewed

	Tools
	

	Payment for recruitment
	

	Compensation vs. Reimbursement
	

	Submission process for IRB approval of advertisements
	

	Advertising and HIPAA
	


	Adverse Event Reporting/Unanticipated Problems/Protocol Violations
	Reviewed

	Submission Process
	

	Internal vs. External 
	

	Follow-up
	


	Special Issues
	Reviewed

	Conflict of Interest
	

	Research Use of Stored Data or Tissues/Genetic testing
	

	Certificates of Confidentiality (NIH and FDA);
	

	Database Protocols
	

	Collation of IRB-HSR File
	

	Quality Improvement vs. Research
	

	Internal Office Quality Control
	

	Post Approval Monitoring ( PAM &ED) PAM Advisory Committee, PAM Working Group 
	

	Ethical Guidelines- Nuremberg Code, Declaration of Helsinki, The Belmont Report
	


	Review of Essential Documents
	Reviewed

	IRB-HSR SOPS
	

	IRB-HSR Research Guidance
	

	IRB-HSR Member Guidance
	

	Administrative FAQ’s
	

	Administrative Guidance Related to Job Duties:

____ Reviewed all AG’s pertaining to all Compliance Coordinators/ IRB Coordinators

_____Reviewed all AG’s pertaining to my specific job duties.  

 List number of AG Documents Reviewed: 
	



_____________________________ 

_________________


New Employee Signature 


Date


_____________________________

__________________


Preceptor Signature



Date


____________________________

__________________


Director Signature



 Date

Appendix B:  IRB-HSR Staff Member Continuing Education
Expiration date of current CITI Training:_________
If CITI training is not current- CITI training must be completed and noted below
The following were performed for continuing education during the previous year.

	Title
	Date

	
	

	
	

	
	

	
	

	
	

	
	

	
	


The following IRB-HSR Administrative Guidance documents are applicable to my position and were reviewed: List AG #’s
____________________________________



______________
Signature








Date
