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This Standard Operating Procedure (SOP) applies to all new employees and employees who have taken a new role at Yale Center for Clinical Investigation (YCCI).  
2.0 [bookmark: _Hlk104194874]Purpose
The purpose of this Standard Operating Procedure (SOP) is to define the orientation and training requirements for Yale Center for Clinical Investigation (YCCI) employees in keeping compliant with Yale University policies and procedure, federal regulations, and other applicable guidelines. The policy ensures YCCI employees receive adequate training to demonstrate competency in their role.	
3.0 Definitions and Abbreviations
Clinical Research - as defined by the National Institutes of Health (NIH), research performed on human subjects or on material or information obtained from human subjects as part of human experimentation.  

Code of Federal Regulations (CFR) - the collection of general and permanent rules published by the executive departments and agencies of the Federal Government of the United States. The sections most relevant to clinical research are Titles 21 and 45, usually noted as 21 CFR or 45 CFR, respectively.

Common Rule - the colloquial name for 45 CFR 46, Subpart A, the basic Department of Health and Human Services (HHS) policy for protection of human research subjects. This regulation consolidates requirements for IRB review and Informed Consent to participate in human subject research.  It applies to any HHS-funded research conducted on human subjects.  FDA regulations (21 CFR Parts 50 and 56) closely mirror the Common Rule. Both sets of regulations apply when research is FDA-regulated and federally funded (wholly or partially).

FDA Guidance - documents periodically issued by the FDA intended to communicate the agency’s current thinking on a variety of topics that impact Sponsors, sites, IRBs and FDA employees involved in clinical investigations. Guidances do not establish legally enforceable responsibilities unless specific regulatory or statutory responsibilities are cited.

International Council for Harmonisation (ICH) Good Clinical Practice (GCP) - a standard established by the International Conference on Harmonization (ICH) for the design, conduct, performance, monitoring, auditing, recording, analyses and reporting of clinical studies that provides assurance that the data and reported results are credible and accurate and that the rights, integrity and confidentiality of study subjects are protected.

Protocol – a document that describes the objective(s), design, methodology, statistical considerations and organization of a trial. The protocol usually also gives the background and rationale for the trial, but these could be provided in other protocol referenced documents.

Standard Operating Procedures (SOPs) - detailed, documented instructions to achieve uniformity of the performance of a specific activity.
4.0 Procedure
4.1 Onboarding and Orientation Plan
4.1.1 Prior to new employee's start date, the Manager will use the YCCI Onboarding a New Employee Checklist to ensure all onboarding activities are addressed prior to the employees start date. This includes but is not limited to ordering equipment, obtaining NetID, providing employee with details about their start date, and identifying work location.
4.1.2 In addition, the Manager will establish an orientation training plan and determine the goal of the plan and how it will be determined that the goal has been met.
4.1.3 The Manager is responsible for ensuring all individuals included in the training plan understand the schedule and will be available. 
4.1.4 The Manager will review and discuss the orientation and training plan with the new employee. If adjustments are to be made, the plan is to be revised and the Manager will notify those conducting training regarding changes that may affect them. 
4.1.5 The Manager will routinely meet with the new employee during the initial onboarding / orientation period to ensure they are on target to complete initial training. Yale’s probationary period is 90 days. If during the initial 90 days, there are any aspects of the job that are still unclear, it is the responsibility of the Manager to make sure these areas are addressed as needed. The Manager may discuss with their Manager and/or HR to address additional training needed. 
4.1.6 [bookmark: _Hlk162346192]Manager is responsible for ensuring completion of the formal orientation and training program.  
4.2 Required Trainings
4.2.1 As part of Yale University onboarding, new employees or employees transitioning to a new role are required to have a completed compliance assessment in Workday. The compliance assessment identifies University required trainings, per Yale University Policy 1010. It is the responsibility of the hiring manager to complete the compliance assessment before or on the employee’s start date. University required trainings must be completed by the employee within 30 days of assignment.   
4.2.2 Employees must complete YCCI’s Clinical Research Foundations program which is broken up into 3 courses. The courses must be completed within 90 days of Employee’s starting their role at YCCI. 
4.2.3 Employees will be trained on applicable YCCI Standard Operating Procedures (SOPs) and will receive training specific to their level of responsibility. It is the responsibility of the Manager to ensure employee is competent before assigning new tasks. 
4.3 Employees Engaged in Research
4.3.1 Employees engaged in research per Yale Human Research Protection Program (HRPP) must complete required trainings identified within the HRPP Investigator Manual Staff may be required to complete additional training in accordance with protocol specific requirements. 
4.4 Continuing Training and Education
4.4.1 Manager determines training requirements for employee reassesses on a regular basis (based on evaluations, regulatory changes, operational requirements, feedback from Sponsors, employees, auditors and regulatory inspections). 
4.5 Training
All responsible personnel listed within this SOP will receive training on this procedure appropriate to their role and level of responsibility.
5.0 Roles and Responsibilities
· Principal Investigator (PI): The PI is ultimately accountable for all clinical research activities and is responsible for the appropriate delegation of tasks to individuals with adequate training and education to perform such tasks. The PI ensures that a project is carried out in compliance with GCP, Yale policies and applicable governing regulations. 

The PI may delegate study duties to research personnel; however, the PI has ultimate responsibility for management of the project and ensuring appropriately experienced and trained staff are delegated.

· Sub-investigators and appropriately qualified study personnel are able to conduct study-related duties as authorized by the Principal Investigator in accordance with GCP, Yale policies, and applicable governing regulations. 

· The following study personnel may be delegated study tasks with documentation of appropriate training and experience:
· Administrative and Support Staff
· Application Analyst
· Associate Director
· Assistant Director
· Clinic Staff
· Clinical Research Associate
· Clinical Research Coordinator
· Clinical Research Manager
· Clinical Research Nurse
· Clinical Research Nurse Manager
· Committee Analyst
· Data Management Personnel
· Financial Analyst
· Laboratory Assistant
· Nurse Clinical Research Coordinator
· Operations Manager
· Program Coordinator
· Project Manager
· Quality Assurance Specialist
· Regulatory Personnel
· Research Assistant
· Research Associate 
· Research Billing Compliance Analyst
· Research Charge Analyst
· Research Recruitment Coordinator
· Systems and Data Coordinator
· Other YCCI Staff
6.0 Contact Information 
Any exceptions or questions pertaining to this procedure must be presented to ycci.sop@yale.edu.
7.0 Related Information
This section identifies applicable regulations, guidance, and policies related to this procedure.
7.1 FDA Code of Federal Regulations 
· 21 CFR § 312.60 — General responsibilities of investigators 
· 21 CFR § 812.100 — General responsibilities of investigators 
· 21 CFR § 812.110 — Specific responsibilities of investigators 
· 45 CFR § 46 — Protection of Human Subjects 
7.2 Good Clinical Practice
· Essential Documents for the Conduct of a Clinical Trial 
7.3 Additional Regulations, Guidances and Policies
· Yale Human Research Protection Program's Investigator Manual 
· Yale University Policy 1010 Training and Other Requirements 
8.0 Reference Materials
Reference materials are located in each functional area’s working directory.
· YCCI Foundations of Clinical Research curriculum
· YCCI Laboratory Skills Competency Review
· [bookmark: _Toc432302941]YCCI Required Laboratory Training
· YCCI Onboarding a New Employee Checklist
· YCCI Onboarding a New Medix Employee Checklist
9.0 Version History
· 04/16/2024: New document (no prior history)
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