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1.0 	Scope
This Standard Operating Procedure (SOP) applies to all clinical research nursing staff involved in patient care activities and study visit coverage.
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2.0	Purpose 
To establish clear expectations and procedures regarding clinical research nursing schedules, time-off requests, shift coverage responsibilities, and extended study visit coverage to ensure continuity of patient care, integrity of the research protocol, and compliance with institutional standards.
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3.0	Definitions
[bookmark: _Toc425171621]Late time off requests- requests submitted after the established scheduling deadline

Late sick requests- a planned sick day after the established scheduling deadline

Study visits extending beyond the scheduled shift- a study visit extending beyond the nurse’s scheduled shift.
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4.1 Scheduling
4.1.1 Scheduling Release
· Nursing schedules will be distributed to nursing staff a minimum of four (4) weeks in advance.
4.1.2 Standard Work Hours
· Day Shift: 6:00 AM – 7:00 PM
· Off Shift: Any hours outside the standard day shift
4.2 Time-Off Requests and Shift Coverage
4.2.1 Submission of Time-Off Requests
· All time-off requests must be submitted by the scheduling deadline communicated in advance via email by the Senior Nurse Manager.
4.2.2 Late Requests
Requests submitted after the established scheduling deadline are considered late requests.
For late requests:
· The staff member is responsible for securing qualified coverage for their scheduled shift.
· If coverage is not secured, the staff member is expected to work their originally scheduled shift.
For late sick requests- a planned sick day after the established scheduling deadline:
· The staff member and Senior Nurse Manager must work together on coverage for the shift.
4.2.3 Coverage Confirmation Process
When submitting a late request and arranging shift coverage: 
1. The requesting staff member must directly confirm coverage with a qualified nursing staff member. 
2. Finalized coverage arrangements must be communicated to the Senior Nurse Manager.
4.3. Extended Study Visit Responsibilities
4.3.1 Patient Care Accountability
	Nursing staff remain responsible for the care and oversight of their assigned patient throughout the duration of the study visit.
4.3.2 Visits Extending Beyond Scheduled Shift
If a study visit extends beyond the nurse’s scheduled shift, the assigned nurse is required to remain on-site until all of the following conditions are met: 
1. All required study procedures have been completed 
2. The patient is clinically stable 
			3. Research protocol has been completed
3. The patient has been formally discharged
4.4 Policy Alignment
This SOP aligns with applicable Yale Management & Professional (M&P) standards and institutional expectations, including:
· Patient safety remains the highest priority
· Clinical responsibilities must be fully completed
· Staffing or coverage gaps must not compromise patient care or the research protocol
4.5 Key Expectations
· Late request submitted → Staff member is responsible for securing coverage
· Coverage not secured → Staff member is expected to work the scheduled shift
· Study visit extends beyond shift → Assigned nurse remains until patient discharge
4.6 Escalation Guidelines
Nursing staff must notify leadership (e.g., Charge RN or Senior Nurse Manager) under the following circumstances:
· Anticipation of a significantly extended study visit
· Patient safety concerns
· Workload concerns affecting care delivery
· Coverage challenges that may impact patient care or unit operations
4.7 Compliance
Failure to adhere to the expectations outlined in this SOP may result in operational disruptions and may be addressed in accordance with departmental and institutional policies.
	4.8 Training
All responsible personnel listed within this SOP will receive training appropriate to their role and level of responsibility
5.0	Roles & Responsibilities
· The following study personnel may be delegated study tasks with documentation of appropriate training and experience:
· Advanced Practice Registered Nurse (APRN)
· Clinical Research Coordinator (CRC)
· Nurse Clinical Research Coordinator (NCRC)
· Clinic Staff
· Other Research Staff

6.0	Contact Information 
[bookmark: _Hlk497987165]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’s, and policies related to this procedure.
· N/A
8.0	References
Reference materials are located in each functional area’s working directory.
· N/A
9.0	Version History
· 06/30/2026: New document (no prior history)
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