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107.027 Quality Assessment and Performance 
Improvement Plan 

POLICY: 

GOALS AND OBJECTIVES: 

The Quality Assessment & Performance Improvement (QAPI) Plan is a description of the efforts that are 
directed towards ensuring the consistent delivery of safe, quality, service-focused, effective health care 
for the patients we serve at Ventura County Medical Center (VCMC)/Santa Paula Hospital (SPH) and in 
the licensed hospital, Ambulatory Care (AC) clinics. 

We look to achieve this through data assessment, outcomes review, process examination, evidenced 
based practice research, as well as the identification of opportunities for change and improvement. This 
is accomplished by systematically assessing patient outcomes and support processes to identify 
improvement opportunities, and to act on them in a timely manner. 

The intent of the plan is the improvement of key clinical, support and managerial processes that are 
most important to the health and safety of our patients. Equally important, is our belief that each patient 
is entitled to quality health care and that every employee is individually obliged to contribute toward the 
improvement of patient care and safety. To fulfill this obligation, a plan has been developed and the 
organization shall nurture an environment that is supportive of excellence and learning, and one that is 
conducive to positive change. 

In an effort to improve performance in clinical processes and outcomes, as well as to sustain 
performance, once it is improved, the primary goal of the QAPI Plan is to provide a comprehensive 
performance improvement program that will coordinate and integrate performance improvement 
activities across VCMC/SPH and the AC clinics. The approach to performance improvement is the 
continuous assessment and revision, when required to meet the goal of ensuring that patient outcomes 
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1. Establish priorities for review, investigation and implementation of changes. Special 
consideration will be given to processes with the greatest impact on patient outcomes and 
those that are of the highest risk to patients. 

2. Improve processes utilizing established performance improvement tools and techniques, as 
well as systems thinking. 

3. Maintain a framework for improving performance that includes activities focusing on process 
design and redesign, while measuring, assessing and improving performance. 

4. Identify, assess and implement corrective action plans for urgent situations requiring 
immediate action, such as processes that involve risks, have the potential for medical error, or 
may result in patient harm. 

5. Conduct intensive analysis when significant undesirable performance is detected or 
suspected. 

6. Ensure that accurate, valid data is available to monitor performance, and is used to identify 
opportunities for change. 

7. Collect data designed to monitor the stability of existing processes, identify opportunities and 
changes that will lead to improvement, and document areas of sustained improvement. 

8. Communicate outcomes of reviews and corrective action plans, to facilitate change. 

9. Conduct ongoing and systematic assessment and documentation of hospital-wide 
issues, which have a direct or indirect impact on patient care. 

10. Coordinate medical staff quality improvement activities with others within the organization, 
and integrate efforts whenever appropriate. 

11. Maintain compliance with regulatory standards, which include those outlined in the Conditions 
of Participation (CoPs), via the Centers for Medicare and Medicaid Services (CMS), The Joint 
Commission (TJC) and the California Department of Public Health (CDPH): Title XXII. 

12. Monitor, trend, communicate and implement interventions to improve the patient’s perceptions 
of care that they received, while hospitalized. 

1. Recognizing and minimizing risks and/or processes that may lead to adverse events. 

2. Communication regarding adverse events, in an effort to reduce future events and develop 
specific process change, to ensure similar events do not reoccur. 

3. Focusing on processes and systems while continuing to hold individuals accountable for their 
personal responsibilities, which includes fostering an environment that supports the principles 
of a “Just Culture.” 

are continually improved and that safe care is provided. 

The objectives of the QAPI Plan include, but are not limited to: 

Areas to consider when fostering a culture of improvement includes reducing factors known to 
contribute to adverse events and poor outcomes. These factors are often predicated on poorly designed 
systems, unanticipated system failures and failures in processes. 

Opportunities to minimize these factors include, but are not limited to: 
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4. Exploring processes, tasks, equipment and other factors that may have contributed to adverse 
events. 

5. Agreeing that standardized processes will lead to predictable outcomes and that aspiring to 
become a highly reliable organization requires a deference to operational experience and a 
predisposition with the fact that failure may occur. 

THE PERFORMANCE IMPROVEMENT COORDINATING 
COUNCIL (PICC): 

1. Executive leadership 

2. Representatives of medical staff 

3. Departmental directors and managers and other members of the health care team. 

Every leader and department participates in PI and safety efforts, with the intent of fostering 
departmental leadership and encouraging staff participation. 

1. Ensuring that data is timely, relevant and valid. 

2. Performance improvement efforts are visible throughout the organization. 

3. Collaboration, in order to drive efforts to optimize patient outcomes and improve processes, 
which are the foundation of all QAPI activities and efforts. 

4. Serving as subject matter experts who collaborate with others, in order to continually improve 
patient safety and serve as performance improvement mentors. 

5. Ensuring that evidence-based principles of performance improvement are applied to 
improvement teams, processes and efforts. 

METHODOLOGY AND MODEL OF IMPROVEMENT: 

The Performance Improvement Coordinating Council (PICC) functions as the quality improvement 
committee for the hospitals and provides a forum for performance improvement (PI) activities, with 
primary responsibility for the quality assessment and performance improvement (QAPI) programs within 
the organization, including those related to regulatory compliance. 

The PICC membership includes, but is not limited to: 

The PICC meets no less than 4 times each year, to monitor improvement activities and review quality 
metrics, in order to identify and prioritize improvement activities.  Each meeting includes a review of 
current and proposed activities within the organization, along with analysis of data, to demonstrate the 
extent that these activities were successful, in achieving the intended outcomes. 

The patient and family are the primary focus of every QAPI activity.  The QAPI team shares the task of 
performance improvement with everyone who works at VCMC/SPH and the AC clinics.  The QAPI team 
operates under a set of guiding principles, which include: 

Performance Improvement (PI) methodologies, tools and strategies are integrated into activities to 
improve patient outcomes.  
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• Plan the improvement and continued data collection 

• Do Improvement, data collection and analysis 

• Study the results 

• Act to correct identified problem areas or improve performance. 

Plan 

Do 

Study 

1. System(s): Changes in communication channels, changes in organizational structure, 
adjustments in staffing and changes in equipment or documentation; 

2. Knowledge Enhancement: In-service education, continuing education and circulating 
informational material; 

3. Intensive Reviews/Focus Studies: When a medical/health care system, error-related 
occurrence is identified; proactive risk assessment activities are implemented, including 
intensive review and/or a focused study. A data collection tool is developed to address 
processes, functions, and services that can be designed or redesigned to prevent trends that 
may have contributed to the problem. Once all charts are reviewed, a summary report is 

The Plan, Do, Study, Act (PDSA) is the primary methodology used within the organization: 

Performance improvement projects are designed or redesigned to monitor expected performance. 
Projects are developed to measure, assess, improve and maintain process improvements. 

Performance goals are established through comparison with other “like” facilities, and benchmarking 
with national and regional results. Comparative data from the NHSN, CMS, TJC or current/past 
department performance is utilized as well.. 

Data collection is the basis of all performance improvement activities and provides a means of 
measuring performance, through which informed decisions can be made. 

Activities are assessed, reviewed and trended, to determine if process changes, interventions, or policies 
need to be created or revised. Changes that may need to occur may appear as: 
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compiled to report conclusions. 

4. Root Cause Analysis: An event where a medical/health care error is established as a near miss, 
a causal analysis is completed to determine the underlying causes of the potential variation 
and the outline action plan is implemented. 

5. Policy Revisions: Policies are developed or revised for significant organizational issues that are 
either interdepartmental or mandated to be hospital-wide, by accreditation agencies or state/
federal legislation. 

6. Proactive Risk Assessment/Failure Mode Effects Analysis: A Proactive Risk Assessment 
which is commonly referred to as a Failure Mode Effects Analysis (FMEA), will be conducted at 
least once every 18 months on one high-risk, high/low volume or “error prone” process. Once 
potential issues have been identified, the organization will establish processes to improve 
performance and measures to provide follow-up to ensure that improvement is maintained and 
that the information learned is communicated. 

Act 

1. What are we trying to accomplish? 

2. What change can we make that will result in improvement? 

3. How will we know that a change is an improvement? 

1. A systematic method for the design of a process. 

2. Measurement of the level of performance and stability of important processes. 

3. Assessment of the dimensions of performance, as relevant to functions, processes and 
outcomes. 

4. Development of a plan for improvement. 

5. Implementation of the outcomes. 

6. Evaluation for additional opportunities for improvement. 

Data Collection: 

When opportunities for improving performance are identified, a systematic approach is utilized to 
redesign the involved process, or to design a new process. When a department or service identifies an 
opportunity for improvement, the department/service will determine if other disciplines or departments 
will have an impact on the design/redesign of the process. If other disciplines or departments are 
involved, the opportunity for improvement will be referred to the appropriate department. 

The approach to improving performance at VCMC/SPH and the AC clinics is based upon the following 
three questions: 

Once those questions are answered, VCMC/SPH and the AC clinics examine “best practice” models that 
can be adopted and implemented.  Results are monitored, rapid cycle changes are made, as indicated, 
and monitoring continues.  The performance improvement model provides: 

Each clinical professional discipline (hospital staff and medical staff) participate in the review of patient 
care/ services it provides. Results and/or findings and actions are reported through the defined reporting 
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1. Review of data related to patient safety events; 

2. Performance measures related to accreditation and regulatory agencies, as well as other 
acceptable databases; 

3. Patient throughput; 

4. Outcomes measures; 

5. Morbidity/mortality review findings; 

6. Monitoring activities of the medical staff and hospital departments or committees; 

7. Risk management findings; 

8. Infection control review: surveillance, prevention, and reporting; 

9. Medication use review; 

10. Laboratory activities, including blood utilization and autopsy results; 

11. Organ procurement activities, including conversion rates; 

12. Utilization management review; 

13. Staffing effectiveness; 

14. Patient and staff satisfaction surveys; 

15. Externally generated data received by the hospital; 

16. Customer demographics and diagnoses; 

17. Information management and medical record reviews; 

18. Department specific indicators and PI team activities. 

19. Guidance/direction from regulatory agencies, ie., TJC, CMS, CDPH, etc. 

1. Assess the intended and actual implementation of the process, to identify the steps in the 
process where there is, or may be undesirable variation. 

2. Identify the possible effects on patients, and how serious those effects could be (criticality of 
the effect) for each undesirable variation. 

3. Conduct a Root Cause Analysis (RCA) for the most critical effects, to determine why the 

structure. 

Information obtained through the performance improvement review are, when indicated, a cause for 
action and a resource for educational programs with the objective of benefiting the patients, staff, 
hospital and the community. 

Sources of data for PI review activities include, but are not limited to: 

Performance measurement data will be collected, aggregated and analyzed, to determine if 
opportunities are identified, to improve safety and reduce risk. If performance improvement 
opportunities exist, the organization will prioritize those processes that demonstrate significant variation 
from desired practice, and allocate the necessary resources to mitigate the risks identified. The data will 
be utilized to: 
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variation led to that result. 

4. Redesign the process and/or underlying systems to minimize the risk of that variation, or to 
protect patients from the effects of that variation. 

5. Test and implement the redesigned process. 

6. Identify and implement measures for the effectiveness of the redesigned process. 

7. Implement a strategy for maintaining the effectiveness of the redesigned process over time. 

8. When processes, functions or services are designed or redesigned, patient safety will be 
considered as part of the planning and implementation process. 

9. Opportunities to reduce errors, which reflect the performance of the individual care provider, 
are addressed as appropriate, through the Medical Staff Peer Review process or through the 
organization’s Human Resource policy(s). 

1. Operative or other procedures that place patients at disability or death; 

2. Discrepancies between pre and post-operative diagnosis; 

3. Events associated with sedation; 

4. Administration of blood and blood components; 

5. Transfusion reactions; 

6. Resuscitation efforts; 

7. Medication errors; 

8. Adverse drug events; 

9. Patient thermal injuries; 

10. Incidents or injuries related to ferromagnetic objects in the magnetic resonance imaging (MRI) 
scanner room. 

Internal Sources 

1. Incident Reports from Notification System; 

2. Adverse Drug Events and Adverse Drug Reactions; 

3. Data from Patient Complaints; 

4. Risk Management and Safety Findings; 

5. Compliance Findings; 

Examples of data collected and employed interventions, to improve related outcomes (not limited to): 

In order to reduce the likelihood of patient incidents and negative outcomes, VCMC/SPH and the 
licensed AC clinics shall track the frequency and type of medical errors and compile them, in order to 
learn from and prevent future negative occurrences. 

The Information Technology (IT) Department provides hardware and software support for the 
performance improvement activities of VCMC/SPH and the AC clinics. Data sources include, but are not 
limited to the following: 
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6. QAPI and special study findings i.e. tracer audits centered around areas such as high-level 
disinfection practices, ligature risk assessments and sterile compounding processes; 

7. Infectious Disease Information; 

8. Operative/Invasive Procedure, Blood Use, Autopsy, Restraint Reviews; 

9. Morbidity/Mortality Review Findings; 

10. Departmental Indicators; 

11. Staff Surveys (includes perception of risk). 

External Sources 

1. The Joint Commission (TJC) accreditation standards, TJC Sentinel Event Alerts and TJC FAQs 
as well as communication related to the National Patient Safety Goals; 

2. Core Measures Indicators; 

3. Accreditation / Regulatory Deficiencies; 

4. Patient Satisfaction Surveys; 

5. Other Evidence-Based external sources. 

Regulatory Reporting 

1. Inpatient Quality Reporting (IQR); 

2. Meaningful Use (MU); 

3. Electronic Clinical Quality Measures (e-CQM); 

4. Hospital Acquired Conditions (HACs); 

5. Hospital Consumer Assessment of Healthcare Providers and Systems (HCAHPS). 

Additional Program Activity 

Authority, Accountability and Responsibility 

The VCMC/SPH and the hospital clinics collects, reports and analyzes data for submission to the 
Centers for Medicare & Medicaid Services (CMS) as well to a variety of other regulatory entities. Data 
submission includes, but is not limited to: 

Improvement activities may be conducted in partnership with other improvement programs. Every 
improvement project is driven by measurable performance indicators. Relevant systems and sources of 
data inform the measurement of improvement. Evidence-based guidelines and current clinical literature 
provide information to guide improvement focus and measurement. Teams with operational and clinical 
representation design interventions to achieve targeted outcomes. 

The Oversight Committee has the ultimate responsibility for assuring the quality and effectiveness of 
patient care services provided by VCMC, SPH and the AC clinics. The Oversight Committee holds the 
medical staff leadership and hospital administration responsible for the establishment and maintenance 
of an effective Performance Improvement (PI) program. This includes maintenance of safe and effective 
care, the provision of PI management, planning PI activities and development of PI policies when 
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Medical Staff 

Plan Evaluation 

indicated. The Oversight Committee has responsibility, either directly or through delegation, for the 
assessment and recommendations regarding the program’s efficiency and effectiveness. The Oversight 
Committee is provided performance improvement updates on a quarterly basis and/or more frequently 
as indicated by a regulatory agency's activities. 

The Chief Operating Officer (COO) has oversight for Performance Improvement, Quality Assessment and 
Patient Safety.  The COO reports to the Chief Executive Officer (CEO)/Administrator who in turn reports 
to the Ventura County Health Care Agency Director. The CCO is responsible for the QAPI Department and 
will provide reports to the Medical Executive Committee and to the Oversight Committee. 

Performance Improvement activities are the responsibility of every department and every employee 
within the organization. In an effort to minimize patient harm, maximize clinical outcomes and sustain 
improvement momentum, the QAPI Department is responsible for coordinating, communicating, 
integrating and disseminating performance improvement activities within the organization and to ensure 
that regulatory compliance is maintained. 

The Medical Staff, through the Medical Executive Committee (MEC), has the responsibility for medical 
care rendered at VCMC/SPH and the licensed hospital clinics. The Medical Staff departments meet as 
designated in their rules and regulations to evaluate process and outcomes data. The Department Chair 
is responsible for reporting, monitoring and evaluating the outcomes and processes of performance 
improvement activities for the department. Outcomes and processes are reported up to the MEC and to 
the Oversight Committee as appropriate. The Medical Staff Rules and Regulations describe the scope of 
Medical Staff departments. 

Each service or department develops a performance improvement plan specific to that department and 
selects or recommends improvement actions. Each department utilizes the pattern of care 
demonstrated by the results of the performance improvement monitoring and evaluation activities, as 
criteria for evaluating competence of licensed independent practitioners and allied health professionals. 
These activities include, but are not limited to, patient care review, generic screening case review, 
utilization review, infection control review, operative and other invasive/non-invasive procedure review, 
medical record review, blood and blood component review, medication use review and risk management 
review. 

All information gathered is considered confidential and, as part of the medical staff records, is protected 
under California Evidence Code 1157. When the findings of the assessment process are relevant to an 
individual’s performance, the medical staff is responsible for determining their use in ongoing 
professional practice evaluation, focused professional practice evaluation, peer review and/or any other 
periodic evaluations of licensed independent practitioner’s competence. 

On an annual basis, or more frequently as indicated, the QAPI Plan will be reviewed, evaluated and 
revised to incorporate the most current TJC, CMS and CDPH regulatory standards. The review will assess 
the objectives, scope, organizational effectiveness and appropriateness of the program. The plan will be 
modified as needed, based on the results of the evaluation or more frequently if indicated.  Individual 
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All Revision Dates 
1/10/2023, 11/10/2021, 4/17/2020, 8/1/2015, 9/1/2013, 10/1/2011, 1/1/2011, 5/1/2006, 1/1/2005, 1/
1/2004 

Attachments 

Confidentiality 

1. An Oath of Confidentiality must be signed by all employees as a condition of employment. 

2. Proper logging and control of patient records. 

3. Controlled access to electronic medical information. 

4. Regular security risk analysis to identify and mitigate risks. 

APPENDICES: 
1. Appendix A - Quality Assessment & Performance Improvement Plan Measures and Metrics 

2019-2020 

committees and departments will review, evaluate and revise their performance improvement activities 
which may be re-prioritized based on significant organizational performance findings or changes in 
regulatory requirements, patient population, environment of care, or based upon expectations and needs 
of patients, staff, or the community. Priorities may be reset by the multidisciplinary Performance 
Improvement Coordinating Council (PICC) Committee in consultation with senior management, the MEC 
and/or the Oversight Committee. 

The Ventura County Health Care Agency (VCHCA) ensures the privacy and confidentiality of patient 
records and other protected information. All information generated within or as a result of the Quality 
and Performance Improvement Program and all peer review discussions and records are confidential 
and protected by California Evidence Code §1157. 

Patient records and information are safeguarded and protected. Health information is shared in 
accordance with state and federal laws, statutes and guidelines. VCMC/SPH and AC clinics strive to 
ensure effective coordination of care with other providers and participates in efforts to legally and 
appropriately share information with partnering organizations to support integrated, patient-centered 
care for each person as a whole. 

Persons receiving health care services have a right to expect that the confidentiality and privacy of 
individually identifiable medical information of or derived by health service providers will be reasonably 
preserved. The VCHCA complies with the Confidentiality of Medical Information Act (1982) and releases 
information pursuant to HIPAA, Lanterman-Petris-Short Act, Title 22, and other applicable state and 
federal guidelines, statues and laws. 

Policies that ensure privacy and confidentiality and appropriate release of medical records include: 
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107.027 Appendix A - Quality Assessment & Performance Improvement Plan Measures and Metrics 
2022.pdf 
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108.006 Nurse Staffing and Scheduling 

POLICY: 

PROCEDURE: 

The Department of Nursing Services recognizes its obligation to provide an adequate number of skilled 
and qualified staff to meet the needs of the patients and scope of services required. It is the policy of the 
Nursing Department that a variety of nursing staff is used to provide necessary staffing. We believe that 
RN, LVN's, Nursing Assistants, Telemetry Technicians and Medical Office Assistants (MOAs) all 
contribute to safe efficient care when properly trained, supervised and assigned. 

This policy further recognizes the rights and responsibilities of the Department of Nursing Services and 
Nursing staff in meeting mutual obligations for the care of the patients of Ventura County Medical 
Center (VCMC) and Santa Paula Hospital (SPH), ensuring adequate staffing is available to meet patient 
care requirements, while utilizing staff in an optimal manner. It provides a clearly outlined sequential 
process for providing necessary nursing staff, on all nursing units, and allowing requested employee 
time off, while meeting projected patient care needs, which provide written records of staffing 
assignments on all units, and allow retrospective analysis, as necessary, and meet external regulatory 
requirements. 

The hospital is flexible in its staffing, in order to respond to day-to-day shifts in census and workload. On 
low census days, or other periods of low workload, (and the hospital is adequately staffed throughout 
with qualified staff), employees may voluntarily take off hours of leave without pay in order to 
appropriately reduce the level of staff. The employee may choose to use accrued paid vacation instead. 

If an excess of staff can be anticipated before the beginning of the shift, the Clinical Nurse Manager/
Supervisor may initiate phone calls to employees and offer them the opportunity to take the day off. 
When necessary, in times of low census, the guidelines described in the California Nurse Association 
Memorandums of Agreement (CNA MOA) will be followed. The employee may also initiate a call to the 
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COPY1. Patient census and acuity; 

2. Number and classification of staff available; 

3. Qualifications, experience and competence of staff, that is required and available; 

4. Unfilled positions. 

1. All employees, full-time, part-time and per diem, will submit vacation requests, in writing, to the 
Clinical Nurse Manager for approval prior to finalization of each four-week schedule (at the 

supervisor, prior to the beginning of the shift, to see if he/she is needed for duty. Leaves given in this way 
will also follow the plan developed by the Manager. Leave will be granted only after the needs of the 
hospital have been covered. 

The Supervisor will note on the schedule, the number of hours and type of leave used by any employee. 

Leave without pay may not be used or granted in advance and/or pre-planned. Leave without pay may be 
granted, at the employee's request, after the Supervisor has reviewed the staffing needs for the shift. 

VCMC/SPH utilizes an automated scheduling system to create, project and print long-range schedules. 
This system automates daily staffing allocation of available staff, based on census, patient acuity and 
budgetary provisions. 

Staffing for the nursing units will be reviewed for a 24-hour time frame, on a daily basis, and adjustments 
are made prior to the start of each shift, as indicated. The Nursing Supervisor/Clinical Nurse Manager 
assumes this responsibility. 

Nursing staff may be temporarily reassigned on a shift-by-shift basis, when changes occur in either the 
workload, the staffing requirements and/or availability of assigned staff. In these cases, Nursing 
Administration has the responsibility and right to assign staff to best meet the determined needs of the 
patient, with the licensure, skill and qualification levels available. Reassignment of nursing staff, on a pre-
scheduled basis, is made through careful consideration of all facts, which include but are not limited to 
the following: 

Daily shift assignments to the unit are finalized and are posted in the Nursing Administration Office at 
the beginning of the shift. 

Any changes posted in staff assignments must be verified by the Nursing Supervisor/Clinical Nurse 
Manager. 

Nursing staff are routinely assigned to areas in which they are qualified and have received training and 
proper orientation. It is the intent of the Nursing department that when a temporary and/or immediate 
assignment must be made, the needs of the patient and the needs of the employee will be considered. If 
immediate assignment is necessary, a "helping hands" orientation to the unit will be given and a resource 
person will be available. Employees are encouraged to discuss their assignments with their coordinator 
or supervisor in the event of concerns or problems. 

Holidays: Refer to the appropriate union contract. 

Vacation: 
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latest). 

2. During the months of June through September, no more than two (2) weeks will be granted per 
employee, without special approval of the Clinical Nurse Manager. 

3. During the period between December 1st and January 1st, requests for vacation hours in 
excess of 24 hours will require special approval by the Clinical Nurse Manager. 

PROCEDURE 

A. An RN defines, directs, supervises and evaluates care of all patients. 

B. Assessment and identification of patient care needs occurs on admission, during the patient's 
stay, on transfer and at discharge. 

C. A staff RN retains responsibility for all patients co-assigned to students and agency staff. 

D. Infection control measures are strictly adhered to. 

E. Staff competency is matched to patient needs. 

F. Patient emergency and safety requirements are met with appropriate equipment and staff 

G. Only direct patient care providers are included in the Patient Classification System. 

A. The diagnosis and acuity of illness of each patient (category of nursing care required). 

B. If a patient is in isolation, the type of isolation and acuity of illness is considered when 
assigning the number of patients to a nurse. 

C. The job classification, experience and level of competence of each employee is considered, so 
that those patients requiring more acute assessment and deliberative nursing intervention are 
assigned to the more competent, experienced employee. 

D. Unit geography, the availability of support services, and the method of patient care delivery, i.e., 
team or primary care is taken into consideration when staffing the nursing floor. 

E. The hospital nursing department/service shall retain responsibility and global oversight for the 
nursing care and related duties when nursing students provide care within the patient care 
unit. 

F. Supervision and evaluation of nursing care being given will be the responsibility of the Charge 
Nurse during hours on duty. The Clinical Nurse Manager shares this responsibility for 24-hour 
patient care. 

G. The patient classification system will be annually reviewed and updated as necessary. 

The 24-hour care of patients is planned, directed and evaluated by Registered Nurses. Staffing, both in 
numbers and competency, will be sufficient to ensure that: 

The RN Resource/Charge Nurse, Clinical Nurse Manager or designee in each nursing area is responsible 
for assigning staff for daily patient care. The following information is taken into consideration when 
these assignments are made: 

Schedules are printed every four (4) weeks (a four-week cycle) and further definition of scheduling 
includes: 
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1. Prepared on a four (4) week basis, in order to provide a method of planning basic staffing of all 

nursing units within the Department of Nursing; 

2. Updated every shift to reflect cancellations, illness, special requests and additional alterations 
or additions to the general staffing; 

3. This record will be maintained for a period of three (3) years. 

1. Census activities will be reported at 4:00 AM, noon, and 2000 (twenty hundred hours or 8:00 
PM.). Additional census confirmation may also be done at 1600 hours (4:00 P.M.). The 
Inpatient Psychiatric Unit (IPU) collects census information at 05:00 and 1700 hours (5:00 
P.M.); all are used to plan daily staffing. 

2. Staffing is reviewed and adjustments are made, based on staffing guidelines and census/
acuity requirements. 

3. The Clinical Nurse Manager will be responsible for covering staffing needs. The Clinical Nurse 
Manager may request assistance to place phone calls from the Staffing Office, or ask staff on 
the unit to make calls. 

1. Acuity determination is done once per shift by the primary nurse. The charge nurse is 
responsible for ensuring that staffing is aligned to the acuity levels of the patients. 

Schedules will be posted three (3) weeks (21 days) prior to the start of the new schedule and 
contain the following four (4) weeks of scheduled work time. 

Changes in Schedule/Special Requests: 

For changes to the final posted schedule or special requests, the employee fills out the "Schedule 
Change Request Form" and obtains signature approval from the Clinical Nurse Manager before 
submitting the Form to the staffing office. 

Schedules: 

The Clinical Nurse Manager or their designee assists in this responsibility by reviewing the staffing levels 
and patient care requirements and communicating special needs/problems to the Nursing office. The 
Clinical Nurse Manager assists in this responsibility by monitoring sick calls and unexpected absences 
and communicates this activity to the Nursing office. 

Approvals for exchange of days worked, are made on the basis that the exchange is made with someone 
of the same job class and skill level; the exchange is made within the same pay period and when 
minimum employment agreements are met. Approval for changes is made on the basis that no overtime 
is incurred and that appropriate staffing and skill mix is accomplished. Any emergency situation that is 
unexpected in nature, will be handled on an individual basis, by the Nursing Supervisor, if it occurs on 
weekends, holidays or after hours. 

Daily Staffing: 

The Clinical Nurse Manager/House Supervisor reviews and makes necessary adjustments to daily 
staffing. 

Acuity and Staffing 

108.006 Nurse Staffing and Scheduling. Retrieved 2/3/2023. Official copy at http://vcmc.policystat.com/policy/13031398/.
Copyright © 2023 Ventura County Medical Center

Page 4 of 9



COPY

2. Annually, the Patient Classification System will be reviewed by nursing leadership and by the 
Registered Nurses who provide direct patient care, to establish unit-specific quality indices. 
Results will be discussed and alterations made as requested. 

3. The staffing plan and individual staffing patterns will be evaluated at least annually by Nursing 
Leadership in order to determine their effective and efficient delivery of patient care. 

A. Acuity 

B. The ability of the patient to care for himself/herself 

C. Degree of illness 

D. Requirements for special nursing activities 

E. Skill level of personnel required in his case 

F. Placement of the patient in the nursing unit 

A. State mandated staffing requirements 

B. The number of staff required 

C. The categories of staff available for patient care 

A. Assignment of Patient Care 

Each shift's acuity values will be used by the Clinical Nurse Manager or Resource Nurse to 
make appropriate patient care assignments, using policy guidelines. 

B. Staffing Plan 

Patient Classification System 

This plan includes, but is not limited to, a method of determining staffing requirements based on the 
assessment of patient needs, including: 

A method for the formulation of staffing determinations, including: 

A method for scheduling staff on a daily basis to ensure the availability of appropriate skill levels, and a 
method to facilitate the organization of a nursing care delivery system which will optimize the utilization 
of all resources and provide the best possible patient care. 

The Resource/Charge Nurse, in conjunction with the Clinical Nurse Manager and the RN caring for the 
patient, will assess each patient, every shift, using the VCMC/SPH Patient Classification System (see 
attached). 

The individual patient acuity will be documented on the acuity tool or in the Electronic Health Record. 

The Acuity numbers will be obtained by the Nursing Office three (3) times a day to facilitate staffing for 
the upcoming shift. 

The Nursing Supervisor/Clinical Nurse Manager will take into consideration the reported acuity values of 
each unit when making staffing decisions for the next shift. Annual interrater reliability testing will be 
completed on the acuity tools. 
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As part of this obligation, the Nursing Department has developed a master staffing plan to 
meet the needs of each unit in the most efficient manner. Census staffing plans, maintained in 
the Nursing Office, are based on average acuity assessments and state staffing requirements. 

Increases in overall acuity of a particular unit may indicate the need for additional resources. 
The Nursing Supervisor is to be notified of such need. Every effort will be made to meet 
staffing needs. 

For specifics see the attached Unit Specific Plans. Nurse staffing plans for each unit define 
specific unit needs. 

1. Each full-time (F/T), part-time (P/T) and Per Diem staff member may be scheduled to work a 
minimum of two (2) weekends out of four (4), as needed by the unit. 

2. All Staff: Weekend absences: 

a. One (1) shift weekend absence allowed every calendar year 

b. All others are subject to make up the time, i.e., automatically scheduled by the 
Clinical Nurse Manager for an extra weekend as needed by unit. The manager has 
the authority to replace another upcoming shift with a weekend shift for makeup 
purposes. 

c. For the day shift, weekends are defined as any shifts where the majority of hours 
falls on Saturday or Sunday. For night shift, weekends are defined as any shift that 
starts at 6 pm or later on Friday and Saturday nights. 

1. A higher skill level may always be substituted for a lower level, e.g., RN for LVN. 

2. A lower level may be substituted for a higher level only where there is adequate RN coverage 
on the unit, in order to assess patients and meet the State Nurse staffing ratios, to make 
appropriate assignments and to carry out complex care. 

1. Assign an alternate assignment for extra personnel on duty. 

2. Request a regular part-time person to come in. 

Weekend Commitment: 

It is the daily responsibility of the Staffing Office, the Clinical Nurse Manager and Nursing Supervisor(s) 
to assign the available staff so that it matches the pattern required by the acuity and census. 

Skill Mix Substitutions - If insufficient numbers of staff are available in a particular skill level, then 
substitutions may be made within certain guidelines: 

Assignment of Nursing Care of Patients 

The Clinical Nurse Manager/Nursing Supervisor reviews the census and staffing for all units within the 
first two (2) hours of each shift. 

Staffing Shortage - When there are insufficient numbers of staff in a given skill level, the Clinical Nurse 
Manager, Staffing Coordinator and/or Nursing Supervisor will be responsible for finding adequate 
coverage by doing one of the following: 
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3. Request a per diem person to come in. 

4. Request on-duty staff to work overtime. 

5. Request off-duty staff to work overtime. 

6. Request Registry personnel to come in. 

7. Reassign on-duty staff for optimum coverage. 

8. Mandate overtime (requires approval by a Nurse Executive or their designee). 

1. It is the expectation that unscheduled leave will be minimal for a 12-hour shift program. 

2. When it is necessary to use unscheduled leave, whenever possible, the employee will call in 
sick two hours before the start of the scheduled shift. For example, the 06:45 to 19:15 shift 
employee will notify the night shift supervisor by 04:45. The 1900 to 0700 shift employee shift 
will notify the day shift supervisor by 1645 (4:45 pm). For other shift starts, staff are expected 
to call in sick no later than two hours before the start of the scheduled shift. 

3. No call, no shows and/or excessive absenteeism may be cause for disciplinary action. 

4. If an employee is out pending a leave of absence approval, he/she must also notify the clinical 
nurse manager in addition to call off sick. 

1. All requests for scheduled leave (annual leave, educational leave, etc) will be planned in 
advance and must be submitted in writing, at least 14 days prior to the posting of the current 
four (4) week master schedule. 

2. No more than one (1) employee may be scheduled off, at any one time, unless coverage is 
available. 

3. All requests submitted AFTER the posting of the four week master schedule, may require the 
employee to arrange his/her own coverage. 

4. All scheduled leave requests are subject to the approval of the Clinical Nurse Manager. 

1. It is the policy of County of Ventura to avoid the necessity for overtime, whenever possible. 

2. Overtime work may sometimes be necessary, in order to meet emergency situations, seasonal 
peak workload requirements or other defined times of need, as determined by Nursing 
Administration. 

3. No employee shall work overtime unless authorized to do so, by his/her supervisor. 

The supervisor moves staff from low-census to high census areas, where possible. Moves are made 
based upon levels of licensure, training and competency of staff available. 

All staff are expected to comply with appropriate requests to change their areas of work on short notice, 
in order to provide for safe patient care throughout the Hospital. 

Unscheduled Leave: 

Scheduled Leave: 

Overtime: 

Guidelines: 
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1. An Employee anticipated need includes: 

a. Anticipated need for overtime must be communicated to the Clinical Nurse 
Manager/Nursing Supervisor; 

b. When possible, give a two (2) hour notice; 

c. If notice is given in less than two (2) hours before the end of shift, give notice as 
soon as possible (ASAP); 

• The Clinical Nurse Manager or Nursing Supervisor will decide on a course 
of action, which may include: 

◦ Authorize overtime 

◦ Provide assistance to eliminate the need for overtime 

◦ Another action, as appropriate 

d. Failure to notify in advance of overtime hours, may be grounds for disciplinary 
action. 

2. The Clinical Nurse Manager/Staffing Personnel/Nursing Supervisor anticipated need includes: 

a. Anticipated needs for overtime in an existing or upcoming shift, is identified; 

b. The Clinical Nurse Manager or Nursing Supervisor will make telephone calls to off-
duty staff and/or Registry and offer overtime, etc., to meet patient care needs. 

1. Any need to mandate overtime must be authorized by the Nurse Executive or their immediate 
designee. 

2. All mechanisms to provide safe patient care, without mandatory overtime, will have been 
exhausted. 

3. At the decision to mandate overtime, employees on duty will be polled, to determine their 
ability to stay. 

4. Otherwise, the Nurse Executive, working with the Clinical Nurse Manager or Nursing 
Supervisor, will make the final staffing decisions. 

5. Mandatory overtime will continue for as short a time as possible, while continuing efforts are 
made to provide alternate staffing. 

6. Failure to abide by these decisions may result in disciplinary action. 

REFERENCES 
1. California Code of Regulations 22 CCR. 

2. United States Department of Health & Human Services. 

3.  California Department of Public Health. 

Mandatory Overtime: In the event that the procedures above fail to provide safe, adequate staffing levels, 
it may be necessary to institute mandatory overtime. 
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VENTURA COUNTY MEDICAL CENTER (VCMC) 
& SANTA PAULA HOSPITAL (SPH) RADIATION 
SAFETY and PROTECTION PROGRAM 
In California, all radiation sources, either radiation (X-ray) machines or radioactive material, are subject to 
State laws and regulations. The statutes are found in the Health and Safety Code, Division 
104-Environmental Health. The regulations are found in the California Code of Regulations (CCR), Title 
17, Div. 1, Chapter 5, Subchapters 4, 4.5, and 4.7. Title 17 CCR 30253 incorporates by reference the 
federal regulations specified in Title 10, Code of Federal Regulations (CFR), Part 20. Requirements in 10 
CFR 20 apply to all registrants. 

This medical imaging facility is required to develop, document, and implement a radiation protection 
program commensurate with the scope and extent of use of X-ray machines and sufficient to ensure 
compliance with the above regulations. Additionally, the medical imaging facility shall use, to the extent 
practical, procedures and engineering controls based upon sound radiation protection principles to 
achieve occupational doses and doses to members of the public that are as low as reasonably 
achievable (ALARA). The Radiation Safety Officer will audit the radiation protection program on an 
annual basis to ensure it remains within the scope and extent of activities required to ensure compliance 
with the said regulations. 

All components of the Radiation Safety and Protection Program do not have to be contained in one 
consolidated document. However, all components do have to be documented and identified as being 
part of the Radiation Protection Program and will be duly listed and described. Records of the Radiation 
Safety and Protection Program content, implementation and audits must be maintained for inspection by 
the Department. 

The regulatory agency for radiation safety is the Radiologic Health Branch of the Department of Public 
Health and can be contacted at the following addresses and phone number: 

Department of Public Health 

Radiologic Health Branch 

P.O. Box 997414, MS-7610 

Sacramento, CA 95899-7414 

Email: RHBInfo@cdph.ca.gov 

(916) 327-5106 

www.cdph.ca.gov 

Access to Title 17 is available for all staff through PolicyStat and can be found within the Imaging 
Services policy section or directly as policy "IS.17 Title 17 California Code of Regulations". 
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I. Organization and Administration 

A. Facility Radiation Safety Officer, qualifications and responsibilities. 

1. VCMC/SPH's designated Radiation Safety Officer is Miguel Jimenez in partnership 
with our medical physicist, Therapy Physics Inc. 

2. The primary responsibility of the Radiation Safety Officer's (RSO) is implementing the 
Radiation Safety Program. The RSO shall ensure that radiation safety activities are 
performed with approved procedures, meeting all regulatory requirements in the 
daily operation of the licensee's radioactive materials program. 

3. The Radiation Safety Officer shall promptly investigate and implement corrective 
actions as necessary regarding: 

a. Overexposures 

b. Use of ionizing radiation as defined by State and Federal guidelines 

c. Accidents 

d. Spills 

e. Losses 

f. Thefts 

g. Unauthorized receipts, uses, transfers, and disposals; and 

h. Other deviations from approved radiation safety practice. A written report 
of these investigations and the corrective actions taken shall be given to 
management. 

4. The Radiation Safety Officer shall implement written policies and procedures to: 

a. Authorize the purchase of radioactive material 

b. Use of ionizing radiation as defined by State and Federal guidelines 

c. Receive and open packages of radioactive material 

d. Store radioactive material 

e. Keep an inventory record of radioactive material 

f. Use radioactive material safely 

g. Take emergency action if control of radioactive material is lost 

h. Perform periodic radiation surveys 

i. Perform checks of survey instruments and other safety equipment 

j. Dispose of radioactive material 

k. Train personnel who work in or frequent areas where radioactive material 
is used or stored; and 

l. Keep a copy of all records and reports required by department regulations, 

The delegation and responsibility for each aspect of the radiation program and provisions for ensuring 
enforcement of radiation safety policies and procedures are as follows: 

IS.01 Radiation Safety & Protection Program. Retrieved 2/3/2023. Official copy at http://vcmc.policystat.com/policy/
13037292/. Copyright © 2023 Ventura County Medical Center

Page 4 of 15



COPY

a copy of these regulations, a copy of each licensing request and license 
including amendments, and the written policies and procedures required 
by the regulations. 

5. The Radiation Safety Officer shall: 

a. Approve radiation safety program changes for medical use not at a 
medical institution with the consent of management prior to sending to 
the department for licensing action. assist the radiation safety committee 
for medical use at a medical institution. 

b. review, sign and date, at least every 3 months the occupational radiation 
exposure records of all personnel working with radioactive material. 
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II. ALARA Program 

III. Dosimetry Program 

A. Each facility must evaluate whether or not personnel monitoring for occupational exposures is 
required. If a facility chooses to or is required to monitor, then those who are occupationally 
exposed to radiation should be instructed in the following: 

1. Types of individual monitoring devices used and exchange frequency. 

• Landauer Film badges (and TLD finger rings for Nuclear Medicine): 
Monthly 

2. Use of control badges. 

• The use of the control badge is used to maintain a base reading of non-
occupational exposure. Control badges are kept in the respective 
departments until ready to be sent back with appropriate dosimetry 
badges for reading. 

3. Instructions to employees on proper use of individual monitoring devices, including 
consequences of deceptive exposure of the device. 

• See Radiation Safety Policy "IS.19 Staff Radiation Safety and Dosimetry 
Monitoring" 

4. Procedures for ensuring that the combined occupational total effective dose 
equivalent (TEDE) to any employees receiving occupational exposure at this facility 
and at other facilities does not exceed 5 rem per year. 

• Employee dosimetry reports are monitored at specified intervals (see #1 
above) to ensure their combined occupational total effective dose 
equivalent does not exceed 5 rem per year. An employee's exposure is 
investigated further if his/her quarterly deep dose equivalent is greater 
than 375 mrem in a quarter (ALARA Level 2). 

5. Procedures for obtaining and maintaining employees' concurrent occupational 
doses during that year. 

Employees are required to self-disclose any and all concurrent occupational doses 
received during the previous year in January of the subsequent year or upon being 
employed. Their doses will be sent to Landauer for inclusion in their dose record. 

VCMC/SPH uses, to the extent practicable, procedures and engineering controls based upon sound 
radiation protection principles to achieve occupational doses and doses to members of the public that 
are as low as is reasonably achievable (ALARA) and documents procedures addressing this requirement. 
Staff resources and educational materials are available within PolicyStat and through annual education. 

All registrants are responsible for the protection of individuals that enter the registrants' controlled areas. 
The registrant is also responsible for ensuring that the public is protected and that the public dose does 
not exceed the limits found in 10 CFR 20. 

IS.01 Radiation Safety & Protection Program. Retrieved 2/3/2023. Official copy at http://vcmc.policystat.com/policy/
13037292/. Copyright © 2023 Ventura County Medical Center

Page 6 of 15



COPY

The RSO and designate will investigate in a timely manner the cause(s) of all 
personnel exposures equaling or exceeding Investigation Level II and, if warranted, 
will take action. A notice of exposure and a questionnaire will be sent to the affected 
staff to determine the source of exposure. An acknowledgement letter will be 
obtained from the affected staff. A report of the investigation and actions taken will 
be presented to the Radiation Safety Committee at the first Radiation Safety 
Committee meeting following completion of the investigation. The details of these 
reports will be recorded in the Radiation Safety Committee minutes. 

6. Procedures for ensuring that if minors are employed, their occupational TEDE does 
not exceed 500 millirem per year 

• N/A. We don't employ nor have any intentions of employing minors. 

7. Procedures for addressing a declaration of pregnancy. 

• See policy IS.56 Radiation Protection. Declaration by employees and 
withdrawal is a voluntary process. 

8. Procedures for maintaining documentation of dose to the embryo/fetus and 
associated documentation for the declared pregnant worker. 

• If an employee declares a pregnancy, she will be required to wear a fetal 
badge at the waist level and her dosimetry badge at the collar level. The 
fetal badge will be submitted and processed once a month to ensure fetal 
readings do not exceed the set dose limits. The employee's occupational 
dosimetry badges will be submitted monthly or quarterly based on the 
department (see item #1). All dosimetry reports are evaluated by the RSO 
and/or designate to ensure compliance with state/federal regulations 
concerning dose limits. 

IV. Area Monitoring and Control 
A. Radiation Area Monitoring 

The need for area monitoring shall be evaluated and documented. 

• Any area regulated through protective measures and safety provisions is considered 
a "Controlled Area". Access is restricted to controlled areas with warning signs 
specified in 17 CCR and incorporated sections of 10 CFR 20. 

• Any area accessible to personnel in which there exists radiation at such levels that a 
major portion of the body (whole body, head and trunk, active blood-forming organs, 
gonads, or lenses of the eye) could receive in any one hour a dose equivalent in 
excess of 5 mrem or in 5 consecutive days a dose equivalent in excess of 100 mrem 
is considered a "Radiation Area" 

B. Instrument Calibration and Maintenance 

Instruments used to verify compliance with regulatory requirements must be appropriate for 
use and calibrated at required frequencies. 
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Maintenance of the machine should be addressed. This may be addressed in part by the 
operator's manual from the manufacturer. 

All maintenance and calibration is completed by: 

• G.E. Healthcare 

• Phillips Healthcare 

• Konica 

• Siemens Medical 

• Hologic 

• Varian 

• In-house Biomedical Engineering: Contracted to the above vendors for all radiation 
producing and radiation detection instrumentation on campus. All non-PM based 
services are coordinated with above vendors and completed by qualified field service 
engineers to meet current regulatory and manufacturer recommendations. 

V. Radiological Controls 
A. Entry and Exit Controls 

Entry and exit from controlled areas must be adequate to ensure radiation safety. Design of 
emergency escape routes shall comply with applicable building codes. Document procedures 
addressing this requirement. 

• All applicable building codes were followed in the design of emergency escape 
routes of our facility. 

B. Posting 

1. Areas that are required to be posted should be identified in the Radiation Protection 
Program, in addition to procedures for ensuring that such areas are properly posted. 
Also, include procedures for ensuring that areas or rooms containing as the only 
source of radiation are posted with a sign or signs that read "CAUTION X-RAY". 
Identify who is responsible for maintaining those signs and/or labels. In addition, 
certain documents must be posted. This requirement is found in 17 CCR 30255(b). 

a. Entrances to X-ray suites are posted with signs that read "CAUTION X-
RAY". 

2. Conspicuously post: 

a. A current copy of the 17 CCR, incorporated sections of 10 CFR 20, and a 
copy of operating and emergency procedures applicable to work with 
sources of radiation (If posting of documents specified above is not 
practicable, the registrant may post a notice which describes the 
document and states where it may be examined.) 

• A current copy of 17 CCR and incorporated sections of 10 CFR 
20 can be found on PolicyStat within policy "IS.17 Title 17 
California Code of Regulations" 
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b. A current copy of Department Form RH-2364 (Notice to Employees) in a 
sufficient number of places to permit individuals working in or frequenting 
any portion of a restricted area to observe a copy on the way to or from 
such area. 

• A current copy of RH-2364 (Notice to Employees) is posted in 
each department where ionizing radiation is utilized. 

c. Any notice of violation involving radiological working conditions, or any 
order issued pursuant to the Radiation Control Law and any required 
response from the registrant. 

• Notice of violation and any response will be posted in the cited 
department. 

C. Disposal of Equipment 

Registrants shall report in writing to the Department the sale, transfer, or discontinuance of use 
of any reportable source of radiation. See the Guidance for Disposal of X-ray Machines 
available http://www.cdph.ca.gov/programs/Pages/RadiologicHealthBranch.aspx. 

D. Other Controls 

The registrant should evaluate the need for other controls in addition to those mentioned 
above. 

1. The following items should be considered : 

a. Types of controls used to reduce or control exposure to radiation, such as 
positioning aids, gonadal shielding, protective aprons, protective gloves, 
mobile shields, etc. 

• Refer to the "Apron Inventory" listing all of the above in each 
department utilizing radiation or radiation-producing devices. 

b. Procedures for routine inspection/maintenance of such controls. 

• Refer to the policy "IS.24 Lead Apron and Glove Survey" on 
PolicyStat 

VI. Emergency Exposure Situations and Radiation 
Accident Dosimetry 

• An established process to address and manage high radiation dose fluoroscopically guided 
procedures to ensure proper patient follow-up and follow-ups on suspicious readings has been 
developed and is followed. 

• All exposure situations or radiation accidents that have occurred are reported immediately to 
the RSO and reviewed quarterly by the Radiation Safety Committee for trends and performance 
improvement. 

Identify any possible emergency exposure situations or radiation accidents and document procedures to 
address such, to include dose assessment. 
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VII. Record Keeping and Reporting 

• The RSO and/or delegate are responsible for maintaining all required records. 

• For the most part, all records will be located in Radiology or online. 

• Documentation of policies and procedures are online, with a hard copy for specific 
departments. Film Badge reports are located in their respective departments, and online with 
Landauer. 

• N/A 

VIII. Reports to Individuals 

• Employees are provided, free of charge, dosimetry badges throughout the duration of their 
employment. Dosimetry badges must be submitted on a department specific basis. Monthly 
badges are available on the first of each month, quarterly badges are due on the 15th of each 
quarter. The dosimetry pick-up/drop-off container is located in each department utilizing 
badges. The most current dosimetry report is available through the "myLDR.com" web portal. 

• User: VCMCDOSEREPORTS 

• Pass: Radiation1 

• The RSO or delegate reports Level 1 or higher exposure levels to the Radiation Safety 
Committee. A termination radiation dosimetry summary report is available to each employee 
once their employment has ended. Annual summary reports are kept indefinitely, available on-
line from Landauer Inc. 

IX. Radiation Safety Training 
A. Operating and Safety Procedures 

1. All registrants are required to have a written operating and safety procedure manual. 
This may be the operating manual that comes with a radiation unit which may 
include safety procedures. However, if safety procedures are not included in the 

All record keeping and reporting requirements are specified in regulations. Document the applicable 
requirements and commitments to compliance. The facility must also maintain all records of the 
Radiation Protection Program, including annual program audits and program content review. The 
following items should also be identified: 

The person responsible for maintaining all required records. 

Where the records will be maintained. 

The format for maintenance of records and documentation. 

Procedures for record keeping regarding additional authorized sites (mobile providers). 

The Registrant shall provide reports of individual exposure when requested in accordance with 17 CCR 
30255. Document procedures addressing this requirement. 

IS.01 Radiation Safety & Protection Program. Retrieved 2/3/2023. Official copy at http://vcmc.policystat.com/policy/
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manual they must be developed. These safety procedures must be posted on the 
machine or where the operator can observe them while using the machine. 

2. Document all training your employees, both occupationally exposed and non-
occupationally exposed workers, are required to have before using radiation 
machines including continuing education. Also, document other training you provide 
to your employees or visitors such as radiation safety and protection program 
review, safety meetings, formal classroom training, etc. 

3. Some of these requirements are found in the 17 CCR 30255(b) (1). Specifically, each 
registrant shall: 

a. Inform all individuals working in or frequenting any portion of a controlled 
area of the use of radiation in such portions of the controlled area. 

b. All new employees are required to attend a departmental orientation where 
he/she is orientated to the various components (policies & procedures) of 
our radiation protection plan. 

c. Instruct such individuals in the health protection problems associated with 
exposure to radiation, in precautions or procedures to minimize exposure, 
instruct such individuals in, and instruct them to observe, to the extent 
within their control, the applicable provisions of Department regulations 
for the protection of personnel from exposures to radiation occurring in 
such areas. 

i. This facility has adopted the Radiation Right policies as a guide 
to effective Radiation Safety. 

ii. Annual Radiation Safety review is mandated for all staff dealing 
with radiation and/or radiation producing devices. 

iii. Staff meetings are held routinely, and Radiation Safety incidents 
are reviewed for best practice. 

d. Instruct such individuals of their responsibility to report promptly to the 
registrant any condition which may lead to or cause a violation of 
department regulations or unnecessary exposure to radiation, and of the 
inspection provisions of 17 CCR 30254. 

i. Staff are encouraged to report any causes for concern promptly 
as it relates to department regulation violations or unnecessary 
radiation exposure. Excessive Fluoroscopy is reported and 
documented per policy and procedures. 

4. Instruct such individuals in the appropriate response to warnings made in the event 
of any unusual occurrence or malfunction that may involve exposure to radiation and 
advise such individuals as to the radiation exposure reports which they may request 
pursuant to 17 CCR 30255. 

5. Any unusual occurrence or malfunction involving exposure to radiation will be 
promptly reported to the Equipment Service Coordinator who notifies the vendor and 
administration. Excessive radiation exposure reports will be documented and 
presented to the Radiation Safety Committee. 

IS.01 Radiation Safety & Protection Program. Retrieved 2/3/2023. Official copy at http://vcmc.policystat.com/policy/
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X. Quality Assurance Programs 

Radiographic QC Tests 

Factor Monitoring 
Frequency 

Responsible 
Party 

Limits Test Tool 

AEC Annual  None Exposure meter 

Collimation Annual  <2% SID IR + metal markers 

Exposure 
Linearity 

Annual  Greater or less than 
10% 

Exposure meter or ion 
chamber 

Exposure 
Reproducibility 

Annual  Greater or less than 
5% 

Exposure meter or ion 
chamber 

Exposure time Annual  <10 ms, greater or 
less than 20% 

Exposure meter 

>10 ms, greater or 
less than 5% 

Filtration Annual  >2.5 mm Al Aluminum sheets 

Focal Spot Size 
or 
Spatial 
Resolution 

Annual  ± 50% stated FSS - 
<0.8 mm 
40% larger – 0.8 mm 
– 1.5 mm 
30% larger – 
>1.5mm 

Slit/pinhole camera or star 
pattern phantom 

kVp Annual  Greater or less than 
10%kVp 

kVp meter 

Fluoroscopic QC Tests 

Factor Monitoring 
Frequency 

Responsible 
Party 

Limits Test Tool 

ABC Annual  None Exposure meter 

Exposure rate Annual  <10 rad/min Exposure meter 

Protective 
apparel 

Annual  No cracks or 
gaps 

Fluoroscope, IR 

Resolution Annual  None Resolution 
phantom 

CT Scanner QC Tests 

Factor Monitoring 
Frequency 

Responsible 
Party 

Limits 

Quality assurance program testing and frequency will conform with CCR Title 17 and accreditation 
requirements. Examples include but are not limited to: 

IS.01 Radiation Safety & Protection Program. Retrieved 2/3/2023. Official copy at http://vcmc.policystat.com/policy/
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Contrast 
resolution 

Semiannual  Resolve 5mm objects at 0.5% contrast 

Linearity Annually  coefficient correlation between the densities & 
HU should equal or exceed 0.96% 

CT number 
Accuracy, Noise 

Daily CT Technologist 0 +/- 5HU for CT number of water, Noise is 
dependent on scan parameter (mAs) 

Slice thickness 
<5mm 

Semiannual  0.5 mm 

Slice thickness 
>5mm 

Semiannual  ±1.0 mm 

Spatial 
resolution 

Annual  greater or less than 20% 

Table increment 
accuracy 

Annually Field Service 
Engineer (PM) 

Expected table movement should be within ±2 
mm 

Uniformity Daily CT Technologist <±10 HU across the image 

Regulations 

XI. Internal Audit Procedures 

A. Identification of inspection types and program audits conducted, to include radiation 
machines, personnel and procedures. 

1. Each piece of radiation producing and or radiation detecting device shall be 
inspected by a qualified medical physicist on an annual basis. All annual testing 
shall be performed within the confines of current state regulations. 

2. Notification of failure to pass performance-based testing shall be documented and 
remedied within the allowable time period as dictated by current state regulations. 

3. In certain circumstances equipment must be retested by a qualified medical 
physicist. Vendor qualified field service engineers shall remedy all deficiencies noted 
in testing results, and their remedies shall be communicated to the qualified medical 
physicist. 

B. Identification of the individual(s) who are responsible for performing inspections and/or 
audits. 

1. Only qualified medical physicists shall perform inspections/audits. These individuals 

Maintenance of all applicable regulations is required. 

Acceptance testing performed on all newly acquired equipment prior to usage. Acceptance testing 
performed by qualified medical physicist. All acceptance testing procedures are to meet ACR, TJC, IAC, 
CDPH and Federal Requirements (i.e. MQSA). 

The Registrant must audit the Radiation Protection Program on an annual basis. Documentation of the 
annual audits may be requested during inspection. The following items should be addressed depending 
on the scope of the radiologic health protection problems: 

IS.01 Radiation Safety & Protection Program. Retrieved 2/3/2023. Official copy at http://vcmc.policystat.com/policy/
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must meet requirements as outline by the accreditation body (The Joint 
Commission diagnostic imaging requirements) and be authorized by the State of CA 
to provide mammography services. 

2. As a Technologist: 

a. If the test indicates that the x-ray equipment is not functioning within 
specified standards, I will contact the department Director, equipment 
vendor, or in-house biomedical engineering to ensure that the equipment is 
repaired as soon as possible. 

b. If other image quality is not satisfactory, I will contact Therapy Physics, Inc 
(the medical physicist) to evaluate the system and correct the problem as 
soon as possible. 

c. All corrective actions will be carried out as soon as possible (within 
regulatory limits). 

C. Identification of where and at what intervals the inspections and/or audits are conducted. 

1. The program is to be valid for VCMC/SPH 

2. Intervals of testing are to be annual. Testing in between annual periods will be 
dictated by equipment purchases, major component changes in particular systems 
or the movement of fixed equipment into areas that they do not normally occupy. 
Acceptance testing will be conducted at purchase and prior to clinical use for newly 
acquired equipment. All acceptance testing is designed to satisfy current CDPH, 
Federal, TJC, ACR, IAC standards. 

D. Procedures for conducting the inspections and/or audits. 

1. We are contracted with qualified field service engineers as well as qualified medical 
physicists. Their contractual obligations are such that they are to make certain that 
all equipment is compliant with current state and OEM standards and specifications. 

2. The compliance is dictated by the frequency of visits and the legal mandate for 
frequency of testing. Deficiencies or fail items resulting from testing are remedied 
within the time confines of current state regulations. 

E. Instructions on identification of proper use of instrumentation if staff performs machine 
maintenance or fluoroscopic monitoring. 

1. The quality control (QC) technologist is responsible for all quality assurance duties 
not assigned to the lead interpreting physician or the medical physicist. Normally, he 
or she is expected to perform these duties, but may also assign other qualified 
personnel or may train and qualify others to do some or all of the tests. When these 
duties are assigned to others, the QC technologist retains the responsibility to 
ensure they are performed in accordance with the regulations. 

2. "Other personnel qualified" means persons with technical training appropriate for the 
task(s) assigned to them. Examples include a radiological technologist qualified 
under state regulations with appropriate training, a technologist who is trained to do 
the QC test(s) by the QC Technologist, or other persons appropriately trained to do 
the task(s) and supervised by the QC technologist. A receptionist or a secretary 
whose sole qualification is to copy documents, type, or answer the phone is not 

IS.01 Radiation Safety & Protection Program. Retrieved 2/3/2023. Official copy at http://vcmc.policystat.com/policy/
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All Revision Dates 
1/26/2023 

Approval Signatures 

Step Description Approver Date 

Hospital Administration Jason Arimura: Associate 
Hospital Administrator-
AncillaryServices 

1/26/2023 

Imaging Services Michael Hepfer: Medical 
Director, Imaging Services 

1/25/2023 

Imaging Services Matt McGill: Director, Imaging 
Services 

1/25/2023 

included under "other" qualified personnel. 
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Visitation During COVID-19 Pandemic 

Guideline 

Procedure 
General Visitation Process 

In keeping with recommendations from the California Department of Public Health (CDPH), the 
Ventura County Medical Center, Santa Paula Hospital, and Ambulatory Care Clinics have the following 
policy regarding visitors in our health care facilities during the Coronavirus Disease 2019 (COVID-19) 
pandemic. 

Given the risk of SARS-CoV-2 to the medically vulnerable, we will only allow visitors as outlined below.  

Visitors are required to comply with all hospital infection control policies, which includes wearing a well-
fitting face covering at all times when in the Hospitals. 

Single ply cotton face coverings (bandana, neck gaiter, t-shirt) are not approved face coverings 

For visitors who prefer to wear a cloth mask, these visitors will be asked to place medical mask 
over their cloth mask 

Visitors are restricted to patient rooms, and should only be in the lobby, waiting areas, common spaces 
as they move to and from the room they are visiting.  

Visitors may go to the cafeteria to purchase food.  

A guest tray may be ordered for visitors of known or suspected COVID-19 positive patients. 

Visitors should maintain physical distancing from other visitors not from the same household as well as 
from the facility health care personnel at all times. 
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Screening 
A. Signage will be placed at all entrances instructing visitors, regardless of vaccination status, to 

screen themselves prior to entry as follows: 

1. Visitors with signs or symptoms suggestive of COVID-19, or a temperature of 100 
degrees Fahrenheit and higher, should not enter 

2. Visitors who have tested positive for COVID-19 within the last 10 days should not 
enter 

a. Visitors who have attested that they have neither signs or symptoms of 
possible COVID-19, nor have tested positive for COVID-19 within the last 
10 days, should proceed directly to their destination within the hospital 

3. No visitors under the age of 18 shall be allowed unless they are parents of 
hospitalized children, or the significant other of a laboring woman 

4. Service animals will continue to be allowed entrance 

Visiting Patients who are Physically Located in the Emergency Department 
(both outpatients and inpatients) 

A. 1 visitor will be allowed for patients who are physically in the Emergency Department. 
Additional visitors will not be permitted except with nursing supervisor approval during the 
winter season (through February 2023). Exceptions may include end of life situations. 

Visiting COVID-negative Patients 

A. Patients in private rooms who are either COVID-negative or not suspected of having SARS-
CoV-2 infection may have 2 visitors on any given calendar day (either separately or together). 
For patients in semi-private rooms or in open areas (ER, pre-op and PACU, 3 West), 1 total 
visitor is allowed at a time up to a total of 2 visitors per calendar day. 

B. Exceptions can be made with approval of the nursing supervisor. Such exceptions include 
critical illness with significant chance of mortality, end of life, family meetings or other like 
events. 

C. The following groups are allowed 2 visitors at any given time even in semi-private areas: 

1. Hospitalized children (PEDS, PICU, NICU) 

2. Women in labor (a doula is considered a part of the health care team, and does not 
constitute one of the two visitors allowed to a laboring woman) 

3. Patients at the end of life 

4. Patients for whom a support person(s) is(are) medically necessary, including those 

During rare circumstances, terms outlined in this policy may be overridden by hospital administration. 
Examples include cases of patient safety where visitation is likely to cause harm, or in end of life, where 
additional visitation may benefit the patient and family. 

We encourage patients to keep in contact with their loved ones through virtual means, including video 
and/or phone communication. Staff will assist patient if needed. 

Visitation During COVID-19 Pandemic. Retrieved 2/3/2023. Official copy at http://vcmc.policystat.com/policy/12847796/.
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with physical, intellectual and / or developmental disabilities and patients with 
cognitive impairment 

5. Dependent young adult patient < 25 years of age, if patient requests it 

6. Patients undergoing surgery 

Visiting COVID-positive patients 

A. Patients with known or suspected SARS-CoV-2 infection who are in the following categories 
are allowed one visitor total per calendar day: 

1. Hospitalized children (PEDS, PICU, NICU) 

2. Women in labor 

3. Patients at the end of life 

4. Patients for whom a support person(s) is(are) medically necessary, including those 
with physical, intellectual and / or developmental disabilities and patients with 
cognitive impairment 

5. Dependent young adult patient < 25 years of age, if patient requests it 

B. Exceptions to the 1 visitor rule are permissible only in patients at end of life with nursing 
supervisor approval. 

C. Visitors of COVID-19 positive patients will be required to wear appropriate Personal Protective 
Equipment (PPE) while in the patient’s room, including: gown, gloves, eye protection, and a 
mask. 

1. The mask worn by a visitor may be an N95 respirator, a powered air purifying 
respirator (PAPR), or a 3M 6800, as appropriate. 

D. Visitors to patients who have tested positive for SARS-CoV-2 but are beyond the need for 
transmission based precautions should still be encouraged to wear PPE. 

E. Visitors who themselves have previously tested positive for SARS-CoV-2, and have been 
cleared by public health to be beyond the need for transmission based precautions 
(https://www.cdc.gov/coronavirus/ 2019-ncov/hcp/disposition-hospitalized-patients.html) 
may be allowed in the patient's room. However, given potential risk of SARS-CoV-2 reinfection, 
we recommend that the visitor wear PPE (as above). 

F. For any visitation of a patient with known or suspected SARS-CoV-2 infection, the physician 
should document in the patient's medical record conversations with the visitor regarding risk 
of SARS-CoV-2 infection from in-room visitation. 

Ambulatory Care Clinics 
A. Ambulatory Care patients will be allowed a maximum of two (2) visitors during the COVID-19 

pandemic. 

B. Requests for additional visitors will be reviewed by clinic leadership and granted on a case-by-
case basis. 
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Attachments 

Visitation During COVID-19 Pandemic Patient Handout (English & Spanish) 

Approval Signatures 

Step Description Approver Date 

Hospital Administration John Fankhauser, MD: Chief 
Executive Officer, VCMC & SPH 

2/2/2023 

Hospital Administration Minako Watabe: Chief Medical 
Officer, VCMC & SPH 

2/1/2023 

Hospital Administration Diana Zenner: Chief Operating 
Officer, VCMC & SPH 

1/31/2023 

Ambulatory Care Rachel Stern: Chief Medical 
Quality Officer 

1/31/2023 

Students Obtaining Clinical Experience 
A. Ventura County Health Care Agency supports efforts to ensure that new nurses and other 

professionals coming into the healthcare workforce are able to obtain necessary clinical 
experience. 

B. Students obtaining their clinical experience will be permitted to enter the facility if they meet 
the Centers for Disease Control and California Department of Public Health guidelines for 
healthcare workers to maintain the workforce needed during this pandemic. 

C. Students will need to comply with the State Public Health Officer Orders as follows: 

1.  Have either documented proof of SARS-CoV-2 vaccination and, if eligible, booster, or 

2. Medical or Religious exemption on file 

D. Whenever possible, students will not be assigned to care for persons known or suspected of 
having SARS-CoV-2 infection (COVID-19). 
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19. MCH.27 Newborn Admission Medications page 82-84 
20. N.37 Monitoring Neonates in the NICU page 85-89 
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34. ER.19 Organization of the Emergency Department page 126-127 
35. ER.21 Guidelines for Ventura County Medical Center as a Base Hospital page 128-129 
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37. ER.33 Mobile Intensive Care Nurse (MICN) Staffing in the Emergency

Department page 132-133 
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39. ER.35 Obstetrical (OB) Admissions from the Emergency Department page 136-137 
40. ER.36 Paramedic Base Hospital Designation page 138-139 
41. ER.37 Patient Care Philosophy and Goals of the Emergency Department page 140-141 
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42. ER.39 Personal and Professional Relationships of Law Enforcement
in the Emergency Department page 142 

43. ER.40 Rabies, Tetanus and Diphtheria Prophylaxis page 143-145 
44. ER.43 Sudden Infant Death Syndrome (SIDS) page 146-147 
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49. 100.013 Do Not Resuscitate (DNR) Orders page 160-162 
50. 100.014 Patient Transfer to Ventura County Medical Center and Santa Paula

Hospital page 163-164 
51. 100.020 Occupational Exposure to Tuberculosis page 165-166 
52. 100.022 Withdrawal of Patient Life Support page 167-171 
53. 100.026 Declaration of Brain Death and Apnea Testing page 172-175 
54. 100.033 Blood Alcohol Test Procedures page 176-178 
55. 100.036 Disposition of Foreign Bodies Removed for Legal Evidence page 179-180 
56. 100.042 Patient Leaves of Absence page 181-182 
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Microscopy (PPM) page 209-213 
64. 100.100 Palliative Care Program page 214-217 
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66. 100.102 Electronic Health Record (EHR) Unplanned Downtime page 226-231 
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68. 100.220 Electronic Order Management page 234-236 
69. 100.223 Discharge Against Medical Advice (AMA) page 237-238 
70. 100.224 Emergency Medical Treatment and Labor Act (EMTALA) page 239-242 
71. 100.236 Patient Safety Plan page 243-248 
72. 100.240 Suicide Risk Assessment page 249-255 
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Attachment A (Updated) page 256 
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76. 106.015 Bloodborne Pathogen Post-Exposure Evaluation and Management page 267-268 
77. 106.018 Infection Control Standard Precautions page 269-272 
78. 106.029 Aerosol Transmissible Disease Exposure Control Plan page 273-276 
79. 106.057 Infection Control Patient Education page 277-278 
80. 106.058 Infectious Disease Surge Planning Guidelines page 279-285 
81. 106.060 Guidelines for the Management of Prion Disease page 286-292 
82. 106.067 Infection Outbreak Investigation Response Guideline page 293-294 
83. 107.027 Quality Assessment and Performance Improvement Plan page 295-304 
84. 108.006 Nurse Staffing and Scheduling page 305-312 
85. 108.020 Lippincott Procedures page 313-314 
86. 108.021 Pressure Injury Prevention and Wound Management page 315-319 
87. 108.023 Blood Warmer Usage and Safety page 320-323 
88. 108.032 Blood Glucose Testing with the Nova StatStrip® Glucose Meter page 324-337 
89. 108.045 Urinary Catheter Insertion/Maintenance/De-escalation page 338-341 
90. HIM.08 Healthcare Agency Use of Scribes page 342-343 
91. MS.102.019 Monitoring Medicare Opt-Out Verifications page 344-345 
92. PH.115 Medication Boxes and Kits Attachment A-C (Updated) page 346-351 
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93. PH.27.00 Hazardous Drug Overview Attachment A and B (Updated) page 352-367 
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(Also approved by the Dept. of Surgery) page 421-424 
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100.265 Epidural Analgesia 
I POLICY: 

Ventura County Medical Center (VCMC) and Santa Paula Hospital (SPH) provides safe and effective 

administration and management of epidural analgesia. The scope of this policy and procedure is to outline the 

patient care and management of inpatients who receive epidural analgesia for labor pain and surgical 

procedures. 

OVERVIEW: 
A. The Department of Anesthesia is the primary service responsible for assessment and management of all

epidural drug administration

B. An epidural catheter may be inserted/initiated in the Operating Room (OR). Post Anesthesia Care Unit

(PACU), lnterventional Radiology (IR}, Intensive Care Unit (ICU), and Labor and Delivery.

C. For Obstetrics (OB) patients. epidural anesthesia should not be administered until a baseline maternal­

fetal assessment, physical exam, and progress of labor are evaluated by the Licensed Independent

Practitioner (LIP) on duty for OB.

D. For guidance on the timing between anticoagulant and epidural insertion/removal, see CPG.46

Anticoagulation Management Surrounding Epidural-lntrathecal-Lumbar Puncture

E. Nursing shall provide nursing care consistent with the guidelines and procedures outlined in this policy.

See Lippincott's for detailed process.

1. Assessment, evaluation, and documentation of the patient's baseline vital signs which include

patient's level of pain, level of consciousness. motor/sensory function, effectiveness of epidural

analgesia, and any untoward effects related to epidural analgesia. See policy 100.076 Pain

Assessment Management. and Documentation.

2. Maintenance of the epidural catheter and tubing used for continuous infusion.

3. Assessment of the epidural catheter site and dressing every shift.

4. Contacting Anesthesia Service for assessment and evaluation of the patient as needed

F. Controlled substance waste must be documented as per policy PH.88 Controlled Substances

100.265 Epidural Analgesia. Retrieved 12/1/2022. Official copy at bttp://vcmc.policystat.com/policy/12678216/. Copyright© 

2022 Ventura County Medical Center 
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Attachment A 

VCMC 
Crash Cart Location 

North Tower Location Type of Crash Cart 
Basement or Ground Level Floor: Adult Pediatric- 

Broselow 
Neonatal 

• Central Supply 
Replacement carts only

8 2 2 

• NT Imaging 1 1 
• NT Stress Test Room 1 
• NT Ultrasound 1 
• NT Pre-OP (near bay 20) 1 
• NT Post/Pre-Op (near bay 25) 1 
• NT PACU 1 1 
• NT OR Core near room 1 1 1 
• NT OR Core near room 3 1 
• NT OR Core near room 4 1 
• NT OR Core #6 1 

First Floor Adult Pediatric- 
Broselow 

Neonatal 

• NT ED Trauma #1 1 
• NT ED Trauma #2 1 
• NT ED Cardiac Rm #1 1 
• NT ED Cardiac Rm #2 1 
• NT ED Nursing Station 1 
• NT ED Triage/ Rapid Care area 1 
• NT ED CT Scanner 1 
• ICU #1 1 
• ICU #2 1 
• ICU#3A 1 
• ICU#3B 1 
• Med-Surg #1A 1 
• Med-Surg #2A 1 

Second Floor Adult Pediatric- 
Broselow 

Neonatal 

• NICU #1 1 
• NICU #2 1 
• C/S OR Rm 1 
• OB and L&D 1 
• L&D Station triage 1 
• Post-Partum 1 
• Post-Partum Transitional nursery 

(TCN)
1 

• PEDS 1 1 
• PICU 1 1 

Third Floor Adult Pediatric- 
Broselow 

Neonatal 

• Med-Surg 3A 1 
• Med-Surg 3B 1 

Commented [VA1]: Approved  by Code Blue Committee 
10-14-2022 
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Vintage VCMC- First Floor Adult Pediatric- 
Broselow 

Neonatal 

• OP RAD CT Scanner # 1 1 1  

• OP RAD CT Scanner # 2 1 1  
• OP Nuclear Med 1   

Vintage VCMC Third Floor Adult Pediatric- 
Broselow 

Neonatal 

• 3 West 1   
Vintage VCMC Fourth Floor Adult Pediatric- 

Broselow 
Neonatal 

• OP GI Lab 1   
• Bronchoscopy Suite 1   

Hillmont Psychiatric Center Adult Pediatric- 
Broselow 

Neonatal 

• IPU 1   

Santa Paula  
Crash Cart Location 

Location Type of Crash Cart 
Basement or Ground Level Floor: Adult Pediatric- Broselow Neonatal 

• ED 1  1   1 

• ICU 1   
• Med/Surg 1   
• PACU 1   
• OR  1  
• Imaging  1   
• OB   1 
• Central Supply 
Replacement carts only 3 1 2 

Type of Back-up Medication Tray (SPH After Hours Need Only) 

• Med/Surg Medication Room 4 1 1 
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100.236 Patient Safety Plan 
POLICY: 

GOALS: 

1. Ongoing organizational learning about errors and risk avoidance; 

2. Recognition that patient safety is an integral job responsibility; 

3. Development of patient safety goals into job specific competencies; 

This Patient Safety Plan supports and promotes the mission, vision and values of the Ventura County Health 
Care Agency (HCA) through implementation of a culture that is supportive of safety and reduction of risks for 
all stakeholders. Recognizing that effective safety improvement and risk reduction requires an integrated and 
coordinated approach, the following plan relates specifically to a systematic program to minimize physical 
injury, accidents and undue psychological stress during hospitalization. The organization-wide safety program 
will include all activities contributing to the maintenance and improvement of patient safety. 

The Patient Safety Plan is focused on an approach geared towards the avoidance of medical errors and 
mitigation of hazardous conditions, by utilizing a systematic, coordinated and on-going approach to reducing 
risk and harm while improving safety. This approach focuses on processes and a proactive approach to 
reduce real or potential risk, and the integration of patient safety into all aspects of patient care. 

The Patient Safety Plan is implemented through the continuous integration and coordination of the patient 
safety activities performed by members of the medical staff, nursing, ancillary and support services with each 
member of the healthcare team playing a crucial role to help ensure a safe environment. 

The leaders of the organization are responsible for fostering an environment through their personal example; 
emphasizing patient safety as an organizational priority; providing education to medical and hospital staff 
regarding the commitment to reduction of medical errors; supporting proactive reduction in medical/healthcare 
errors; and integrating patient safety priorities into the design and redesign of all relevant organization 
processes, functions and services. 

Leaders focus on establishing a culture of safety that minimizes hazards and patient harm, by focusing on 
process of care, modeling principles of a Just Culture and integrating patient safety into all functions and 
services. The framework of a Just Culture ensures balanced accountability for both individuals and the 
organization responsible for designing and improving systems in the workplace. 

The goals of the Patient Safety Program include, but are not limited to: 

100.236 Patient Safety Plan. Retrieved 1/4/2023. Official copy at http://vcmc.policystat.com/policy/12135370/. Copyright ©
2023 Ventura County Medical Center
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4. Encouraging the recognition and reporting of errors and risks to patient safety without judgment or 
placement of blame; 

5. Involving patients in decisions about their health care and promoting open communication about errors; 

6. Collecting and analyzing data to evaluate care processes, to identify opportunities to reduce risk and 
implement improvement; 

7. Communication of safety findings and the actions taken to improve processes and systems, in order to 
reduce risk. 

PROCEDURE: 

A. Staff will obtain required orders to support the patient’s clinical condition. 

B. Staff will immediately report the event either to the Nursing Manager or the House Supervisor if the event 
occurs during off-hours. 

C. If the event is at the level of a Sentinel Event or acute patient harm has occurred, the Administrator-on-
call (AOC) should be notified. 

D. Staff will complete the online Notification Form 

Authority and Responsibility 

Patient Safety Committee 

A. The scope of the PSC includes review of medical/healthcare errors involving patients of any age, visitors, 
hospital/medical staff, students and volunteers. Aggregate data from internal reports and external 
resources will be used for review and analysis in prioritization of improvement efforts, implementation of 
interventions and follow-up monitoring.  The severity categories of medical/health care errors include: 

B. No Harm Error: an unintended act, either of omission or commission, or an act that does not achieve its 
intended outcome. 

C. Mild to Moderate Adverse Outcome: any set of circumstances that do not achieve the desired outcome 
and result in an mild to moderate physical or psychological adverse patient outcome. 

D. Hazardous Conditions: any set of circumstances, exclusive of disease or condition for which the patient 
is being treated, which significantly increases the likelihood of a serious adverse outcome. 

E. Near Miss: any process variation which did not affect the outcome, but for which a recurrence carries a 
significant chance of a serious adverse outcome. 

The procedures for immediate response to medical/health care error are as follows: 

The authority to implement this plan is granted by the Oversight Committee. The responsibility of ensuring the 
tasks and duties described in this document are the responsibility of the Patient Safety Officer/Team. To 
ensure closed loop communication regarding team activities the Patient Safety Officer or designee will report 
to the Medical Executive Committee (MEC) and Oversight Committee on a quarterly basis. 

The Patient Safety Committee (PSC) is composed of an interdisciplinary group that meets to review the 
organization’s Patient Safety Program through a systematic, coordinated, continuous approach. The PSC 
meets no less than four (4) times per year to ensure the maintenance and improvement of patient safety in 
the establishment of plans, processes and mechanisms involved in the provision of patient care. The 
chairperson has the discretion to call additional team meetings and to form subgroups to address any 
outstanding patient safety issues. 

100.236 Patient Safety Plan. Retrieved 1/4/2023. Official copy at http://vcmc.policystat.com/policy/12135370/. Copyright ©
2023 Ventura County Medical Center
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F. Sentinel Event: an unexpected occurrence involving death or serious physical or psychological injury or 
the risk thereof.  Serious injury specifically includes the loss of limb or function. The phrase “or risk 
thereof” includes any process variation for which a recurrence would carry a significant chance of a 
serious adverse outcome. 

G. The Patient Safety Committee (PSC) will evaluate aggregate data/processes and NOT specific clinical 
details related to individual occurrences. Clinical details will be reviewed/addressed through the other 
established processes and committees. 

H. The PSC will be chaired by an appointee of the Executive Team. 

1. The responsibilities of the Chair may include but are not limited to: 

a. Compliance with patient safety standards and initiatives; 

b. Evaluation of work performance, as it relates to patient safety; 

c. Reinforcement of the expectations of the Patient Safety Plan; and 

d. Acceptance of accountability, for measurably improving safety and reducing errors. 

e. These duties may include listening to employee and/or patient concerns, and/or interviews with 
hospital and medical staff to determine what is being done to safeguard against occurrences, 
and to respond to reports concerning workplace conditions. 

2. Team members include representatives of services involved in providing patient care, i.e., Pharmacy, 
Laboratory, Infection Prevention, Imaging, Nursing (ED, ICU, Pediatrics, OB, Perioperative and 
Medical/Surgical), Performance Improvement as well as Executive Team representation. The 
medical staff representative(s) on the team will be the Medical Director of Inpatient Quality, the Chief 
Medical Officer (CMO) and at least one resident/ medical student. 

I. The mechanism to ensure all components of the organization are integrated into the program is through a 
collaborative effort of multiple disciplines. This is accomplished by: 

1. Reporting of potential (Good Catch) or actual occurrence through the notification system by any 
employee in every department; 

2. Communication amongst hospital leadership to assure a comprehensive knowledge of not only 
clinical, but also environmental factors involved in providing an overall safe environment; 

3. Reporting of patient safety and operational safety measurements/activity to the Performance 
Improvement Coordinating Council (PICC), the MEC and to the Oversight Committee. 

A. A non-punitive approach supportive of a Just Culture; 

B. Voluntary participation in the Root Cause Analysis/Event Analysis for educational purposes and 
prevention of further occurrences; 

C. Resources such as the Employee Assistance Program (EAP) should the need exist; 

D. Regular staff surveys about their willingness to report medical errors. 
 

As this organization supports the concept that errors occur due to a breakdown in systems and processes, 
staff involved in an event with an adverse outcome will be supported by: 

Methods to assure ongoing in-services, education and training programs for maintenance and improvement of 
staff competence and support of an interdisciplinary approach to patient care is accomplished by: 

100.236 Patient Safety Plan. Retrieved 1/4/2023. Official copy at http://vcmc.policystat.com/policy/12135370/. Copyright ©
2023 Ventura County Medical Center
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A. Providing information about reporting mechanisms to new staff in the initial orientation and during on-
going training; 

B. Providing ongoing education, including reporting mechanisms, through information presented during 
annual competency; 

C. Testing staff knowledge regarding patient safety during annual competency; 

D. Obtaining a confidential assessment of staff’s willingness to report medical errors at least bi-annually. 

A. These quarterly meeting reports will include ongoing activities including data collection, analysis, actions 
taken, and monitoring for the effectiveness of actions. 

B. The minutes/reports of the Patient Safety Committee will be reported to the MEC and the Oversight 
Committee on a quarterly basis, or more frequently, as indicated. 

A. External reporting will be completed in accordance with all state, federal, and regulatory rules, regulations 
and requirements. 

A. Conversations with patients and families during manager or administrative rounds; 

B. Comments from patient satisfaction surveys. 

C. Procedures used in communicating with families about the organization’s role and commitment to meet 
the patient’s right to have unexpected outcomes or adverse events explained to them in an appropriate, 
timely fashion, include: 

1. Patient’s rights statements; 

2. Patient responsibilities: A list of patient responsibilities will be included in the admission information 
booklet. These responsibilities include the patient providing correct information about perceived risks 
and changes in their condition, asking questions, following instructions, accepting consequences, 
following facility rules, etc.; 

D. Annual assessment for barriers to effective communication among caregivers. 

A. The process will be assessed to determine the steps where there is or may be undesirable variation 
(failure modes). 

B. Information from internal or external sources will be used to minimize risk to patients affected by the new 
or redesigned process. 

C. For each failure mode, the possible effects on patients, as well as the seriousness of the effect, will be 

Internal reporting, in order to provide a comprehensive view of both the clinical and operational safety activity 
of the organization: 

External Reporting: 

Solicitation of input and participation from patients and families in improving patient safety will be 
accomplished by: 

A proactive component of the program includes the selection of a high-risk or error prone process for 
concentrated activity through a Proactive Risk Assessment (PARA)/Failure Mode Effect Analysis (FMEA) 
process. The PARA/FMEA selection may be based on information published by The Joint Commission (TJC) 
Sentinel Event Alerts, and/or other sources of information including risk management, performance 
improvement activities, infection prevention/ control, research, patient/family suggestions/expectations or 
other identified potential high-risk processes. 

100.236 Patient Safety Plan. Retrieved 1/4/2023. Official copy at http://vcmc.policystat.com/policy/12135370/. Copyright ©
2023 Ventura County Medical Center
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identified. 

D. The process will be redesigned to minimize the risk of failure modes. 

E. The redesigned process will be tested and implemented. 

F. Measures to determine effectiveness of the redesigned process will be identified and 
implemented. Strategies to maintain success over time will be identified. 

A. Definition of the scope of occurrences including Sentinel Events, Event Analysis or a Root Cause 
Analysis as well as near misses; 

B. Detail of activities that demonstrate the patient safety program has a proactive component by identifying 
the high-risk process (PARA/FMEA) selected for improvement efforts; 

C. Results of the high-risk or error-prone processes selected for ongoing measurement and analysis; 

D. A description of how the function of process design, which incorporates patient safety, has been carried 
out using specific examples of process design or redesign that include patient safety principles; 

E. The results of the program that assesses and improves staff willingness to report medical/health care 
errors; 

F. A description of the examples of ongoing training and other educational programs that are maintaining 
and improving staff competence and supporting an interdisciplinary approach to patient care. 

Confidentiality 

Evaluation and Approval 

All revision dates: 9/14/2021, 4/14/2020 

Attachments 

No Attachments 

The Patient Safety Committee (PSC) chairperson will submit a Quality Assessment/Performance 
Improvement (QAPI) Annual Report to the MEC and to the Oversight Committee which includes review of the 
hospital's patient safety activities. The report may include, but not be limited to: 

All information related to organizational patient safety performance improvement activities performed by the 
team members, in accordance with this plan are confidential and are protected. Confidential information may 
include, but is not limited to; Patient Safety Team minutes, any associated medical staff committee minutes, 
organizational performance improvement reports, data gathering and reporting, and untoward incident 
reporting. 

Some information may be disseminated, as required, by federal review agencies, regulatory bodies, the 
National Practitioners Data Bank, or any individual or agency that proves a “need to know." 

The Patient Safety Plan will be evaluated annually or as changes occur, and revised as necessary at the 
direction of the Executive Team and/or the MEC.  The evaluation of the plan’s effectiveness will be 
documented in a report to the MEC and Oversight Committee. 

100.236 Patient Safety Plan. Retrieved 1/4/2023. Official copy at http://vcmc.policystat.com/policy/12135370/. Copyright ©
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TOP OF CART 
(2) Buckets for Ice Binder: Clinical Update – Management of Malignant Hyperthermia 

MEDICATIONS- See Bottom Drawer 
DRAWER #1 

(1) Hyper/Hypothermia Blanket
Blood Specimen Tubes: (each test should have 2 pediatric and 2 adult) 

• Green Top Tubes (REF 367960) -- CK, Myoglobin, SMA 19 (LDH, electrolytes, thyroid studies)
• Blue Top Tubes (REF 363083) -- PT/PTT, Fibrinogen, Fibrin Split Products
• Purple Top Tubes (REF 367856) – CBC, Platelets
• Grey Top Tubes (REF 367922) – Lactic Acid Level (after specimen is collected, put tube on ice)

 Multistix 10 SG Urine Dipstick (8) Large Bags for ice
(6) ABG kits (4) Medium Bags for ice
(2) Specimen Container Alcohol Pads 

Drawer #2 
(4) Instant Cold Compress

Drawer #3 

(3) Steri-Drape Large (1050) (1) Urine Meter Catheterization Tray (1) Blood Y-Type Tubing Set
(36) 60 mL Luer Lock Syringes (1) Foley Catheter 18 fr (2) 60 mL Catheter Tip Syringes
(4) IV Catheter 20 gauge (6) Mini spike dispensing pin (36) 18 gauge needles
(1) Roll of Tape (4) IV Catheter 22 gauge (4) IV Catheter 24 gauge

Drawer #4 

(1) Introducer Kit (1) Continue-Flo Solution Set (1) Art Line Kit
(1) Esophageal Stethoscope 9 fr (2) Esophageal Stethoscope 18fr (1) Esophageal Stethoscope 24fr
(1) Rectal Tube 28 fr (1) Rectal Tube 32 fr
(1) Salem Sump Tube Anti-Reflux Valve 6 fr (1) Salem Sump Tube Anti-Reflux Valve 8 fr (1) Salem Sump Tube Anti-Reflux Valve 12 fr
(1) Salem Sump Tube Anti-Reflux Valve 14 fr (1) Salem Sump Tube Anti-Reflux Valve 16 fr (1) Salem Sump Tube Anti-Reflux Valve 18 fr

Bottom Drawer - Medications 

(36) Dantrolene Sodium 20 mg vials (6 boxes) (36) Sterile Water for injection 100 mL vials (4) Furosemide 40 mg/4 mL PFS

(2) Calcium Chloride (10%) 10 mL PFS (5) Sodium Bicarbonate 8.4% 50 mEq/50 mL PFS (2) Dextrose 50% 25 gm/50 mL PFS

(3) Lidocaine 2% 100 mg/5 mL PFS
Refrigerator - Medications 

(1) Insulin, regular 100 units/mL 3 mL (3) 0.9% sodium chloride 1000mL bag
Location of refrigerated medications: VCMC ORCS: Main Pharmacy; VCMC OR: OR fridge; SPH OR: OR Fridge 

Policy 100.097 Malignant Hyperthermia, Attachment B             VCHCA-345-116 (12/2021) 
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Location 
Anaphylaxis  

Kit  
Anesthesiologist 

Medication  
Box 

Cardiac 
Medication  

Box 

Code Blue 
Medication 

Box 

Code Blue 
Pharmacy 

Medication Box 

Code White 
Pharmacy 

Medication Box 

Code Stroke 
Medication 

Box 

Epidural 
Medication 

Kit 

Extravasation Kits GI Lab Transport 
Box 

VCMC Pharmacy 1 3 1 1 1 1 1 1 1 
Inpatient Psychiatric Unit 1 
3WEST 1 1 
NTMST1 1 
NTMST3A 1 1 
NTMST3B 1 1 1 
NTPEDS 1 1 
NTPICU 1 1 
NTNICU 
NTOB 1 
NTOBPP 1 
NTED 1 1 
NTICU1 (ICU) 1 1 
NTICU2 (Telemetry) 1 1 
NTICU3 (DOU) 1 
NTRAD 1 
NTPACU1 1 
GI Lab 1 
Outpatient CT Room 1 1 
Outpatient CT Room 2 1 
SPH Pharmacy 1 
SPH ED 1 1 
SPH ICU 1 
SPH MS 1 
SPH Nursery 
SPH OB 1 1 
SPH Radiology 2 
SPH OR 
Infusion Pharmacy 
Pediatric Hem-Onc Clinic 1 
Large Infusion Room 1 
Small Infusion Room 1 
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Location 

 
Hydrofluoric 

Acid Exposure 
Kit 

 
Infusion 

Hypersensitivity 
Kit 

 
Intubation 

Kits 

 
Neonatal 

Resuscitation 
Box 

 
NICU Transport 

Medication 
Box 

 

 
OB Cytotec 

Medication Kit 

 
PICU  

Transport 
Medication Box 

 
Post-Partum 

Vaginal Bleeding 
Kit 

 
Preeclampsia 

Medication Box 

 
Pyxis Anesthesia 
Emergency Drug 

Kit  

VCMC Pharmacy   4  21 2 1 1 2  
Inpatient Psychiatric Unit   1        
3WEST           
NTMS1   1        
NTNTMST3B           
NTMST3B           
NTPICU   2    1    
NTNICU     21      
NTOB   1   2  3 2  
NTOBPP      1  3 1  
NTORCS   1     1   
NTED 1  4        
STED   2        
NTICU1 (ICU)   3        
NTICU2 (Telemetry)           
NT ICU3 (DOU)   3        
NTPACU1   1        
GI Lab 1   1        
OR Core      1     
OR 1, 2, 3, 4, 5, 6          6 
SPH ER 1  3        

SPH ICU   2        
SPH MS   1        
SPH Nursery    1  1     
SPH OB   1     1 1  
SPH Radiology           
SPH OR   1       3 
Infusion Pharmacy  1         

Pediatric Hem-Onc Clinic  2         
Large Infusion Room  2         
Small Infusion Room  1         
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PICU Transport Kit 
MEDICATION PAR USED 

Flumazenil 0.5 mg/5 mL vial 1  
Ketamine 500 mg/5 mL vial 1  
Naloxone 2 mg/2 mL pre-filled syringe 2  
Propofol 500 mg/50 mL vial 1  

 
DATE OF SERVICE: _______________________  RN: __________________ 

 
Place PATIENT ADDRESSOGRAPH sticker on back and return to Pharmacy 

 

 
 

 

PICU Transport Kit 
MEDICATION PAR USED 

Flumazenil 0.5 mg/5 mL vial 1  
Ketamine 500 mg/5 mL vial 1  
Naloxone 2 mg/2 mL pre-filled syringe 2  
Propofol 500 mg/50 mL vial 1  

 
DATE OF SERVICE: _______________________  RN: __________________ 

 
Place PATIENT ADDRESSOGRAPH sticker on back and return to Pharmacy 
 

 
 

PICU Transport Kit 
MEDICATION PAR USED 

Flumazenil 0.5 mg/5 mL vial 1  
Ketamine 500 mg/5 mL vial 1  
Naloxone 2 mg/2 mL pre-filled syringe 2  
Propofol 500 mg/50 mL vial 1  

 
DATE OF SERVICE: _______________________  RN: __________________ 

 
Place PATIENT ADDRESSOGRAPH sticker on back and return to Pharmacy 
 

 
 

 

PICU Transport Kit 
MEDICATION PAR USED 

Flumazenil 0.5 mg/5 mL vial 1  
Ketamine 500 mg/5 mL vial 1  
Naloxone 2 mg/2 mL pre-filled syringe 2  
Propofol 500 mg/50 mL vial 1  

 
DATE OF SERVICE: _______________________  RN: __________________ 

 
Place PATIENT ADDRESSOGRAPH sticker on back and return to Pharmacy 
 

 
 

PICU Transport Kit 
MEDICATION PAR USED 
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PICU Transport Kit 
MEDICATION PAR EXPIRES 

Flumazenil 0.5 mg/5 mL vial 1  
Ketamine 500 mg/5 mL vial 1  
Naloxone 2 mg/2 mL pre-filled syringe 2  
Propofol 500 mg/50 mL vial 1  

    

   Filled by: ___________________________ Date: _________________ 
 
   Checked by: ________________________  Date: _________________ 

 

 
 

 

PICU Transport Kit 
MEDICATION PAR EXPIRES 
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AMOUNT USED MEDICATION PAR EXPIRE DATE 
 Atropine 0.1 mg/mL 10 mL PFS 1  
 Calcium gluconate 100 mg/mL 10 mL vials 2  
 Epinephrine 0.1 mg/mL 10 mL PFS 2  
 Naloxone 1 mg/mL 2 mL PFS 2  
 Heparin 10 units/mL 3 mL PF flush 4  
 Heparin 100 units/mL 5 mL PF flush 1  
 Sodium bicarbonate 0.5 mEq/mL 10 mL PFS 3  
 Sodium chloride 0.9% 10 mL vial 4  
 SUPPLIES   

   1 mL Syringes 4  

   3 mL Syringes 2  
 10 mL Syringes 2  
 18 G/23 G/25 G needles 2 of each  
 Stopcocks 3-Way 2  
 Rapidfill Connector 4  
 Sodium chloride 0.9% 10 mL PFS 4  
 Alcohol Wipes 8  
 VCMC Blank Labels 4  

 
Filled by:  ______________________________________________________  Date: ________________________ 

 

Checked by: ______________________________________________________  Date: ________________________ 
 

Date of use:    ______________________________________________________   
 

              
                                                           VENTURA COUNTY MEDICAL CENTER   ADDRESSOGRAPH: 
                                        SANTA PAULA HOSPITAL 
   

                               NICU TRANSPORT BOX 
  

 Return the medication kit to the pharmacy after use. 
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NICU TRANSPORT BOX 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
        FIRST EXPIRATION DATE: __________________   SEAL #:  __________________ 
 
        CHECKED BY: ____________________________  ON:  _____________________ 

 

RETURN TO PHARMACY FOR REPLACEMENT 
 

MEDICATION PAR 
EXPIRE 
DATE 

Atropine 0.1 mg/mL 10 mL PFS 1  
Calcium gluconate 100 mg/mL 10 mL vials 2  
Epinephrine 0.1 mg/mL 10 mL PFS 2  
Naloxone 1 mg/mL 2 mL PFS 2  
Heparin 10 units/mL 3 mL PF flush 4  
Heparin 100 units/mL 5 mL PF flush 1  
Sodium bicarbonate 0.5 mEq/mL 10 mL PFS 3  
Sodium chloride 0.9% 10 mL vial 4  
SUPPLIES   
  1 mL Syringes 4  
  3 mL Syringes 2  
10 mL Syringes 2  
18 G/23 G/25 G needles 2  EACH  
Stopcocks 3-Way 2  
Rapidfill Connector 4  
Sodium chloride 0.9% 10 mL PFS 4  
Alcohol Wipes 8  
VCMC Blank Labels 4  

 

 
NICU TRANSPORT BOX 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
        FIRST EXPIRATION DATE: __________________   SEAL #:  __________________ 
 
        CHECKED BY: ____________________________  ON:  _____________________ 

 

RETURN TO PHARMACY FOR REPLACEMENT 
 

 

MEDICATION PAR 
EXPIRE 
DATE 

Atropine 0.1 mg/mL 10 mL PFS 1  
Calcium gluconate 100 mg/mL 10 mL vials 2  
Epinephrine 0.1 mg/mL 10 mL PFS 2  
Naloxone 1 mg/mL 2 mL PFS 2  
Heparin 10 units/mL 3 mL PF flush 4  
Heparin 100 units/mL 5 mL PF flush 1  
Sodium bicarbonate 0.5 mEq/mL 10 mL PFS 3  
Sodium chloride 0.9% 10 mL vial 4  
SUPPLIES   
  1 mL Syringes 4  
  3 mL Syringes 2  
10 mL Syringes 2  
18 G/23 G/25 G needles 2  EACH  
Stopcocks 3-Way 2  
Rapidfill Connector 4  
Sodium chloride 0.9% 10 mL PFS 4  
Alcohol Wipes 8  
VCMC Blank Labels 4  
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Antineoplastic Agents NIOSH Group 1 
Abiraterone Cytarabine Idarubicin HCL Pomalidomide 

Ado-trastuzumab emtansine Cytarabine liposome Ifosfamide Ponatinib 
Afatinib Dabrafenib Imatinib mesylate Pralatrexate 

Altretamine Dacarbazine Irinotecan HCL Procarbazine HCL 
Amsacrine Dactinomycin Ixabepilone Regorafenib 

Anastrozole Dasatinib Ixazomib Romidepsin 
Arsenic trioxide DAUNOrubicin HCL Letrozole Sacituzumab govitecan 

Axitinib DAUNOrubicin HCL liposome Leuprolide acetate Sorafenib tosylate 
Azacitidine Decitabine Leuprolide/Norethindrone Streptozocin 

Bacillus Calmette Guerin Degarelix acetate Lomustine Sunitinib malate 
Belinostat Docetaxel Mechlorethamine HCL Tamoxifen citrate 

Bendamustine DOXOrubicin HCL Megestrol acetate Temozolomide 
Bexarotene DOXOrubicin HCL liposome Melphalan Temsirolimus 

Bicalutamide Enfortumab vedotin Melphalan HCL Teniposide 
Bleomycin sulfate Enzalutamide Mercaptopurine Thioguanine 

Bortezomib Epirubicin HCL Methotrexate Thiotepa 
Bosutinib Eribulin mesylate Methotrexate sodium Topotecan HCL 

Brentuximab vedotin Erlotinib HCL Mitomycin Toremifene citrate 
Busulfan Etoposide Mitotane trabectedin 

Cabazitaxel Everolimus MitoXANTRONE HCL Trametinib 
Cabozantinib Exemestane Nelarabine Trifluridine/tipiracil 
Capecitabine Fam-trastuzumab deruxtecan Nilotinib HCL Triptorelin pamoate 
Carboplatin Floxuridine Oxaliplatin Valrubicin 
Carfilzomib Fludarabine phosphate Paclitaxel Vandetanib 
Carmustine Fluorouracil Paclitaxel protein-bound Vemurafenib 

Chlorambucil Flutamide Panobinostat VinBLAStine sulfate 
Cisplatin Fulvestrant Pazopanib HCL VinCRIStine sulfate 

Cladribine Gemcitabine HCL Pemetrexed VinCRIStine sulfate liposome 
Clofarabine Goserelin acetate Pentostatin Vinorelbine tartrate 
Crizotinib Histrelin Pertuzumab Vismodegib 

Cyclophosphamide Hydroxyurea polatuzumab vedotin Vorinostat 
*VCMC Formulary *Restricted Use

PH.27.00 Hazardous Drug Overview. Revised 10/2022
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Hazardous Nonantineoplastic Agents NIOSH Group 2 
Abacavir Esterified estrogens Lenalidomide Oxcarbazepine 
Alefacept Estradiol Levonorgestrel Palifermin 

Apomorphine Estradiol acetate Liraglutide Phenoxybenzamine 
HCL 

Azathioprine Estradiol cypionate MedroxyPROGESTERone acetate Phenytoin 
Azathioprine sodium Estradiol valerate Mestranol Progesterone 

Carbamazepine Estrogen-progestin Methimazole Propylthiouracil 
Chloramphenicol Estrone Mipomersen Raloxifene 

Cidofovir Estropipate Mycophenolate mofetil Rasagiline mesylate 
Conjugated estrogens Ethinyl estradiol Mycophenolate mofetil HCL Sirolimus 
Conjugated estrogens Ethynodiol diacetate Mycophenolate sodium Spironolactone 

CycloSPORINE Etonogestrel Nevirapine Tacrolimus 
CycloSPORINE, modified Fingolimod Norelgestromin Teriflunomide 

Deferiprone Fluoxymesterone Norethindrone Thalidomide 
Dexrazoxane HCL Fosphenytoin Norethindrone acetate Tofacitinib 
Diethylstilbestrol Ganciclovir sodium Norgestimate Uracil mustard 

Divalproex sodium Hydroxyprogesterone Norgestrel Valganciclovir HCL 
Entecavir Leflunomide Ospemifene Zidovudine 

*VCMC Formulary

PH.27.00 Hazardous Drug Overview. Revised 10/2022
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Nonantineoplastic Agents Primarily with Adverse Reproductive Effects NIOSH Group 3 
Acitretin Ergonovine Misoprostol Topiramate 

Alitretinoin Eslicarbazepine Nafarelin Tretinoin 

Ambrisentan Finasteride Oxytocin Ulipristal 
Bosentan Fluconazole Pamidronate Valproate sodium 

Cabergoline Ganirelix Paroxetine Valproic acid 
Cetrorelix acetate Gonadotropin, chorionic Pasireotide Vigabatrin 

Choriogonadotropin Icatibant Peginesatide Voriconazole 
Clomiphene Lomitapide Pentetate calcium trisodium Warfarin 

Clonazepam Macitentan Plerixafor Ziprasidone 

Colchicine Mentropins Ribavirin Zoledronic acid 
Dinoprostone Methylergonovine Riociguat Zonisamide 
Dronedarone Methyltestosterone Temazepam 
Dutasteride Mifepristone Testosterone 

*VCMC Formulary

PH.27.00 Hazardous Drug Overview. Revised 10/2022 356



Assessment of Risk - VCMC/SPH Formulary Drugs

AoR 

eligible?

Drug Name 

(generic)

Receiving and transport 

to storage PPE 

requirement 

Storage 
Manipulation/ 

compounding 

Pharmacy waste 

disposal

Finished dosage 

form storage 

Transport to 

end user

Administration 

PPE requirement 
Decontamination Disposal

Pregnancy 

Category
Notes/Comments NIOSH List Supplemental Information Rationale for not requiring all  800 containment strategies

Alternative containment strategies and work practices 

(Pharmacy)

Alternative containment strategies and work 

practices (Nursing)
References

yes abacavir tablet Single glove
Gray Bin with 

regular inventory
NA

Blue incineration 

waste
patient cassette 

Pneumatic 

tube
single glove

Carefully shovel or sweep up 

spilled material and place in 

suitable container. Avoid 

generating dust. (Mylan)

blue 

incineration 

waste

Category C

BBW, 

https://www.accessdata.fda.go

v/drugsatfda_docs/label/2004/

20977se7-011,20978se7-

013_ziagen_lbl.pdf

Malignant tumors observed in male 

and female mice and rats; genotoxic 

in in vivo micronucleus test

Malignant tumors observed in male and female mice and rats.  These 

observations were made at

systemic exposures in the range of 6 to 32 times the human exposure at the 

recommended dose

(300 mg twice daily). It is not known how predictive the results of rodent 

carcinogenicity studies may

be for humans.  Abacavir induced chromosomal aberrations both in the 

presence and absence of metabolic activation in an in vitro cytogenetic study in 

human lymphocytes. 

• Dispensing in original manufacturer or repackaged 

container or unit dose package. No precaution needed.

• Repackaging by using single gloves, dedicated counting 

tray, and spatula/tweezers. 

• Medication will have appropriate "Caution: Hazardous 

Drug" auxillary label.

• Nurses and medical staff at risk of exposure 

during drug administration to patients will wear 

single gloves tested to ASTM 6978 while 

administering medication.

• If crushing tablet, use Silent Knight and wear 

double gloves tested to ASTM 6978, a protective 

gown, and respiratory protection.

1: Package insert. 2: 

Micromedex. 3: UpToDate.  

4: USP<800>. 

yes
azathioprine 

tablet
Single glove

Gray Bin with 

regular inventory
NA

Blue incineration 

waste
patient cassette 

Pneumatic 

tube
single glove

Contain and clean up 

spillage and place into an 

appropriate labeled waste 

disposal container.

Avoid generating dust or 

aerosols. Wash spill surface 

using appropriate cleaning 

solutions. (Apotex)

blue 

incineration 

waste

BBW, MSHG, 

https://www.ncbi.nlm.nih.gov/

books/NBK304317/, do not 

crush 

http://www.saferx.co.nz/assets

/Documents/cdd777f0eb/Crush

ing-table-RAC.pdf,  IARC -

https://www.ncbi.nlm.nih.gov/

books/NBK304317/, Report on 

Carcinogens NIH 

http://ntp.niehs.nih.gov

IARC Group 1 carcinogen; NTP*

Azathioprine is carcinogenic  via two mechanisms: 1) as an immunosuppressant, 

it is associated with post-transplant lymphoproliferative disorders that generally 

have a viral etiology and 2) because it causes 6-thioguanine to accumulate in 

patients’ DNA and contributes to cancer development by DNA damage. Most of 

the biological and biochemical effects of azathioprine depend on its in-vivo 

conversion to 6-mercaptopurine. 

MSHG Protect from light.

• Dispensing in original manufacturer or repackaged 

container or unit dose package. No precaution needed.

• Repackaging by using single gloves, dedicated counting 

tray, and spatula/tweezers. 

• Medication will have appropriate "Caution: Hazardous 

Drug" auxillary label.

• Nurses and medical staff at risk of exposure 

during drug administration to patients will wear 

single gloves tested to ASTM 6978 while 

administering medication.

• Do not crush or cut tablet.  Contact Pharmacy.

1: Package insert. 2: 

Micromedex. 3: UpToDate.  

4: USP<800>. 5: IARC 

Working Group on the 

Evaluation of Carcinogenic 

Risk to Humans.  6: Report 

on Carcinogens NTP

yes
carbamazepine 

susp
Single glove

Gray Bin with 

regular inventory
NA

Blue incineration 

waste
patient cassette 

Pneumatic 

tube

Double gloves, 

gown, eye/face 

protection(if 

there is potential 

for splashing)

Avoid oxidizers

blue 

incineration 

waste

Fetal risk has 

been 

demonstrated

Black Box warning for aplastic 

anemia; congenital malformations in 

offspring of mothers who took drug; 

rapid transplacental passage

Epidemiological data suggest that there may be an association between the use 

of carbamazepine during pregnancy and congenital malformations, including 

spina bifida. In humans, transplacental passage of carbamazepine is rapid (30-60 

minutes), and the drug is accumulated in the fetal tissues, with higher levels 

found in liver and kidney than in brain and lung.

No MSHG listed in section 16 of the DPI

• In the repackaging process, when drawing up for a 

patient specific syringe, single gloves will be worn. 

• Self-sealing drug dispensing plug to be used to help 

prevent evaporation, spills and contamination if 

applicable.  If spillage occurs, then deactivate, 

decontaminate and clean area while wearing single 

gloves and gown.

• Medication will have appropriate reproductive risk 

auxillary label.

• Nurses and medical staff at risk of exposure 

during drug administration to patients will wear 

single gloves tested to ASTM 6978 and (if there is a 

potential for vomit or spit up) a protective gown 

and eye/face protection while administering 

medication.

1: Package insert. 2: 

Micromedex. 3: UpToDate.  

4: USP<800>. 

yes
carbamazepine 

tablet
Single glove

Gray Bin with 

regular inventory
NA

Blue incineration 

waste
patient cassette 

Pneumatic 

tube
single glove

Sweep up or vacuum up 

spillage and collect in 

suitable container for 

disposal. Clean surface 

thoroughly to remove 

residual contamination.

blue 

incineration 

waste

Fetal risk has 

been 

demonstrated

Black Box warning for aplastic 

anemia; congenital malformations in 

offspring of mothers who took drug; 

rapid transplacental passage

Epidemiological data suggest that there may be an association between the use 

of carbamazepine during pregnancy and congenital malformations, including 

spina bifida. In humans, transplacental passage of carbamazepine is rapid (30-60 

minutes), and the drug is accumulated in the fetal tissues, with higher levels 

found in liver and kidney than in brain and lung.

No MSHG listed in section 16 of the DPI

• Dispensing in original manufacturer or repackaged 

container or unit dose package. No precaution needed.

• Repackaging by using single gloves, dedicated counting 

tray, and spatula/tweezers. 

• Medication will have appropriate reproductive risk 

auxillary label.

• Nurses and medical staff at risk of exposure 

during drug administration to patients will wear 

single gloves tested to ASTM 6978 while 

administering medication.

• If crushing or cutting tablet  is required, please 

contact pharmacy.

1: Package insert. 2: 

Micromedex. 3: UpToDate.  

4: USP<800>. 

yes
choriogonadotropi

n
Single glove refrigerated NA

Blue incineration 

waste
refrigerated

hand 

delivered

Double gloves, 

gown, eye/face 

protection(if 

there is potential 

for splashing)

Collect material in 

appropriate container for 

disposal.  Wash spill site 

with 10% bleach and

ventilate area after material 

pickup is complete

Category X
may cause fetal harm when 

administered to a pregnant woman

Chorionic gonadotropin use in pregnant women is contraindicated, and may 

cause fetal harm when administered to a pregnant woman. In animal studies, 

when human chorionic gonadotropin and pregnant mare's serum was given 

together, high incidences of external congenital anomalies were observed in 

mice, in a dose-dependent manner; however, the potential extrapolation to 

humans has not been determined. 

• Dispensing in original manufacturer or repackaged 

container or unit dose package. No precaution needed. 

• Medication will have appropriate reproductive risk 

auxillary label.

• Nurses and medical staff at risk of exposure 

during drug administration to patients will wear 

gloves tested to ASTM 6978 and (if there is a 

potential for splashing) a protective gown and 

eye/face protection while administering 

medication.

1: Package insert. 2: 

Micromedex. 3: UpToDate.  

4: USP<800>. 

no cidofovir Single glove
Shelf in negative 

pressure room
follow USP 800

Trace: Yellow 

hazardous bin, 

Bulk: Black RCRA

yellow bin in 

refrigerator

Hand 

delivered 

with 1 pair 

of chemo 

glove

Double gloves, 

gown, eye/face 

protection(if 

there is potential 

for splashing). 

Adminsiter with 

closed system 

drug transfer 

device if possible.

Collect spill with absorbent 

material and place in a 

suitable,  properly  labeled  

container  for  recovery  or  

disposal.

Trace: 

Yellow 

hazardous 

bin, Bulk: 

Black RCRA

Category C MSHG

 MSHG - "Due to the mutagenic 

properties of cidofovir, adequate 

precautions including the use of 

appropriate safety equipment are 

recommended for the preparation, 

administration, and disposal of 

VISTIDE. The National Institutes of 

Health presently recommends that 

such agents be prepared in a Class II 

laminar flow biological safety cabinet 

and that personnel preparing drugs of 

this class wear surgical gloves and a 

closed front surgical-type gown with 

knit cuffs"

Policy PH.27.00    Revised 11/2022

357



Assessment of Risk - VCMC/SPH Formulary Drugs

AoR 

eligible?

Drug Name 

(generic)

Receiving and transport 

to storage PPE 

requirement 

Storage 
Manipulation/ 

compounding 

Pharmacy waste 

disposal

Finished dosage 

form storage 

Transport to 

end user

Administration 

PPE requirement 
Decontamination Disposal

Pregnancy 

Category
Notes/Comments NIOSH List Supplemental Information Rationale for not requiring all  800 containment strategies

Alternative containment strategies and work practices 

(Pharmacy)

Alternative containment strategies and work 

practices (Nursing)
References

yes clonazepam susp Single glove
Baby blue bin with 

regular inventory
follow USP 800

Blue incineration 

waste
regular delivered Category D

Increased risk of congenital 

abnormalities when taken in first 

trimester

Clonazepam is believed to exert an antiseizure and antipanic effect by its ability 

to enhance the activity of gamma aminobutyric acid (GABA), the major 

inhibitory neurotransmitter in the central nervous system.

All benzodiazepines can be expected to cross the placenta. Teratogenicity with 

clonazepam has not been confirmed; however, other benzodiazepines have 

demonstrated increased risk of congenital abnormalities when taken in first 

trimester. All benzodiazepines can be expected to cross the placenta. 

Teratogenicity with clonazepam has not been confirmed; however, other 

benzodiazepines have demonstrated teratogenic potential.  In a case series 

study of 38 pregnant women who used clonazepam for serious panic disorder, 

maternal and fetal outcomes were positive.

•When compounding, crush tablets using dedicated 

Silent Knight and wear double gloves tested to ASTM 

6978, a protective gown, and respiratory protection.

• In the repackaging process, if drawing up for a patient 

specific syringe, double gloves, gown, and eye/face 

protection will be worn.  Self-sealing drug dispensing plug 

to be used to help prevent evaporation, spills and 

contamination if applicable.  If spillage occurs, then 

deactivate, decontaminate and clean area while wearing 

single gloves and gown. 

• Medication will have appropriate reproductive risk 

auxillary label.

• Nurses and medical staff at risk of exposure 

during drug administration to patients will wear 

single gloves tested to ASTM 6978 and (if there is a 

potential for vomit or spit up) a protective gown 

and eye/face protection while administering 

medication.

1: Package insert. 2: 

Micromedex. 3: UpToDate.  

4: USP<800>.

yes clonazepam tablet Single glove
Baby blue bin with 

regular inventory
follow USP 800

Blue incineration 

waste
CII safe

hand 

delivered
single glove

Sweep up spilled material 

and place in suitable 

container.

blue 

incineration 

waste

Category D BBW

Increased risk of congenital 

abnormalities when taken in first 

trimester

Clonazepam is believed to exert an antiseizure and antipanic effect by its ability 

to enhance the activity of gamma aminobutyric acid (GABA), the major 

inhibitory neurotransmitter in the central nervous system.All benzodiazepines 

can be expected to cross the placenta. Teratogenicity with clonazepam has not 

been confirmed; however, other benzodiazepines have demonstrated increased 

risk of congenital abnormalities when taken in first trimester. All 

benzodiazepines can be expected to cross the placenta. Teratogenicity with 

clonazepam has not been confirmed; however, other benzodiazepines have 

demonstrated teratogenic potential.  In a case series study of 38 pregnant 

women who used clonazepam for serious panic disorder, maternal and fetal 

outcomes were positive.

• Dispensing in original manufacturer or repackaged 

container or unit dose package. No precaution needed.

• Repackaging by using single gloves, dedicated counting 

tray, and spatula/tweezers. 

• Medication will have appropriate reproductive risk 

auxillary label.

• Nurses and medical staff at risk of exposure 

during drug administration to patients will wear 

single gloves tested to ASTM 6978 while 

administering medication.

•If crushing or cutting tablet  is required, please 

contact pharmacy.

1: Package insert. 2: 

Micromedex. 3: UpToDate.  

4: USP<800>.

yes colchicine tablet Single glove
Baby blue bin with 

regular inventory
follow USP 800

Blue incineration 

waste
patient cassette 

Pneumatic 

tube
single glove

Sweep up spilled material 

and place in suitable 

container.

blue 

incineration 

waste

Category C solution available

Published animal reproduction and 

development studies indicate it 

causes fetal toxicity,  teratogenicity, 

and altered postnatal development at 

exposures within or above the clinical 

therapeutic range

Colchicine is an antiinflammatory agent effective against gout flares and familial 

Mediterranean fever. Although animal studies with colchicine have 

demonstrated embryofetal toxicity and altered postnatal development at 

exposures within or above the clinical therapeutic range, several decades of 

published data, including observational studies, case series, and case reports of 

pregnant women with rheumatoid arthritis, Behcet's disease, or familial 

Mediterranean fever have shown no increased risk for major birth defects, 

miscarriage or other adverse maternal or fetal outcomes if colchicine is used 

during pregnancy.

• Dispensing in original manufacturer or repackaged 

container or unit dose package. No precaution needed.

• Repackaging by using single gloves, dedicated counting 

tray, and spatula/tweezers. 

• Medication will have appropriate reproductive risk 

auxillary label.

• Nurses and medical staff at risk of exposure 

during drug administration to patients will wear 

single gloves tested to ASTM 6978 while 

administering medication.

• Do not crush or cut tablet.  Contact Pharmacy.

1: Package insert. 2: 

Micromedex. 3: UpToDate.  

4: USP<800>.

yes
cyclosporine 

capsule
Single glove

Orange Bin with 

regular inventory
NA

Blue incineration 

waste
patient cassette 

Pneumatic 

tube
single glove

Recover product and place 

in an appropriate container 

for disposal.

blue 

incineration 

waste

Category C

BBW 

https://ntp.niehs.nih.gov/ntp/r

oc/content/profiles/cyclospori

na.pdf 

IARC Group 1 carcinogen; NTP**

Cyclosporine, also known as cyclosporin A, is known to be a human carcinogen 

based on sufficient evidence of carcinogenicity from studies in humans (IARC 

Group 1 carcinogen; NTP**).  Numerous case reports describe cancer (mainly 

lymphoma, Kaposi sarcoma, or skin cancer) developing in organ-transplant 

recipients, psoriasis patients, and rheumatoid arthritis patients treated with 

cyclosporin A as an immunosuppressive agent.  

The most likely explanation for the increased incidence of tumors in patients 

treated with cyclosporin A is immune suppression (Ryffel 1992)

• Dispensing in original manufacturer or repackaged 

container or unit dose package. No precaution needed.

• Medication will have appropriate "Caution: Hazardous 

Drug" auxillary label.

• Nurses and medical staff at risk of exposure 

during drug administration to patients will wear 

single gloves tested to ASTM 6978 while 

administering medication.

• Nurses and medical staff at risk of exposure 

during drug administration to patients will wear 

gloves tested to ASTM 6978 and (if there is a 

potential for splashing) a protective gown and 

eye/face protection

• Do not open capsule.  Contact Pharmacy.

1: Package insert. 2: 

Micromedex. 3: UpToDate.  

4: USP<800>. 5: IARC 

Working Group on the 

Evaluation of Carcinogenic 

Risk to Humans.  6: Report 

on Carcinogens NTP

yes
cyclosporine 

suspension
Single glove

Orange Bin with 

regular inventory
Risk Assesment

Blue incineration 

waste
patient cassette 

Pneumatic 

tube

Double gloves, 

gown, eye/face 

protection(if 

there is potential 

for splashing)

Absorb with an inert 

material. Clean area 

thoroughly. Avoid oxidizing 

agent.

blue 

incineration 

waste

Category C

BBW 

https://ntp.niehs.nih.gov/ntp/r

oc/content/profiles/cyclospori

na.pdf 

IARC Group 1 carcinogen; NTP**

Cyclosporine, also known as cyclosporin A, is known to be a human carcinogen 

based on sufficient evidence of carcinogenicity from studies in humans (IARC 

Group 1 carcinogen; NTP**).  Numerous case reports describe cancer (mainly 

lymphoma, Kaposi sarcoma, or skin cancer) developing in organ-transplant 

recipients, psoriasis patients, and rheumatoid arthritis patients treated with 

cyclosporin A as an immunosuppressive agent.  

The most likely explanation for the increased incidence of tumors in patients 

treated with cyclosporin A is immune suppression (Ryffel 1992)

• Dispensing in original manufacturer or repackaged 

container or unit dose package. No precaution needed.

• Medication will have appropriate "Caution: Hazardous 

Drug" auxillary label.

• Nurses and medical staff at risk of exposure 

during drug administration to patients will wear 

single gloves tested to ASTM 6978 while 

administering medication.

• Nurses and medical staff at risk of exposure 

during drug administration to patients will wear 

gloves tested to ASTM 6978 and (if there is a 

potential for splashing) a protective gown and 

eye/face protection

1: Package insert. 2: 

Micromedex. 3: UpToDate.  

4: USP<800>. 5: IARC 

Working Group on the 

Evaluation of Carcinogenic 

Risk to Humans.  6: Report 

on Carcinogens NTP

yes cyclosporine IV Single glove
Orange Bin with 

regular inventory
Risk Assesment

Blue incineration 

waste
patient cassette 

Pneumatic 

tube

Double gloves, 

gown, eye/face 

protection(if 

there is potential 

for splashing). 

Adminsiter with 

closed system 

drug transfer 

device.

Absorb with an inert 

material. Clean area 

thoroughly. Avoid oxidizing 

agent.

blue 

incineration 

waste

Category C

https://ntp.niehs.nih.gov/ntp/r

oc/content/profiles/cyclospori

na.pdf

IARC Group 1 carcinogen; NTP**

Cyclosporine, also known as cyclosporin A, is known to be a human carcinogen 

based on sufficient evidence of carcinogenicity from studies in humans (IARC 

Group 1 carcinogen; NTP**).  Numerous case reports describe cancer (mainly 

lymphoma, Kaposi sarcoma, or skin cancer) developing in organ-transplant 

recipients, psoriasis patients, and rheumatoid arthritis patients treated with 

cyclosporin A as an immunosuppressive agent. The most likely explanation for 

the increased incidence of tumors in patients treated with cyclosporin A is 

immune suppression (Ryffel 1992)

• Follow Standard Operating Procedures for proper 

behavior in the sterile compounding area and aseptic 

technique.

• Nurses and medical staff at risk of exposure 

during drug administration to patients will wear 

gloves tested to ASTM 6978 and (if there is a 

potential for splashing) a protective gown and 

eye/face protection while administering, 

maintaining or discontinuing IV lines.

1: Package insert. 2: 

Micromedex. 3: UpToDate.  

4: USP<800>. 5: IARC 

Working Group on the 

Evaluation of Carcinogenic 

Risk to Humans.  6: Report 

on Carcinogens NTP

no dexrazoxane IV Single glove
Shelf in negative 

pressure room
follow USP 800

Trace: Yellow 

hazardous bin, 

Bulk: Black RCRA

yellow bin in 

refrigerator

Hand 

delivered 

with 1 pair 

of chemo 

glove

Double gloves, 

gown, eye/face 

protection(if 

there is potential 

for splashing)

Absorb  spill  with  

absorbent  material  and  

place  in  an  impervious  

container (Alvogen)  A damp 

cloth or a filtered vacuum 

should be used to clean 

spills of dry solid (Pfizer)

Trace: 

Yellow 

hazardous 

bin, Bulk: 

Black RCRA

Fetal risk 

cannot be 

ruled out

NDC: 51991-942-98, MSHG

Secondary malignancies observed in 

patients treated long term with 

Razoxane (a racemic mixture 

containing dexrazoxane); genotoxic in 

vitro and in vivo; in laboratory 

studies, testicular atrophy observed 

at or below the human dose
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yes dinoprostone Single glove regular NA
Blue incineration 

waste
freezer

Pneumatic 

tube

double gloves, 

gown

Collect spilled material by a 

method that controls dust 

generation. A damp cloth or 

a filtered vacuum should be 

used to clean spills of dry 

solids.

blue 

incineration 

waste

Fetal risk 

cannot be 

ruled out.

BBW
Hazardous only for women in late 

pregnancy

Dinoprostone is a synthetic prostaglandin E2 (PGE2) analogue with smooth 

muscle contraction inducing property. PGE2 is the most common and most 

biologically active of the mammalian prostaglandins. Dinoprostone (Cervidil) is 

formulated as a vaginal  insert that is controlled release up to 12 hours. It is 

hazardous only for women in late pregnancy.

• Dispensing in original manufacturer or repackaged 

container or unit dose package. No precaution needed.

• Medication will have appropriate reproductive risk 

auxillary label.

• Nurses and medical staff at risk of exposure 

during drug administration to patients will wear 

single gloves tested to ASTM 6978 while 

administering medication.

1: Package insert. 2: 

Micromedex. 3: UpToDate.  

4: USP<800>.

yes
divalproex 

tablet/capsule
Single glove

Orange Bin with 

regular inventory
NA

Blue incineration 

waste
patient cassette 

Pneumatic 

tube
single glove

Recover product and place 

in an appropriate container 

for disposal.

blue 

incineration 

waste

Category X BBW

Black Box warning for teratogenicity; 

FDA Pregnancy Category D; tumors 

seen in laboratory studies at doses 

below MRHD

Divalproex sodium is an antiepileptic compound that dissociates into sodium 

valproate and valproic acid in the gastrointestional tract. There is a Black Box 

warning for teratogenicity, congenital malformations, including neural tube 

defects, and teratogenic in multiple species.  

The greatest risk for malformations is during the first trimester. The risk is dose-

dependent; however, a threshold dose below which no risk exists has not been 

determined. 

• Dispensing in original manufacturer or repackaged 

container or unit dose package. No precaution needed.

• Repackaging by using single gloves, dedicated counting 

tray, and spatula/tweezers. 

• Medication will have appropriate "Caution: Hazardous 

Drug" auxillary label.

• Nurses and medical staff at risk of exposure 

during drug administration to patients will wear 

single gloves tested to ASTM 6978 while 

administering medication.

• Do not crush or cut tablet or open capsule.  

Contact Pharmacy.

1: Package insert. 2: 

Micromedex. 3: UpToDate.  

4: USP<800>. 

yes estradiol tablet Single glove
Orange Bin with 

regular inventory
NA

Blue incineration 

waste
patient cassette 

Pneumatic 

tube
single glove

Recover product and place 

in an appropriate container 

for disposal.

blue 

incineration 

waste

Fetal risk has 

been 

demonstrated

BBW

Black Box warning for malignant 

neoplasms; increased risk of 

endometrial cancer, breast cancer, 

and ovarian cancer; in laboratory 

studies, increased frequency of 

carcinomas of the breast, uterus, 

cervix, vagina, testis, and liver; 

present in breast milk

Under normal conditions, the ovaries produce estrogens in response to pituitary 

hormones. Estradiol is the main naturally occurring estrogen. 

Estradiol has a Black Box warning for malignant neoplasms and increased risk of 

endometrial cancer, breast cancer, and ovarian cancer with long-term 

continuous administration of estrogen.  Laboratory studies showed increased 

frequency of carcinomas of the breast, uterus, cervix, vagina, testis, and liver 

with long term continuous administration of natural and synthetic estrogens.  

Literature reports estrogens are excreted into breast milk in small quantities and 

have not been associated with adverse effects in the nursing infant. 

• Dispensing in original manufacturer or repackaged 

container or unit dose package. No precaution needed.

• Repackaging by using single gloves, dedicated counting 

tray, and spatula/tweezers. 

• Medication will have appropriate "Caution: Hazardous 

Drug" auxillary label.

• Nurses and medical staff at risk of exposure 

during drug administration to patients will wear 

single gloves tested to ASTM 6978 while 

administering medication.

• Do not crush or cut tablet.  Contact Pharmacy.

1: Package insert. 2: 

Micromedex. 3: UpToDate.  

4: USP<800>. 

yes
estradiol valerate 

IM
Single glove

Orange Bin with 

regular inventory
follow USP 800

Blue incineration 

waste
patient cassette 

pneumatic 

tube

Double gloves, 

gown, eye/face 

protection(if 

there is potential 

for splashing). 

Contain and collect with an 

inert absorbent material. 

Place in appropriate 

container for disposal. Clean 

area thoroughly.

blue 

incineration 

waste

Fetal risk has 

been 

demonstrated

Black Box warning for malignant 

neoplasms; increased risk of 

endometrial cancer, breast cancer, 

and ovarian cancer; in laboratory 

studies, increased frequency of 

carcinomas of the breast, uterus, 

cervix, vagina, testis, and liver; 

present in breast milk

Under normal conditions, the ovaries produce estrogens in response to pituitary 

hormones. Estradiol is the main naturally occurring estrogen. 

Estradiol has a Black Box warning for malignant neoplasms and increased risk of 

endometrial cancer, breast cancer, and ovarian cancer with long-term 

continuous administration of estrogen.  Laboratory studies showed increased 

frequency of carcinomas of the breast, uterus, cervix, vagina, testis, and liver 

with long term continuous administration of natural and synthetic estrogens.  

Literature reports estrogens are excreted into breast milk in small quantities and 

have not been associated with adverse effects in the nursing infant. 

• Dispensing in original manufacturer or repackaged 

container or unit dose package. No precaution needed.

• Medication will have appropriate "Caution: Hazardous 

Drug" auxillary label.

• Nurses and medical staff at risk of exposure 

during drug administration to patients will wear 

gloves tested to ASTM 6978 and (if there is a 

potential for splashing) a protective gown and 

eye/face protection while administering 

medication.

1: Package insert. 2: 

Micromedex. 3: UpToDate.  

4: USP<800>. 

yes
estrogen/progestr

one combinations
Single glove

Orange Bin with 

regular inventory
NA

Blue incineration 

waste
patient cassette 

Pneumatic 

tube
single glove

Sweep up or vacuum up 

spillage and collect in 

suitable container for 

disposal. Clean surface 

thoroughly to remove 

residual contamination.

blue 

incineration 

waste

Category X

Combined oral contraceptives act to prevent pregnancy by suppressing 

gonadotropins, thereby primarily inhibiting ovulation. There is no firm evidence 

linking oral contraceptives with any fetal anomalies except masculinization of 

the female external genitalia. Exposure after 8 weeks of gestation would 

presumably be required for this effect to occur.

• Dispensing in original manufacturer or repackaged 

container or unit dose package. No precaution needed.

• Repackaging by using single gloves, dedicated counting 

tray, and spatula/tweezers. 

• Medication will have appropriate reproductive risk 

auxillary label.

• Nurses and medical staff at risk of exposure 

during drug administration to patients will wear 

single gloves tested to ASTM 6978 while 

administering medication.

• Do not crush or cut tablet.  Contact Pharmacy.

1: Package insert. 2: 

Micromedex. 3: UpToDate.  

4: USP<800>. 5: IARC 

Working Group on the 

Evaluation of Carcinogenic 

Risk to Humans.  6: Report 

on Carcinogens NTP

yes
estrogens, 

conjugated inj
Single glove

Orange Bin with 

regular inventory
follow USP 800

Blue incineration 

waste
patient cassette 

Hand 

delivered 

with 1 pair 

of chemo 

glove

Double gloves, 

gown, eye/face 

protection(if 

there is potential 

for splashing). 

Contain and collect with an 

inert absorbent material. 

Place in appropriate 

container for disposal. Clean 

area thoroughly.

blue 

incineration 

waste

Category X

Black Box warning for endometrial 

cancer and cardiovascular risks; long-

term use in women increases the 

frequency of several cancers; NTP**

Conjugated estrogens are a noncrystalline mixture containing naturally occurring 

forms of mixed estrogens.  Steroidal estrogens are known to be human 

carcinogens based on sufficient evidence of carcinogenicity in humans (NTP**).  

There is a Black Box warning for endometrial cancer and cardiovascular risks. 

Long-term continuous administration of natural and synthetic estrogens in 

certain animal species increases the frequency of carcinomas of the breast, 

uterus, cervix, vagina, testis, and liver.  IARC (1999) reported that  an increased 

risk of endometrial cancer was associated with increasing duration of estrogen 

therapy, as well as a small increased risk of breast cancer. 

• Dispensing in original manufacturer or repackaged 

container or unit dose package. No precaution needed.

• Medication will have appropriate "Caution: Hazardous 

Drug" auxillary label.

• Nurses and medical staff at risk of exposure 

during drug administration to patients will wear 

gloves tested to ASTM 6978 and (if there is a 

potential for splashing) a protective gown and 

eye/face protection while administering, 

maintaining or discontinuing IV lines.

1: Package insert. 2: 

Micromedex. 3: UpToDate.  

4: USP<800>. 5: IARC 

Working Group on the 

Evaluation of Carcinogenic 

Risk to Humans.  6: Report 

on Carcinogens NTP

yes
estrogens, 

conjugated tablet
Single glove

Orange Bin with 

regular inventory
NA

Blue incineration 

waste
patient cassette 

Pneumatic 

tube
single glove

Sweep up or vacuum up 

spillage and collect in 

suitable container for 

disposal. Clean surface 

thoroughly to remove 

residual contamination.

blue 

incineration 

waste

Category X

Black Box warning for endometrial 

cancer and cardiovascular risks; long-

term use in women increases the 

frequency of several cancers; NTP**

Conjugated estrogens are a noncrystalline mixture containing naturally occurring 

forms of mixed estrogens.  Steroidal estrogens are known to be human 

carcinogens based on sufficient evidence of carcinogenicity in humans (NTP**).  

There is a Black Box warning for endometrial cancer and cardiovascular risks. 

Long-term continuous administration of natural and synthetic estrogens in 

certain animal species increases the frequency of carcinomas of the breast, 

uterus, cervix, vagina, testis, and liver.  IARC (1999) reported that  an increased 

risk of endometrial cancer was associated with increasing duration of estrogen 

therapy, as well as a small increased risk of breast cancer. 

• Dispensing in original manufacturer or repackaged 

container or unit dose package. No precaution needed.

• Repackaging by using single gloves, dedicated counting 

tray, and spatula/tweezers. 

• Medication will have appropriate "Caution: Hazardous 

Drug" auxillary label.

• Nurses and medical staff at risk of exposure 

during drug administration to patients will wear 

single gloves tested to ASTM 6978 while 

administering medication.

• Do not crush or cut tablet.  Contact Pharmacy.

1: Package insert. 2: 

Micromedex. 3: UpToDate.  

4: USP<800>. 5: IARC 

Working Group on the 

Evaluation of Carcinogenic 

Risk to Humans.  6. Report 

on Carcinogens NTP
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yes
estrogens, 

conjugated 

vaginal

Single glove
Orange Bin with 

regular inventory
NA

Blue incineration 

waste
patient cassette 

Pneumatic 

tube

Double gloves, 

gown, eye/face 

protection(if 

there is potential 

for splashing). 

Soak up with inert absorbent 

material. 

blue 

incineration 

waste

Category X

Black Box warning for endometrial 

cancer and cardiovascular risks; long-

term use in women increases the 

frequency of several cancers; NTP**

Conjugated estrogens are a noncrystalline mixture containing naturally occurring 

forms of mixed estrogens.  Steroidal estrogens are known to be human 

carcinogens based on sufficient evidence of carcinogenicity in humans (NTP**).  

There is a Black Box warning for endometrial cancer and cardiovascular risks. 

Long-term continuous administration of natural and synthetic estrogens in 

certain animal species increases the frequency of carcinomas of the breast, 

uterus, cervix, vagina, testis, and liver.  IARC (1999) reported that  an increased 

risk of endometrial cancer was associated with increasing duration of estrogen 

therapy, as well as a small increased risk of breast cancer. 

• Dispensing in original manufacturer or repackaged 

container or unit dose package. No precaution needed.

• Medication will have appropriate "Caution: Hazardous 

Drug" auxillary label.

• Nurses and medical staff at risk of exposure 

during drug administration to patients will wear 

single gloves tested to ASTM 6978 and (if there is a 

potential for contact) a protective gown and 

eye/face protection while administering 

medication.

1: Package insert. 2: 

Micromedex. 3: UpToDate.  

4: USP<800>. 5: IARC 

Working Group on the 

Evaluation of Carcinogenic 

Risk to Humans.  6. Report 

on Carcinogens NTP

yes finasteride tablet Single glove
Baby blue bin with 

regular inventory
NA

Blue incineration 

waste
patient cassette 

Pneumatic 

tube
single glove

Sweep up or vacuum up 

spillage and collect in 

suitable container for 

disposal. Avoid dispersal of 

dust in the air.

blue 

incineration 

waste

Category X

women should not handle crushed or 

broken finasteride tablets when they 

are pregnant or may potentially be 

pregnant, due to potential risk to a 

male fetus

Finasteride inhibits an enzyme that metabolizes testosterone to 

dihydrotestosterone.  Testosterone itself is responsible for virilization of the 

Wolffian duct system into the epididymis, vas deferens, and seminal vesicle, 

whereas the testosterone metabolite dihydrotestosterone induces development 

of the prostate and male external genitalia. Women should not handle crushed 

or broken finasteride tablets when they are pregnant or may potentially be 

pregnant, due to potential risk to a male fetus.  Drug-gene network analysis 

demonstrated that finasteride could disrupt the pathways associated with sex 

hormone signaling and oocyte maturation.

• Dispensing in original manufacturer or repackaged 

container or unit dose package. No precaution needed.

• Repackaging by using single gloves, dedicated counting 

tray, and spatula/tweezers. 

• Medication will have appropriate reproductive risk 

auxillary label.

• Nurses and medical staff at risk of exposure 

during drug administration to patients will wear 

single gloves tested to ASTM 6978 while 

administering medication.

• Do not crush or cut tablet.  Contact Pharmacy.

1: Package insert. 2: 

Micromedex. 3: UpToDate.  

4: USP<800>.

yes fluconazole IV Single glove regular Risk Assesment pyxis
Pneumatic 

tube

Double gloves, 

gown, eye/face 

protection(if 

there is potential 

for splashing)

 For small spills add 

absorbent (soil may be used 

in the absence of other 

suitable materials) scoop up 

material and place in a 

sealed, liquid-proof 

container for disposal . 

Wash area with soap and 

water (Sagent

blue 

incineration 

waste

Category C

Premixed solutions may be 

excluded from some hazardous 

drug handling requirements. 

potential occupational hazard 

to men and women actively 

trying to conceive and women 

who are pregnant or may 

become pregnant, and are 

breast feeding, due to 

presence of the drug in breast 

milk

Case reports describe congenital 

anomalies in infants exposed in utero 

to maternal fluconazole (400–800 

mg/day) during most or all of the first 

trimester, similar to those seen in 

animal studies

Fluconazole is an antifungal agent that inhibits fungal cell membrane formation 

and is used to treat candidiasis. Case reports describe congenital anomalies in 

infants exposed in utero to maternal fluconazole (400–800 mg/day) during most 

or all of the first trimester.  Epidemiological studies suggest a potential risk of 

spontaneous abortion and congenital abnormalities in infants whose mothers 

were treated with 150 mg of fluconazole as a single or repeated dose in the first 

trimester.

• Follow Standard Operating Procedures for proper 

behavior in the sterile compounding area and aseptic 

technique.

• Nurses and medical staff at risk of exposure 

during drug administration to patients will wear 

gloves tested to ASTM 6978 and (if there is a 

potential for splashing) a protective gown and 

eye/face protection while administering, 

maintaining or discontinuing IV lines.

1: Package insert. 2: 

Micromedex. 3: UpToDate.  

4: USP<800>.

yes
fluconazole 

suspension
Single glove

Baby blue bin with 

regular inventory
follow USP 800

Blue incineration 

waste
patient cassette 

Pneumatic 

tube
single glove

Recover product and place 

in an appropriate container 

for disposal.

blue 

incineration 

waste

Fetal risk 

cannot be 

ruled out

Case reports describe congenital 

anomalies in infants exposed in utero 

to maternal fluconazole (400–800 

mg/day) during most or all of the first 

trimester, similar to those seen in 

animal studies

Fluconazole is an antifungal agent that inhibits fungal cell membrane formation 

and is used to treat candidiasis. Case reports describe congenital anomalies in 

infants exposed in utero to maternal fluconazole (400–800 mg/day) during most 

or all of the first trimester.  Epidemiological studies suggest a potential risk of 

spontaneous abortion and congenital abnormalities in infants whose mothers 

were treated with 150 mg of fluconazole as a single or repeated dose in the first 

trimester.

• In the repackaging process, when drawing up for a 

patient specific syringe, single gloves will be worn. 

• Self-sealing drug dispensing plug to be used to help 

prevent evaporation, spills and contamination if 

applicable.  If spillage occurs, then deactivate, 

decontaminate and clean area while wearing single 

gloves and gown.

• Medication will have appropriate reproductive risk 

auxillary label.

• Nurses and medical staff at risk of exposure 

during drug administration to patients will wear 

single gloves tested to ASTM 6978 while 

administering medication.

• Do not crush or cut tablet.  Contact Pharmacy.

1: Package insert. 2: 

Micromedex. 3: UpToDate.  

4: USP<800>.

yes fluconazole tablet Single glove
Baby blue bin with 

regular inventory
follow USP 800

Blue incineration 

waste
patient cassette 

Pneumatic 

tube
single glove

Recover product and place 

in an appropriate container 

for disposal.

blue 

incineration 

waste

Fetal risk 

cannot be 

ruled out

Case reports describe congenital 

anomalies in infants

exposed in utero to maternal 

fluconazole (400–800

mg/day) during most or all of the first 

trimester,

similar to those seen in animal studies

Fluconazole is an antifungal agent that inhibits fungal cell membrane formation 

and is used to treat candidiasis.

Case reports describe congenital anomalies in infants exposed in utero to 

maternal fluconazole (400–800 mg/day) during most or all of the first trimester.  

Epidemiological studies suggest a potential risk of spontaneous abortion and 

congenital abnormalities in infants whose mothers were treated with 150 mg of 

fluconazole as a single or repeated dose in the first trimester.

• Dispensing in original manufacturer or repackaged 

container or unit dose package. No precaution needed.

• Repackaging by using single gloves, dedicated counting 

tray, and spatula/tweezers. 

• Medication will have appropriate reproductive risk 

auxillary label.

• Nurses and medical staff at risk of exposure 

during drug administration to patients will wear 

single gloves tested to ASTM 6978 while 

administering medication.

• Do not crush or cut tablet.  Contact Pharmacy.

1: Package insert. 2: 

Micromedex. 3: UpToDate.  

4: USP<800>.

yes fosphenytoin IV Single glove
Orange Bin with 

regular inventory
Risk Assesment

Blue incineration 

waste
patient cassette 

Pneumatic 

tube

Double gloves, 

gown, eye/face 

protection(if 

there is potential 

for splashing). 

Absorb with an inert dry 

material and place in an 

appropriate waste disposal 

container.

blue 

incineration 

waste

Fetal risk 

cannot be 

ruled out

BBW
Metabolized to phenytoin: IARC 

Group 2B; NTP***

Fosphenytoin is metabolized to phenytoin. Phenytoin and its sodium salt have a 

IARC Group 2B; NTP*** classification meaning it is reasonably anticipated to be 

human carcinogens based on sufficient evidence from studies in experimental 

animals.  Phenytoin as its sodium salt caused lymphoma and leukemia in mice

by two different routes of exposure (liquid and intraperitoneal injection).  The 

data available from epidemiological studies are inadequate to evaluate the 

relationship between human cancer and exposure specifically to phenytoin. 

• Follow Standard Operating Procedures for proper 

behavior in the sterile compounding area and aseptic 

technique.

• Nurses and medical staff at risk of exposure 

during drug administration to patients will wear 

gloves tested to ASTM 6978 and (if there is a 

potential for splashing) a protective gown and 

eye/face protection while administering, 

maintaining or discontinuing IV lines.

1: Package insert. 2: 

Micromedex. 3: UpToDate.  

4: USP<800>. 5: IARC 

Working Group on the 

Evaluation of Carcinogenic 

Risk to Humans.  6. Report 

on Carcinogens NTP

no ganciclovir IV Single glove
Shelf in negative 

pressure room
follow USP 800

Trace: Yellow 

hazardous bin, 

Bulk: Black RCRA

hazardous drug 

transfer cart

Hand 

delivered 

with 1 pair 

of chemo 

glove

Double gloves, 

gown, eye/face 

protection(if 

there is potential 

for splashing)

collect solids (avoid dust 

formation) and hand over to 

waste removal (genentech)

Trace: 

Yellow 

hazardous 

bin, Bulk: 

Black RCRA

Category C MSHG, BBW

MSHG - "Handle and dispose 

valganciclovir tablets according to 

guidelines for antineoplastic drugs 

because ganciclovir shares some of 

the properties of antitumor agents"
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Assessment of Risk - VCMC/SPH Formulary Drugs

AoR 

eligible?

Drug Name 

(generic)

Receiving and transport 

to storage PPE 

requirement 

Storage 
Manipulation/ 

compounding 

Pharmacy waste 

disposal

Finished dosage 

form storage 

Transport to 

end user

Administration 

PPE requirement 
Decontamination Disposal

Pregnancy 

Category
Notes/Comments NIOSH List Supplemental Information Rationale for not requiring all  800 containment strategies

Alternative containment strategies and work practices 

(Pharmacy)

Alternative containment strategies and work 

practices (Nursing)
References

yes
gonadotropin, 

chorionic IM
Single glove regular/segregated Risk Assesment refrigerated 

Pneumatic 

tube

Double gloves, 

gown, eye/face 

protection(if 

there is potential 

for splashing)

Collect material in 

appropriate container for 

disposal. Ventilate area and 

wash spilled site after 

material pick up.

blue 

incineration 

waste

Category C

Defects of forelimbs and central 

nervous system and alterations in sex 

ratio have been reported in 

laboratory studies

Chorionic gonadotropin is an analog of human luteinizing hormone and is used 

to stimulate production of gonadal steroid hormones in males and to stimulate 

ovulation in females.  Luteinizing hormone is normally produced in the pituitary 

gland and human chorionic gonadotropin is produced by the human placenta.

Exposure to chorionic gonadotropin showed defects of forelimbs and central 

nervous system and alterations in sex ratio.  These defects were reported in 

mice receiving combined gonadotropin and chorionic gonadotropin therapy in 

dosages to induce superovulation.

• Dispensing in original manufacturer or repackaged 

container or unit dose package. No precaution needed. 

• Medication will have appropriate reproductive risk 

auxillary label.

• Nurses and medical staff at risk of exposure 

during drug administration to patients will wear 

gloves tested to ASTM 6978 and (if there is a 

potential for splashing) a protective gown and 

eye/face protection while administering 

medication.

1: Package insert. 2: 

Micromedex. 3: UpToDate.  

4: USP<800>.

yes
medroxyprogester

one acetate IM
Single glove

Orange Bin with 

regular inventory
follow USP 800

Blue incineration 

waste
patient cassette 

Pneumatic 

tube

Double gloves, 

gown, eye/face 

protection(if 

there is potential 

for splashing)

Collect spill with absorbent 

material.  Clean spill area 

thoroughly with water.

blue 

incineration 

waste

Category X
MSHG- Vials MUST be stored 

upright
IARC Group 2B

Progesterone is a naturally occurring steroidal hormone found in a wide variety 

of tissues and biological fluids. It is secreted by the ovary in normal adult cycling 

female mammals, by the placenta in pregnant females, and by the adrenal 

cortex. It is essential for the normal functioning of the uterine lining, for the 

development of mammary glands, and for support of pregnancy through 

childbirth. 

Medroxyprogesterone has an IARC Group 2B classification meaning it is 

reasonably anticipated to be a human carcinogen based on sufficient evidence 

of carcinogenicity from studies in experimental animals. Long-term 

intramuscular administration of medroxyprogesterone has been shown to 

produce mammary tumors in beagle dogs. Medroxyprogesterone acetate was 

not mutagenic in a battery of in vitro or in vivo genetic toxicity assays. 

MSHG Vials MUST be stored upright at controlled room temperature.

• Dispensing in original manufacturer or repackaged 

container or unit dose package. No precaution needed.

• Medication will have appropriate "Caution: Hazardous 

Drug" auxillary label.

• Vials MUST be stored upright at controlled room 

temperature .

• Nurses and medical staff at risk of exposure 

during drug administration to patients will wear 

gloves tested to ASTM 6978 and (if there is a 

potential for splashing) a protective gown and 

eye/face protection while administering 

medication.

1: Package insert. 2: 

Micromedex. 3: UpToDate.  

4: USP<800>. 5: IARC 

Working Group on the 

Evaluation of Carcinogenic 

Risk to Humans.  6. Report 

on Carcinogens NTP

yes
medroxyprogester

one acetate tablet
Single glove

Gray Bin with 

regular inventory
follow USP 800

Blue incineration 

waste
patient cassette 

Pneumatic 

tube
single glove

Recover product and place 

in an appropriate container 

for disposal.

blue 

incineration 

waste

Category X MSHG IARC Group 2B

Medroxyprogesterone is a dervative of progesterone, whihc is a naturally 

occurring steroidal hormone found in a wide variety of tissues and biological 

fluids. It is secreted by the ovary in normal adult cycling female mammals, by the 

placenta in pregnant females, and by the adrenal cortex. It is essential for the 

normal functioning of the uterine lining, for the development of mammary 

glands, and for support of pregnancy through childbirth. 

Medroxyprogesterone has an IARC Group 2B classification meaning it is 

reasonably anticipated to be a human carcinogen based on sufficient evidence 

of carcinogenicity from studies in experimental animals. However, there was no 

evidence of a carcinogenic effect associated with the oral administration of 

PROVERA to rats and mice. Medroxyprogesterone acetate was not mutagenic in 

a battery of in vitro or in vivo genetic toxicity assays. 

• Dispensing in original manufacturer or repackaged 

container or unit dose package. No precaution needed.

• Repackaging by using single gloves, dedicated counting 

tray, and spatula/tweezers. 

• Medication will have appropriate "Caution: Hazardous 

Drug" auxillary label.

• Nurses and medical staff at risk of exposure 

during drug administration to patients will wear 

single gloves tested to ASTM 6978 while 

administering medication.

• Do not crush or cut tablet.  Contact Pharmacy.

1: Package insert. 2: 

Micromedex. 3: UpToDate.  

4: USP<800>. 5: IARC 

Working Group on the 

Evaluation of Carcinogenic 

Risk to Humans.  6. Report 

on Carcinogens NTP

yes
methimazole 

tablet
Single glove

Gray Bin with 

regular inventory
follow USP 800

Blue incineration 

waste
patient cassette 

Pneumatic 

tube
single glove

Recover product and place 

in an appropriate container 

for disposal.

blue 

incineration 

waste

Category D Appears in human breast milk
Methimazole appears in human breast milk.  However, in several studies, there 

were no effects on breastfed infants of mothers taking methimazole. 

• Dispensing in original manufacturer or repackaged 

container or unit dose package. No precaution needed.

• Repackaging by using single gloves, dedicated counting 

tray, and spatula/tweezers. 

• Medication will have appropriate "Caution: Hazardous 

Drug" auxillary label.

• Nurses and medical staff at risk of exposure 

during drug administration to patients will wear 

single gloves tested to ASTM 6978 while 

administering medication.

• Do not crush or cut tablet.  Contact Pharmacy.

1: Package insert. 2: 

Micromedex. 3: UpToDate.  

4: USP<800>. 

yes
methylergonovine 

inj
Single glove regular/segregated Risk Assesment regular/segregated

Pneumatic 

tube
single glove

Recover product and place 

in an appropriate container 

for disposal.

blue 

incineration 

waste

Category C straight draw

Use is contraindicated during 

pregnancy because of its uterotonic 

effects

Methylergonovine  acts by directly stimulating contractions of uterine and 

vascular smooth muscle. The uterotonic effect of methylergonovine maleate is 

utilized after delivery to assist involution and decrease hemorrhage, shortening 

the third stage of labor. Animal reproductive studies have not been conducted 

with methylergonovine so it is not known whether methylergonovine maleate 

can cause fetal harm or can affect reproductive capacity.

• Dispensing in original manufacturer or repackaged 

container or unit dose package. No precaution needed.

• Medication will have appropriate "Caution: Hazardous 

Drug" auxillary label.

• Nurses and medical staff at risk of exposure 

during drug administration to patients will wear 

gloves tested to ASTM 6978 and (if there is a 

potential for splashing) a protective gown and 

eye/face protection while administering 

medication.

1: Package insert. 2: 

Micromedex. 3: UpToDate.  

4: USP<800>.

yes
misoprostol 25 

mcg tablet
Single glove

Baby blue bin with 

regular inventory
follow USP 800

Blue incineration 

waste

Baby blue bin with 

regular inventory

Pneumatic 

tube

single glove for 

intact tablets

A damp cloth or a filtered 

vacuum should be used to 

clean spills ofdry solids.  

Clean spill area thoroughly.

Blue 

incineration 

waste 

except 

medication

s on P or U 

List

Category X BBW

Misoprostol is a synthetic prostaglandin E1 analogue and used off-label 

depending on the dose for labor induction or cervical ripening, treatment of 

incomplete or missed abortion, and postpartum hemorrhage. 

Misoprostol administration to women who are pregnant can cause birth defects, 

abortion, premature birth, or uterine rupture. Uterine rupture has been 

reported when misoprostol was administered in pregnant women to induce 

labor or to induce abortion. Congenital anomalies following first trimester 

exposure have been reported, including skull defects, cranial nerve palsies, facial 

malformations, and limb defects. Misoprostol may produce uterine contractions; 

fetal death, uterine perforation, and abortion may occur.

•When cutting tablets, use dedicated pill cutter and tray 

and wear double gloves tested to ASTM 6978, a 

protective gown, and respiratory protection.

• Medication will have appropriate "Caution: Hazardous 

Drug" auxillary label.

• Nurses and medical staff at risk of exposure 

during drug administration to patients will wear 

single gloves tested to ASTM 6978 while 

administering medication.

• Do not crush or cut tablet.  Contact Pharmacy.

1: Package insert. 2: 

Micromedex. 3: UpToDate.  

4: USP<800>.
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Assessment of Risk - VCMC/SPH Formulary Drugs

AoR 

eligible?

Drug Name 

(generic)

Receiving and transport 

to storage PPE 

requirement 

Storage 
Manipulation/ 

compounding 

Pharmacy waste 

disposal

Finished dosage 

form storage 

Transport to 

end user

Administration 

PPE requirement 
Decontamination Disposal

Pregnancy 

Category
Notes/Comments NIOSH List Supplemental Information Rationale for not requiring all  800 containment strategies

Alternative containment strategies and work practices 

(Pharmacy)

Alternative containment strategies and work 

practices (Nursing)
References

yes misoprostol tablet Single glove
Baby blue bin with 

regular inventory
follow USP 800

Blue incineration 

waste
patient cassette 

Pneumatic 

tube
single glove

A damp cloth or a filtered 

vacuum should be used to 

clean spills ofdry solids.  

Clean spill area thoroughly.

blue 

incineration 

waste

Category X BBW

Misoprostol is a synthetic prostaglandin E1 analogue and used off-label 

depending on the dose for labor induction or cervical ripening, treatment of 

incomplete or missed abortion, and postpartum hemorrhage. Misoprostol 

administration to women who are pregnant can cause birth defects, abortion, 

premature birth, or uterine rupture. Uterine rupture has been reported when 

misoprostol was administered in pregnant women to induce labor or to induce 

abortion. Congenital anomalies following first trimester exposure have been 

reported, including skull defects, cranial nerve palsies, facial malformations, and 

limb defects. Misoprostol may produce uterine contractions; fetal death, uterine 

perforation, and abortion may occur.

• Dispensing in original manufacturer or repackaged 

container or unit dose package. No precaution needed.

• Repackaging by using single gloves, dedicated counting 

tray, and spatula/tweezers. 

• Medication will have appropriate reproductive risk 

auxillary label.

• Nurses and medical staff at risk of exposure 

during drug administration to patients will wear 

single gloves tested to ASTM 6978 while 

administering medication.

• Do not crush or cut tablet.  Contact Pharmacy.

1: Package insert. 2: 

Micromedex. 3: UpToDate.  

4: USP<800>. 5.  DOI: 

10.1016/j.reprotox.2006.03

.015 

yes
mycophenolate 

mofetil tablet
Single glove

Orange Bin with 

regular inventory
NA

Blue incineration 

waste
patient cassette 

Pneumatic 

tube
single glove

Recover product and place 

in an appropriate container 

for disposal.

blue 

incineration 

waste

Fetal risk has 

been 

demonstrated

BBW

Black Box warning for embryo fetal 

toxicity,

malignancies, and serious infections; 

increased risk of first-trimester 

pregnancy loss and increased risk of 

congenital malformations; Special 

warning: Tablets should not be 

crushed and capsules should not be 

opened or crushed. Avoid inhalation 

or direct contact with skin or mucous 

membranes of the powder contained 

in capsules and oral suspension 

(before or after constitution). If such

contact occurs, wash thoroughly with 

soap and water; rinse eyes with plain 

water.

Mycophenolate mofetil use during pregnancy is associated with an increased 

risk of first trimester pregnancy loss and congenital malformations, particularly 

external ear and other facial abnormalities, such as cleft lip and palate, and 

anomalies of distal limbs, heart (ie, atrial and ventricular septal defects), 

esophagus (ie, esophageal atresia), kidneys, and nervous system. 

• Dispensing in original manufacturer or repackaged 

container or unit dose package. No precaution needed.

• Repackaging by using single gloves, dedicated counting 

tray, and spatula/tweezers. 

• Medication will have appropriate reproductive risk 

auxillary label.

• Nurses and medical staff at risk of exposure 

during drug administration to patients will wear 

single gloves tested to ASTM 6978 while 

administering medication.

• Do not crush or cut tablet.  Contact Pharmacy.

1: Package insert. 2: 

Micromedex. 3: UpToDate.  

4: USP<800>. 

yes nevirapine susp Single glove
Gray Bin with 

regular inventory
follow USP 800

Blue incineration 

waste
patient cassette 

Pneumatic 

tube
single glove

Wipe up with absorbent 

material (e.g. cloth, fleece). 

Clean surface thoroughly to 

remove residual 

contamination. Avoid 

oxidizers.

blue 

incineration 

waste

Fetal risk 

cannot be 

ruled out

BBW

In laboratory studies, hepatocellular 

adenomas and carcinomas were seen 

at doses lower than human dose

In laboratory studies, hepatocellular adenomas and carcinomas were seen at 

doses lower than human dose. Long-term carcinogenicity studies in mice and 

rats were carried out with nevirapine. Mice were dosed with 0, 50, 375 or 750 

mg/kg/day for two years. Hepatocellular adenomas and carcinomas were 

increased at all doses in males and at the two high doses in females.  The 

mechanism of the carcinogenic potential is unknown. . Given the lack of 

genotoxic activity of nevirapine, the relevance to humans of hepatocellular 

neoplasms in nevirapine treated mice and rats is not known.

However, in genetic toxicology assays, nevirapine  showed no evidence of 

mutagenic or clastogenic activity in a battery of in vitro and in vivo studies. 

• In the repackaging process, when drawing up for a 

patient specific syringe, double gloves, gown, and 

eye/face protection will be worn.

• Self-sealing drug dispensing plug to be used to help 

prevent evaporation, spills and contamination if 

applicable.  If spillage occurs, then deactivate, 

decontaminate and clean area while wearing single 

gloves and gown.

• Medication will have appropriate "Caution: Hazardous 

Drug" auxillary label.

• Nurses and medical staff at risk of exposure 

during drug administration to patients will wear 

single gloves tested to ASTM 6978 and (if there is a 

potential for vomit or spit up) a protective gown 

and eye/face protection while administering 

medication.

1: Package insert. 2: 

Micromedex. 3: UpToDate.  

4: USP<800>. 

yes nevirapine tablet Single glove
Orange Bin with 

regular inventory
NA

Blue incineration 

waste
patient cassette 

Pneumatic 

tube
single glove

Recover product and place 

in an appropriate container 

for disposal.

blue 

incineration 

waste

Fetal risk 

cannot be 

ruled out

BBW, suspension available

In laboratory studies, hepatocellular 

adenomas and carcinomas were seen 

at doses lower than human dose

In laboratory studies, hepatocellular adenomas and carcinomas were seen at 

doses lower than human dose. Long-term carcinogenicity studies in mice and 

rats were carried out with nevirapine. Mice were dosed with 0, 50, 375 or 750 

mg/kg/day for two years. Hepatocellular adenomas and carcinomas were 

increased at all doses in males and at the two high doses in females.  The 

mechanism of the carcinogenic potential is unknown. . Given the lack of 

genotoxic activity of nevirapine, the relevance to humans of hepatocellular 

neoplasms in nevirapine treated mice and rats is not known.However, in genetic 

toxicology assays, nevirapine  showed no evidence of mutagenic or clastogenic 

activity in a battery of in vitro and in vivo studies. 

• Dispensing in original manufacturer or repackaged 

container or unit dose package. No precaution needed.

• Repackaging by using single gloves, dedicated counting 

tray, and spatula/tweezers. 

• Medication will have appropriate "Caution: Hazardous 

Drug" auxillary label.

• Nurses and medical staff at risk of exposure 

during drug administration to patients will wear 

single gloves tested to ASTM 6978 while 

administering medication.

• Do not crush or cut tablet.  Contact Pharmacy.

1: Package insert. 2: 

Micromedex. 3: UpToDate.  

4: USP<800>. 

yes
oxcarbazepine 

tablet
Single glove

Gray Bin with 

regular inventory
follow USP 800

Blue incineration 

waste
patient cassette 

Pneumatic 

tube
single glove

Recover product and place 

in an appropriate container 

for disposal.

blue 

incineration 

waste

Fetal risk 

cannot be 

ruled out

suspension available

Tumors observed in laboratory 

studies at 1/10 the maximum 

recommended human dose (PI)

Tumors were observed in laboratory studies at 1/10 the maximum 

recommended human dose.  Carbamazepine that was administered in doses 

more than 25 mg/kg/day for more than 2 years caused hepatocellular tumors in 

female, and benign interstitial tumors of the testes in male rats in doses >250 

mg/kg/day.

• Dispensing in original manufacturer or repackaged 

container or unit dose package. No precaution needed.

• Repackaging by using single gloves, dedicated counting 

tray, and spatula/tweezers. 

• Medication will have appropriate "Caution: Hazardous 

Drug" auxillary label.

• Nurses and medical staff at risk of exposure 

during drug administration to patients will wear 

single gloves tested to ASTM 6978 while 

administering medication.

• Do not crush or cut tablet.  Contact Pharmacy.

1: Package insert. 2: 

Micromedex. 3: UpToDate.  

4: USP<800>. 

yes oxytocin IV Single glove
Baby blue bin with 

regular inventory
Risk Assesment

Blue incineration 

waste

Transfer cart or 

pass thru fridge

Pneumatic 

tube
single gloves

Vacuum spillage with a 

vacuum cleaner having a 

high efficiency particulate 

(HEPA) filter, or absorb 

liquid with clay absorbent, 

absorbent pads or paper 

towels. Wipe working 

surfaces to dryness, and 

then wash with soap and 

water.

blue 

incineration 

waste

Category C BBW
Hazardous only for women in third 

trimester

Oxytocin is a human peptide hormone and neuropeptide that is used as a 

medication to facilitate childbirth.  Oxytocin is normally produced in the 

hypothalamus and release by the pituitary. Oxytocin plays an important role in 

stimulating cervical dilation as well as stimulating uterine contractions in the 

2nd and 3rd stages of labor. Exposure to oxytocin is believed to pose a risk to 

women in their third trimester of pregnancy relative to the risk of stimulating 

uterine contractions which may result in early labor.

• Receive the compounded units from FDA Registered 

503B Outsourcing Facility

• When compounded units not available, follow Standard 

Operating Procedures for proper behavior in the sterile 

compounding area and aseptic technique.

• Nurses and medical staff at risk of exposure 

during drug administration to patients will wear 

gloves tested to ASTM 6978 and (if there is a 

potential for splashing) a protective gown and 

eye/face protection while administering, 

maintaining or discontinuing IV lines.

1: Package insert. 2: 

Micromedex. 3: UpToDate.  

4: USP<800>.
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Assessment of Risk - VCMC/SPH Formulary Drugs

AoR 

eligible?

Drug Name 

(generic)

Receiving and transport 

to storage PPE 

requirement 

Storage 
Manipulation/ 

compounding 

Pharmacy waste 

disposal

Finished dosage 

form storage 

Transport to 

end user

Administration 

PPE requirement 
Decontamination Disposal

Pregnancy 

Category
Notes/Comments NIOSH List Supplemental Information Rationale for not requiring all  800 containment strategies

Alternative containment strategies and work practices 

(Pharmacy)

Alternative containment strategies and work 

practices (Nursing)
References

yes pamidronate IV Single glove
Baby blue bin with 

regular inventory
Risk Assesment

Blue incineration 

waste
refrigerated regular

Pneumatic 

tube

Double gloves, 

gown, eye/face 

protection(if 

there is potential 

for splashing)

 Carefully shovel or sweep 

up spilled material and place 

insuitable container. Avoid 

generating dust. Spills: Soak 

up with inert absorbent 

material (mylan)

blue 

incineration 

waste

Category D
Embryo-fetal toxicities at doses below 

the recommended human dose

Pamidronate is a bisphosphonate that inhibits bone resorption via actions on 

osteoclasts or on osteoclast precursors and indicated for treating hypercalcemia, 

Paget's disease, and osteolytic bone lesions of multiple myeloma. 

Bisphosphonates are poorly absorbed following oral administration, and 

intravenous therapy has been preferred.  Exposure to pamidronate is believe to 

pose a risk to embryo-fetus.  Literature reports in which pamidronate has been 

taken by pregnant women and women of childbearing age reported lack of 

increase in the frequency of malformation and effects on the newborn that were 

transient (if any were observed). 

• Follow Standard Operating Procedures for proper 

behavior in the sterile compounding area and aseptic 

technique.

• Nurses and medical staff at risk of exposure 

during drug administration to patients will wear 

gloves tested to ASTM 6978 and (if there is a 

potential for splashing) a protective gown and 

eye/face protection while administering, 

maintaining or discontinuing IV lines.

1: Package insert. 2: 

Micromedex. 3: UpToDate.  

4: USP<800>.

yes paroxetine tablet Single glove
Baby blue bin with 

regular inventory
NA regular

Pneumatic 

tube

single glove for 

intact tablets

Recover product and place 

in an appropriate container 

for disposal.

Fetal risk has 

been 

demonstrated

.

Increased risk of congenital 

abnormalities when taken in first 

trimester; complications in pregnancy 

when taken in third trimester

Paroxetine can cause fetal harm when used during pregnancy. In 

epidemiological studies, first-trimester exposure to paroxetine was associated 

with an increased risk of congenital malformations, particularly cardiovascular 

malformations. Complications in pregnancy were reported when taken in the 

third trimester.

• Dispensing in original manufacturer or repackaged 

container or unit dose package. No precaution needed.

• Repackaging by using single gloves, dedicated counting 

tray, and spatula/tweezers. 

• Medication will have appropriate reproductive risk 

auxillary label.

• Nurses and medical staff at risk of exposure 

during drug administration to patients will wear 

single gloves tested to ASTM 6978 while 

administering medication.

• Do not crush or cut tablet.  Contact Pharmacy.

1: Package insert. 2: 

Micromedex. 3: UpToDate.  

4: USP<800>.

yes pasireotide SubQ Single glove
Baby blue bin with 

regular inventory
Risk Assesment regular

Pneumatic 

tube

Double gloves, 

gown, eye/face 

protection(if 

there is potential 

for splashing)

Clean up the rest with 

absorbent material and 

discharge properly.

blue 

incineration 

waste

For pancreatic resection. To 

prevent leakage induced 

mortality.

Increased implantation loss and 

decreased viable fetuses, corpora 

lutea, and implantation sites at doses 

less than the human recommended 

dose

Pasireotide is a somatostatin analog, which is a peptide inhibitor of multiple 

endocrine, neuroendocrine, and exocrine mechanisms. In the hypothalamus, it 

regulates the secretion of hormones coming from the pituitary gland, including 

growth hormone and thyroid stimulating hormone. Rat studies showed 

increased implantation loss and decreased viable fetuses, corpora lutea, and 

implantation sites at doses less than the human recommended dose.

• Dispensing in original manufacturer or repackaged 

container or unit dose package. No precaution needed. 

• Medication will have appropriate reproductive risk 

auxillary label.

• Nurses and medical staff at risk of exposure 

during drug administration to patients will wear 

gloves tested to ASTM 6978 and (if there is a 

potential for splashing) a protective gown and 

eye/face protection while administering 

medication.

1: Package insert. 2: 

Micromedex. 3: UpToDate.  

4: USP<800>.

yes phenytoin IV Single glove
Gray Bin with 

regular inventory
follow USP 800

Blue incineration 

waste
patient cassette 

Pneumatic 

tube

Double gloves, 

gown, eye/face 

protection(if 

there is potential 

for splashing)

Contain and collect spillage 

with non-combustible, 

absorbent material e.g. 

sand, earth, vermiculite or 

diatomaceous earth. 

blue 

incineration 

waste

Fetal risk 

cannot be 

ruled out

BBW IARC Group 2B; NTP***

Phenytoin and its sodium salt have a IARC Group 2B; NTP*** classification 

meaning it is reasonably anticipated to be human carcinogens based on 

sufficient evidence from studies in experimental animals.  Phenytoin as its 

sodium salt caused lymphoma and leukemia in mice

by two different routes of exposure (liquid and intraperitoneal injection).  The 

data available from epidemiological studies are inadequate to evaluate the 

relationship between human cancer and exposure specifically to phenytoin. 

• Follow Standard Operating Procedures for proper 

behavior in the sterile compounding area and aseptic 

technique.

• Nurses and medical staff at risk of exposure 

during drug administration to patients will wear 

gloves tested to ASTM 6978 and (if there is a 

potential for splashing) a protective gown and 

eye/face protection while administering, 

maintaining or discontinuing IV lines.

1: Package insert. 2: 

Micromedex. 3: UpToDate.  

4: USP<800>. 5: IARC 

Working Group on the 

Evaluation of Carcinogenic 

Risk to Humans.  6. Report 

on Carcinogens NTP

yes phenytoin susp Single glove
Gray Bin with 

regular inventory
NA

Blue incineration 

waste
patient cassette 

Pneumatic 

tube

Double gloves, 

gown, eye/face 

protection(if 

there is potential 

for splashing)

The spill area should be 

ventilated and 

decontaminated after 

material has been picked up.

blue 

incineration 

waste

Fetal risk 

cannot be 

ruled out

IARC Group 2B; NTP***

Phenytoin and its sodium salt have a IARC Group 2B; NTP*** classification 

meaning it is reasonably anticipated to be human carcinogens based on 

sufficient evidence from studies in experimental animals.  Phenytoin as its 

sodium salt caused lymphoma and leukemia in mice

by two different routes of exposure (liquid and intraperitoneal injection).  The 

data available from epidemiological studies are inadequate to evaluate the 

relationship between human cancer and exposure specifically to phenytoin. 

• Dispensing in original manufacturer or repackaged 

container or unit dose package. No precaution needed.

• In the repackaging process, if drawing up for a patient 

specific syringe, double gloves, gown, and eye/face 

protection will be worn.  Self-sealing drug dispensing plug 

to be used to help prevent evaporation, spills and 

contamination if applicable.  If spillage occurs, then 

deactivate, decontaminate and clean area while wearing 

single gloves and gown.

• Medication will have appropriate "Caution: Hazardous 

Drug" auxillary label.

• Nurses and medical staff at risk of exposure 

during drug administration to patients will wear 

single gloves tested to ASTM 6978 and (if there is a 

potential for vomit or spit up) a protective gown 

and eye/face protection while administering 

medication.

1: Package insert. 2: 

Micromedex. 3: UpToDate.  

4: USP<800>. 5: IARC 

Working Group on the 

Evaluation of Carcinogenic 

Risk to Humans.  6. Report 

on Carcinogens NTP

yes phenytoin tablet Single glove
Gray Bin with 

regular inventory
follow USP 800

Blue incineration 

waste
patient cassette 

Pneumatic 

tube
single glove

Recover product and place 

in an appropriate container 

for disposal.

blue 

incineration 

waste

Category D IARC Group 2B; NTP***

Phenytoin and its sodium salt have a IARC Group 2B; NTP*** classification 

meaning it is reasonably anticipated to be human carcinogens based on 

sufficient evidence from studies in experimental animals.  Phenytoin as its 

sodium salt caused lymphoma and leukemia in mice

by two different routes of exposure (liquid and intraperitoneal injection).  The 

data available from epidemiological studies are inadequate to evaluate the 

relationship between human cancer and exposure specifically to phenytoin. 

• Dispensing in original manufacturer or repackaged 

container or unit dose package. No precaution needed.

• Repackaging by using single gloves, dedicated counting 

tray, and spatula/tweezers. 

• Medication will have appropriate "Caution: Hazardous 

Drug" auxillary label.

• Nurses and medical staff at risk of exposure 

during drug administration to patients will wear 

single gloves tested to ASTM 6978 while 

administering medication.

• Do not crush or cut tablet.  Contact Pharmacy.

1: Package insert. 2: 

Micromedex. 3: UpToDate.  

4: USP<800>. 5: IARC 

Working Group on the 

Evaluation of Carcinogenic 

Risk to Humans.  6. Report 

on Carcinogens NTP

yes
progestins 

(levonorgestrel) 

IUD

Single glove
Gray Bin with 

regular inventory
NA

Blue incineration 

waste
patient cassette 

Pneumatic 

tube

Double gloving 

and a protective 

gown are 

recommended for 

administration

Soak up with inert absorbent 

material. Pick up and 

transfer to properly labeled 

containers. After cleaning, 

flush away traces with 

water.

blue 

incineration 

waste

Fetal risk has 

been 

demonstrated

Levonorgestrel is contraindicated during pregnancy. If pregnancy occurs with a 

levonorgestrel intrauterine in place, there is an increased risk of ectopic 

pregnancy, including loss of fertility, miscarriage, septic abortion (including 

septicemia, shock and death), and premature labor and delivery. Studies to date 

have not found a significant increase in adverse effects with long-term use of 

oral progestin contraceptives; however, several cases of masculinization of the 

external genitalia of the female fetus have been reported following exposure to 

progestins with doses higher than those used for oral contraception.

• Dispensing in original manufacturer or repackaged 

container or unit dose package. No precaution needed.

• Medication will have appropriate reproductive risk 

auxillary label.

• Nurses and medical staff at risk of exposure 

during drug administration to patients will wear 

single gloves tested to ASTM 6978 while 

administering medication.

1: Package insert. 2: 

Micromedex. 3: UpToDate.  

4: USP<800>. 

yes
progestins 

(levonorgestrel) 

tablet

Single glove
Gray Bin with 

regular inventory
NA

Blue incineration 

waste
patient cassette 

Pneumatic 

tube
single glove

Recover product and place 

in an appropriate container 

for disposal.

blue 

incineration 

waste

Category X

Levonorgestrel is contraindicated during pregnancy. If pregnancy occurs with a 

levonorgestrel intrauterine in place, there is an increased risk of ectopic 

pregnancy, including loss of fertility, miscarriage, septic abortion (including 

septicemia, shock and death), and premature labor and delivery. Studies to date 

have not found a significant increase in adverse effects with long-term use of 

oral progestin contraceptives; however, several cases of masculinization of the 

external genitalia of the female fetus have been reported following exposure to 

progestins with doses higher than those used for oral contraception.

• Dispensing in original manufacturer or repackaged 

container or unit dose package. No precaution needed.

• Repackaging by using single gloves, dedicated counting 

tray, and spatula/tweezers. 

• Medication will have appropriate reproductive risk 

auxillary label.

• Nurses and medical staff at risk of exposure 

during drug administration to patients will wear 

single gloves tested to ASTM 6978 while 

administering medication.

• Do not crush or cut tablet.  Contact Pharmacy.

1: Package insert. 2: 

Micromedex. 3: UpToDate.  

4: USP<800>. 
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to storage PPE 
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Administration 
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Pregnancy 

Category
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Alternative containment strategies and work 

practices (Nursing)
References

yes
propylthiouracil 

tablet
Single glove

Gray Bin with 

regular inventory
NA

Blue incineration 

waste
patient cassette 

Pneumatic 

tube
single glove

Recover product and place 

in an appropriate container 

for disposal.

blue 

incineration 

waste

Category D IARC Group 2B; NTP***

Propylthiouracil has a IARC Group 2 B classification meaning it is reasonably 

anticipated to be a human carcinogen based on sufficient evidence of 

carcinogenicity from studies in experimental animals. Oral exposure to 

propylthiouracil caused benign or malignant thyroid tumors (follicular-cell 

adenoma or carcinoma) in four species of rodents.

• Dispensing in original manufacturer or repackaged 

container or unit dose package. No precaution needed.

• Repackaging by using single gloves, dedicated counting 

tray, and spatula/tweezers. 

• Medication will have appropriate "Caution: Hazardous 

Drug" auxillary label.

• Nurses and medical staff at risk of exposure 

during drug administration to patients will wear 

single gloves tested to ASTM 6978 while 

administering medication.

• Do not crush or cut tablet.  Contact Pharmacy.

1: Package insert. 2: 

Micromedex. 3: UpToDate.  

4: USP<800>. 5: IARC 

Working Group on the 

Evaluation of Carcinogenic 

Risk to Humans.  6. Report 

on Carcinogens NTP

yes
spironolactone 

syrup
Single glove

Gray Bin with 

regular inventory
follow USP 800

Blue incineration 

waste
regular

Pneumatic 

tube

blue 

incineration 

waste

Category C
Black Box warning for tumorogenicity 

in laboratory studies

Exposure to spironolatone has a warning for tumorogenicity in laboratory 

studies. The initial toxicity data was on potassium canrenoate, an aldosterone 

antagonist structurally related to spironolactone. Although high doses of 

potassium canrenoate caused monomyelocytic leukemia in rats, concerns of 

tumorigenicity should not be extrapolated to humans.  From a scientific point 

this policy is questionable because the major pathway of the metabolism of 

spironolactone is not via canrenone or canrenoate, but through pathways that 

retain the sulfur moiety.

•When compounding,  crush tablets using dedicated 

Silent Knight and wear double gloves tested to ASTM 

6978, a protective gown, and respiratory protection.

• In the repackaging process, if drawing up for a patient 

specific syringe, double gloves, gown, and eye/face 

protection will be worn.  Self-sealing drug dispensing plug 

to be used to help prevent evaporation, spills and 

contamination if applicable.  If spillage occurs, then 

deactivate, decontaminate and clean area while wearing 

single gloves and gown. 

• Medication will have appropriate "Caution: Hazardous 

Drug" auxillary label.

• Nurses and medical staff at risk of exposure 

during drug administration to patients will wear 

single gloves tested to ASTM 6978 and (if there is a 

potential for vomit or spit up) a protective gown 

and eye/face protection while administering 

medication.

1: Package insert. 2: 

Micromedex. 3: UpToDate.  

4: USP<800>.

yes
spironolactone 

tablet
Single glove

Gray Bin with 

regular inventory
follow USP 800

Blue incineration 

waste
patient cassette 

Pneumatic 

tube
single glove

Recover product and place 

in an appropriate container 

for disposal.

blue 

incineration 

waste

Category C
Black Box warning for tumorogenicity 

in laboratory studies

Exposure to spironolatone has a warning for tumorogenicity in laboratory 

studies. The initial toxicity data was on potassium canrenoate, an aldosterone 

antagonist structurally related to spironolactone. Although high doses of 

potassium canrenoate caused monomyelocytic leukemia in rats, concerns of 

tumorigenicity should not be extrapolated to humans.  From a scientific point 

this policy is questionable because the major pathway of the metabolism of 

spironolactone is not via canrenone or canrenoate, but through pathways that 

retain the sulfur moiety.

• Dispensing in original manufacturer or repackaged 

container or unit dose package. No precaution needed.

• Repackaging by using single gloves, dedicated counting 

tray, and spatula/tweezers. 

• Medication will have appropriate "Caution: Hazardous 

Drug" auxillary label.

• Nurses and medical staff at risk of exposure 

during drug administration to patients will wear 

single gloves tested to ASTM 6978 while 

administering medication.

• Do not crush or cut tablet.  Contact Pharmacy.

1: Package insert. 2: 

Micromedex. 3: UpToDate.  

4: USP<800>. 

yes tacrolimus capsule Single glove
Gray Bin with 

regular inventory
follow USP 800

Blue incineration 

waste
patient cassette 

Pneumatic 

tube
single glove

Recover product and place 

in an appropriate container 

for disposal.

blue 

incineration 

waste

Category C BBW

Increased risk of lymphomas and 

other malignancies; reproductive 

effects seen in laboratory studies 

below the MRHD; excreted in breast 

milk

Patients receiving immunosuppressants, including tacrolimus, are at increased 

risk of developing lymphomas and other malignancies, particularly of the skin. 

The risk appears to be related to the intensity and duration of 

immunosuppression rather than to the use of any specific agent.  Reproductive 

effects were seen in laboratory studies below the maximum recommended 

human dose (MRHD).  Tacrolimus is also excreted in breast milk.

• Dispensing in original manufacturer or repackaged 

container or unit dose package. No precaution needed.

• Repackaging by using single gloves, dedicated counting 

tray, and spatula/tweezers. 

• Medication will have appropriate "Caution: Hazardous 

Drug" auxillary label.

• Nurses and medical staff at risk of exposure 

during drug administration to patients will wear 

gloves tested to ASTM 6978 while administering 

medication.

• Do not open capsule.  Contact Pharmacy.

1: Package insert. 2: 

Micromedex. 3: UpToDate.  

4: USP<800>. 

yes
temazepam 

capsule
Single glove

Baby blue bin with 

regular inventory
follow USP 800

Blue incineration 

waste
patient cassette 

hand 

delivered
single glove

Recover product and place 

in an appropriate container 

for disposal.

blue 

incineration 

waste

Category X

Increased risk of congenital 

malformations associated with 

treatment during the first trimester of 

pregnancy

Temazepam, a minor metabolite of diazepam, is a hypontic agent belonging to 

the benzodiazepine class.Teratogenicity with temazepam has not been 

confirmed; however, other benzodiazepines have demonstrated teratogenic 

potential.  An  increased  risk  of  congenital  malformations  associated  with  

the  use  of  diazepam  and  chlordiazepoxide during the first trimester of 

pregnancy has been suggested in several studies.

• Dispensing in original manufacturer or repackaged 

container or unit dose package. No precaution needed.

• Repackaging by using single gloves, dedicated counting 

tray, and spatula/tweezers. 

• Medication will have appropriate reproductive risk 

auxillary label.

• Nurses and medical staff at risk of exposure 

during drug administration to patients will wear 

single gloves tested to ASTM 6978 while 

administering medication.

• Do not open capsule.  Contact Pharmacy.

1: Package insert. 2: 

Micromedex. 3: UpToDate.  

4: USP<800>.

yes testosterone IM Single glove regular/segregated Risk Assesment regular/segregated
Pneumatic 

tube

Double gloving 

and a protective 

gown 

Soak up with inert absorbent 

material.

blue 

incineration 

waste

Category X

Children should avoid contact with 

unwashed or unclothed

application sites on skin; FDA 

Pregnancy Category X

Testosterone is an endogenous androgen and is produced in different levels by 

males and females.  Androgens are responsible for normal growth and 

development of male sex organs and maintenance of secondary sex 

characteristics. It is recommended that children and women should avoid 

contact with unwashed or unclothed application site. Exposure of a female fetus 

to testosterone may result in varying degrees of virilization. Decreased fertility 

has been noted in some men receiving testosterone replacement therapy.

• Dispensing in original manufacturer or repackaged 

container or unit dose package. No precaution needed. 

• Medication will have appropriate reproductive risk 

auxillary label.

• Nurses and medical staff at risk of exposure 

during drug administration to patients will wear 

gloves tested to ASTM 6978 and (if there is a 

potential for splashing) a protective gown and 

eye/face protection while administering 

medication.

1: Package insert. 2: 

Micromedex. 3: UpToDate.  

4: USP<800>.

yes topiramate susp Single glove
Baby blue bin with 

regular inventory
follow USP 800

Blue incineration 

waste
regylar

Pneumatic 

tube

blue 

incineration 

waste

Fetal risk has 

been 

demonstrated

FDA Pregnancy Category D

Topiramate can cause fetal harm when administered to a pregnant woman. Data 

from pregnancy registries indicate that infants exposed to topiramate in utero 

have an increased risk for cleft lip and/or cleft palate (oral clefts).

•When compounding, crush tablets using dedicated 

Silent Knight and wear double gloves tested to ASTM 

6978, a protective gown, and respiratory protection.

• In the repackaging process, if drawing up for a patient 

specific syringe, double gloves, gown, and eye/face 

protection will be worn.  Self-sealing drug dispensing plug 

to be used to help prevent evaporation, spills and 

contamination if applicable.  If spillage occurs, then 

deactivate, decontaminate and clean area while wearing 

single gloves and gown. 

• Medication will have appropriate reproductive risk 

auxillary label.

• Nurses and medical staff at risk of exposure 

during drug administration to patients will wear 

single gloves tested to ASTM 6978 and (if there is a 

potential for vomit or spit up) a protective gown 

and eye/face protection while administering 

medication.

1: Package insert. 2: 

Micromedex. 3: UpToDate.  

4: USP<800>.

yes topiramate tablet Single glove
Baby blue bin with 

regular inventory
follow USP 800

Blue incineration 

waste
patient cassette 

Pneumatic 

tube
single glove

Recover product and place 

in an appropriate container 

for disposal.

blue 

incineration 

waste

Fetal risk has 

been 

demonstrated

FDA Pregnancy Category D

Topiramate can cause fetal harm when administered to a pregnant woman. Data 

from pregnancy registries indicate that infants exposed to topiramate in utero 

have an increased risk for cleft lip and/or cleft palate (oral clefts).

• Dispensing in original manufacturer or repackaged 

container or unit dose package. No precaution needed.

• Repackaging by using single gloves, dedicated counting 

tray, and spatula/tweezers. 

• Medication will have appropriate reproductive risk 

auxillary label.

• Nurses and medical staff at risk of exposure 

during drug administration to patients will wear 

single gloves tested to ASTM 6978 while 

administering medication.

• Do not crush or cut tablet.  Contact Pharmacy.

1: Package insert. 2: 

Micromedex. 3: UpToDate.  

4: USP<800>.
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practices (Nursing)
References

no
valganciclovir 

tablet
Single glove

Yellow Bin in 

segregated cabinet
NA

Trace: Yellow 

hazardous bin, 

Bulk: Black RCRA

patient cassette 
Pneumatic 

tube
single glove

Recover product and place 

in an appropriate container 

for disposal.

Trace: 

Yellow 

hazardous 

bin, Bulk: 

Black RCRA

Category C BBW, MSHG

MSHG - "Handle and dispose 

valganciclovir tablets according to 

guidelines for antineoplastic drugs 

because ganciclovir shares some of 

the properties of antitumor agents"

Since valganciclovir is a prodrug and is converted to ganciclovir (active drug) it is 

anticipated that valganciclovir is expected to have reproductive toxicity effects 

similar to ganciclovir. In animal studies, ganciclovir has caused maternal and 

fetal toxicity and embryo-fetal mortality in pregnant mice and rabbits as well as 

teratogenicity in rabbits at exposures 2 times the human exposure.  

Valganciclovir at the recommended dose may cause temporary or permanent 

female and male infertility.

yes
valproate/valproic 

acid capsule
Single glove regular NA

Blue incineration 

waste
regular, pyxis

Pneumatic 

tube

single glove for 

intact tablets

Recover product and place 

in an appropriate container 

for disposal.

blue 

incineration 

waste

Fetal risk has 

been 

demonstrated

.

BBW

Black Box warning for teratogenicity; 

congenital malformations, including 

neural tube defects; teratogenic in 

multiple species; FDA Pregnancy 

Category D

Valproic acid is used to treat seizures and thought to mediate its effect through 

increasing gamma-aminobutyric acid (GABA), an inhibitory neurotransmitter.  

There is a Black Box warning for teratogenicity, congenital malformations, 

including neural tube defects, and teratogenic in multiple species.  

The greatest risk for malformations is during the first trimester. The risk is dose-

dependent; however, a threshold dose below which no risk exists has not been 

determined. 

• Dispensing in original manufacturer or repackaged 

container or unit dose package. No precaution needed.

• Repackaging by using single gloves, dedicated counting 

tray, and spatula/tweezers. 

• Medication will have appropriate reproductive risk 

auxillary label.

• Nurses and medical staff at risk of exposure 

during drug administration to patients will wear 

single gloves tested to ASTM 6978 while 

administering medication.

• Do not open capsule.  Contact Pharmacy.

1: Package insert. 2: 

Micromedex. 3: UpToDate.  

4: USP<800>.

yes
valproate/valproic 

acid IV
Single glove regular/segregated Risk Assesment regular/segregated

Pneumatic 

tube

Double gloving 

and a protective 

gown 

Absorb with absorbent 

materials and dispose 

accordingly.

blue 

incineration 

waste

Category D BBW

Black Box warning for teratogenicity; 

congenital malformations, including 

neural tube defects; teratogenic in 

multiple species; FDA Pregnancy 

Category D

Valproate sodium is used to treat seizures and thought to mediate its effect 

through increasing gamma-aminobutyric acid (GABA), an inhibitory 

neurotransmitter.  There is a Black Box warning for teratogenicity, congenital 

malformations, including neural tube defects, and teratogenic in multiple 

species.  

The greatest risk for malformations is during the first trimester. The risk is dose-

dependent; however, a threshold dose below which no risk exists has not been 

determined. 

• Follow Standard Operating Procedures for proper 

behavior in the sterile compounding area and aseptic 

technique.

• Nurses and medical staff at risk of exposure 

during drug administration to patients will wear 

gloves tested to ASTM 6978 and (if there is a 

potential for splashing) a protective gown and 

eye/face protection while administering, 

maintaining or discontinuing IV lines.

1: Package insert. 2: 

Micromedex. 3: UpToDate.  

4: USP<800>.

yes
valproate/valproic 

acid syrup
Single glove

Baby blue bin with 

regular inventory
NA

Blue incineration 

waste
patient cassette 

Pneumatic 

tube
single glove

Absorb the liquid with 

suitable material.

blue 

incineration 

waste

Fetal risk has 

been 

demonstrated

Black Box warning for teratogenicity; 

congenital malformations, including 

neural tube defects; teratogenic in 

multiple species; FDA Pregnancy 

Category D

Valproic acid is used to treat seizures and thought to mediate its effect through 

increasing gamma-aminobutyric acid (GABA), an inhibitory neurotransmitter.  

There is a Black Box warning for teratogenicity, congenital malformations, 

including neural tube defects, and teratogenic in multiple species.  

The greatest risk for malformations is during the first trimester. The risk is dose-

dependent; however, a threshold dose below which no risk exists has not been 

determined. 

• Dispensing in original manufacturer or repackaged 

container or unit dose package. No precaution needed.

• In the repackaging process, if drawing up for a patient 

specific syringe, single gloves will be worn.  Self-sealing 

drug dispensing plug to be used to help prevent 

evaporation, spills and contamination if applicable.  If 

spillage occurs, then deactivate, decontaminate and clean 

area while wearing single gloves and gown.

• Medication will have appropriate reproductive risk 

auxillary label.

• Nurses and medical staff at risk of exposure 

during drug administration to patients will wear 

single gloves tested to ASTM 6978 and (if there is a 

potential for vomit or spit up) a protective gown 

and eye/face protection while administering 

medication.

1: Package insert. 2: 

Micromedex. 3: UpToDate.  

4: USP<800>.

yes voriconazole IV Single glove segregated Risk Assesment
refrigerated 

segregated

Pneumatic 

tube

Double gloves, 

gown, eye/face 

protection(if 

there is potential 

for splashing), 

and CSTDs during 

IV administration

collect spilled material by a 

method that controls dust 

generation.  A damp cloth or 

a filtered vacuum should be 

used to clean spills ofdry 

solids.  Clean spill area 

thoroughly (pfizer)

blue 

incineration 

waste

Category D
Infectious Disease consult 

required
FDA Pregnancy Category D

Voriconazole is an antifungal agent for candidiasis and aspergillosis. Exposure to 

voriconazole has the potential to cause fetal harm. In animal reproduction 

studies, oral voriconazole administration was associated with teratogenicity, 

embryotoxicity, increased gestational length, dystocia and embryomortality. 

Since its approval by the FDA and the EMA in 2002, only one report of 

voriconazole exposure during pregnancy has been reported.  In the case study, 

the pregnant woman received oral voriconazole during the second and third 

trimesters of pregnancy.  No adverse fetal/neonatal outcome was evidenced at 

birth or at a 6 month follow-up visit.

• Follow Standard Operating Procedures for proper 

behavior in the sterile compounding area and aseptic 

technique.

• Nurses and medical staff at risk of exposure 

during drug administration to patients will wear 

gloves tested to ASTM 6978 and (if there is a 

potential for splashing) a protective gown and 

eye/face protection while administering, 

maintaining or discontinuing IV lines.

1: Package insert. 2: 

Micromedex. 3: UpToDate.  

4: USP<800>.

yes voriconazole susp Single glove
Baby blue bin with 

regular inventory
NA

Blue incineration 

waste
patient cassette 

Pneumatic 

tube
single glove

Carefully shovel or sweep up 

spilled material and place 

insuitable container. Avoid 

generating dust. Soak up 

with inert absorbent 

material. 

blue 

incineration 

waste

Category D
Infectious Disease consult 

required
FDA Pregnancy Category D

Voriconazole is an antifungal agent for candidiasis and aspergillosis.  Exposure to 

voriconazole has the potential to cause fetal harm. In animal reproduction 

studies, oral voriconazole administration was associated with teratogenicity, 

embryotoxicity, increased gestational length, dystocia and embryomortality. 

Since its approval by the FDA and the EMA in 2002, only one report of 

voriconazole exposure during pregnancy has been reported.  In the case study, 

the pregnant woman received oral voriconazole during the second and third 

trimesters of pregnancy.  No adverse fetal/neonatal outcome was evidenced at 

birth or at a 6 month follow-up visit.

• Dispensing in original manufacturer or repackaged 

container or unit dose package. No precaution needed.

• In the repackaging process, if drawing up for a patient 

specific syringe, single gloves will be worn.  Self-sealing 

drug dispensing plug to be used to help prevent 

evaporation, spills and contamination if applicable.  If 

spillage occurs, then deactivate, decontaminate and clean 

area while wearing single gloves and gown.

• Medication will have appropriate "Caution: Hazardous 

Drug" auxillary label.

• Nurses and medical staff at risk of exposure 

during drug administration to patients will wear 

single gloves tested to ASTM 6978 and (if there is a 

potential for vomit or spit up) a protective gown 

and eye/face protection while administering 

medication.

1: Package insert. 2: 

Micromedex. 3: UpToDate.  

4: USP<800>.

yes
voriconazole 

tablet
Single glove regular NA

Blue incineration 

waste
regular/segregated

Pneumatic 

tube

single glove for 

intact tablets

Recover product and place 

in an appropriate container 

for disposal.

blue 

incineration 

waste

Fetal risk 

cannot be 

ruled out.

FDA Pregnancy Category D

Voriconazole is an antifungal agent for candidiasis and aspergillosis.  Exposure to 

voriconazole has the potential to cause fetal harm. In animal reproduction 

studies, oral voriconazole administration was associated with teratogenicity, 

embryotoxicity, increased gestational length, dystocia and embryomortality. 

Since its approval by the FDA and the EMA in 2002, only one report of 

voriconazole exposure during pregnancy has been reported.  In the case study, 

the pregnant woman received oral voriconazole during the second and third 

trimesters of pregnancy.  No adverse fetal/neonatal outcome was evidenced at 

birth or at a 6 month follow-up visit.

• Dispensing in original manufacturer or repackaged 

container or unit dose package. No precaution needed.

• Repackaging by using single gloves, dedicated counting 

tray, and spatula/tweezers. 

• Medication will have appropriate reproductive risk 

auxillary label.

• Nurses and medical staff at risk of exposure 

during drug administration to patients will wear 

single gloves tested to ASTM 6978 while 

administering medication.

• Do not crush or cut tablet.  Contact Pharmacy.

1: Package insert. 2: 

Micromedex. 3: UpToDate.  

4: USP<800>.
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Assessment of Risk - VCMC/SPH Formulary Drugs

AoR 

eligible?

Drug Name 

(generic)

Receiving and transport 

to storage PPE 

requirement 

Storage 
Manipulation/ 

compounding 

Pharmacy waste 

disposal

Finished dosage 

form storage 

Transport to 

end user

Administration 

PPE requirement 
Decontamination Disposal

Pregnancy 

Category
Notes/Comments NIOSH List Supplemental Information Rationale for not requiring all  800 containment strategies

Alternative containment strategies and work practices 

(Pharmacy)

Alternative containment strategies and work 

practices (Nursing)
References

yes warfarin tablet Single glove
Baby blue bin with 

regular inventory
NA RCRA (P-List) regular, pyxis

Pneumatic 

tube

single glove for 

intact tablets

Recover product and place 

in an appropriate container 

for disposal.

RCRA (P-

List)
Category D Pregnancy category D

Warfarin crosses the placenta and may result in fatal hemorrhage to the fetus in 

utero. A pattern of major congenital malformations (warfarin embryopathy and 

fetotoxicity), fatal fetal hemorrhage, and an increased risk of spontaneous 

abortion and fetal mortality have occurred with warfarin use during pregnancy. 

Use is contraindicated during pregnancy except in women with mechanical heart 

valves who are at high risk of thromboembolism.  In a retrospective review, a 

greater risk for complications during pregnancy was observed when the daily 

warfarin dose exceeded 5 mg in these patients.

• Dispensing in original manufacturer or repackaged 

container or unit dose package. No precaution needed.

• Repackaging by using single gloves, dedicated counting 

tray, and spatula/tweezers. 

• Medication will have appropriate reproductive risk 

auxillary label.

• Nurses and medical staff at risk of exposure 

during drug administration to patients will wear 

single gloves tested to ASTM 6978 while 

administering medication.

• If crushing tablet, use Silent Knight and wear 

double gloves tested to ASTM 6978, a protective 

gown, and respiratory protection.

1: Package insert. 2: 

Micromedex. 3: UpToDate.  

4: USP<800>.

yes zidovudine Single glove
Gray Bin with 

regular inventory
follow USP 800

Blue incineration 

waste
patient cassette 

Pneumatic 

tube
single glove

Recover product and place 

in an appropriate container 

for disposal.

blue 

incineration 

waste

Category C BBW IARC Group 2B

Zidovudine, a structural analog of thymidine, competes with the natural 

substrate for incorporation into growing chains of viral RNA-dependent DNA, 

thereby inhibiting viral DNA replication.  Zidovudine has a 100- to 300-fold 

greater affinity for inhibiting HIV reverse transcriptase than it does for inhibiting 

human DNA polymerase. Zidovudine has an IARC Group 2B classification 

meaning possibly carcinogenic to humans.  It has a Black Boxed Warning where 

it has been associated with hematologic toxicity, including neutropenia and 

severe anemia, particularly in patients with advanced HIV-1 disease. Prolonged 

use of zidovudine has been associated with symptomatic myopathy.

• Dispensing in original manufacturer or repackaged 

container or unit dose package. No precaution needed.

• Repackaging by using single gloves, dedicated counting 

tray, and spatula/tweezers. 

• Medication will have appropriate "Caution: Hazardous 

Drug" auxillary label.

• Staff that may be exposed while caring for 

patients during their normal job duties will sign an 

Acknowledgement of Risk from after receiving 

training regarding the risks and proper use of PPE.

• Nurses and medical staff at risk of exposure 

during drug administration to patients will wear 

single gloves tested to ASTM 6978 while 

administering medication.

• Do not crush or cut tablet.  Contact Pharmacy.

1: Package insert. 2: 

Micromedex. 3: UpToDate.  

4: USP<800>. 5: IARC 

Working Group on the 

Evaluation of Carcinogenic 

Risk to Humans.  6. Report 

on Carcinogens NTP

yes zidovudine IV Single glove
Orange Bin with 

regular inventory
Risk Assesment

Blue incineration 

waste

pass thru 

refrigerator 

pneumatic 

tube

Double gloves, 

gown, eye/face 

protection(if 

there is potential 

for splashing)

Large Spills: Absorb in 

vermiculite, dry sand or 

earth and place into 

containers. Following 

product recovery, flush area 

with water.Small Spills: Wipe 

up with absorbent material 

(e.g. cloth, fleece). Clean 

surface thoroughly 

toremove residual 

contamination. (GSK/ViiV)

blue 

incineration 

waste

Category C BBW IARC Group 2B

Zidovudine, a structural analog of thymidine, competes with the natural 

substrate for incorporation into growing chains of viral RNA-dependent DNA, 

thereby inhibiting viral DNA replication.  Zidovudine has a 100- to 300-fold 

greater affinity for inhibiting HIV reverse transcriptase than it does for inhibiting 

human DNA polymerase. Zidovudine has an IARC Group 2B classification 

meaning possibly carcinogenic to humans.  It has a Black Boxed Warning where 

it has been associated with hematologic toxicity, including neutropenia and 

severe anemia, particularly in patients with advanced HIV-1 disease. Prolonged 

use of zidovudine has been associated with symptomatic myopathy.

• Follow Standard Operating Procedures for proper 

behavior in the sterile compounding area and aseptic 

technique.

• Nurses and medical staff at risk of exposure 

during drug administration to patients will wear 

gloves tested to ASTM 6978 and (if there is a 

potential for splashing) a protective gown and 

eye/face protection while administering, 

maintaining or discontinuing IV lines.

1: Package insert. 2: 

Micromedex. 3: UpToDate.  

4: USP<800>. 5: IARC 

Working Group on the 

Evaluation of Carcinogenic 

Risk to Humans.  6. Report 

on Carcinogens NTP

yes zidovudine syrup Single glove
Gray Bin with 

regular inventory
follow USP 800

Blue incineration 

waste
patient cassette 

Pneumatic 

tube
single glove

Wipe up with absorbent 

material (e.g. cloth, fleece). 

Clean surface thoroughly to 

remove residual 

contamination. Flush area 

with water.

blue 

incineration 

waste

Category C BBW IARC Group 2B

Zidovudine, a structural analog of thymidine, competes with the natural 

substrate for incorporation into growing chains of viral RNA-dependent DNA, 

thereby inhibiting viral DNA replication.  Zidovudine has a 100- to 300-fold 

greater affinity for inhibiting HIV reverse transcriptase than it does for inhibiting 

human DNA polymerase. Zidovudine has an IARC Group 2B classification 

meaning possibly carcinogenic to humans.  It has a Black Boxed Warning where 

it has been associated with hematologic toxicity, including neutropenia and 

severe anemia, particularly in patients with advanced HIV-1 disease. Prolonged 

use of zidovudine has been associated with symptomatic myopathy.

• In the repackaging process, if drawing up for a patient 

specific syringe, single gloves will be worn.  • Self-sealing 

drug dispensing plug to be used to help prevent 

evaporation, spills and contamination.  If spillage occurs, 

then deactivate, decontaminate and clean area while 

wearing single gloves and gown.

• Medication will have appropriate reproductive risk 

auxillary label.

• Nurses and medical staff at risk of exposure 

during drug administration to patients will wear 

single gloves tested to ASTM 6978 and (if there is a 

potential for vomit or spit up) a protective gown 

and eye/face protection while administering 

medication.

1: Package insert. 2: 

Micromedex. 3: UpToDate.  

4: USP<800>. 5: IARC 

Working Group on the 

Evaluation of Carcinogenic 

Risk to Humans.  6. Report 

on Carcinogens NTP

yes zidovudine tablet Single glove
Gray Bin with 

regular inventory
follow USP 800

Blue incineration 

waste
patient cassette 

Pneumatic 

tube
single glove

Recover product and place 

in an appropriate container 

for disposal.

blue 

incineration 

waste

Category C BBW IARC Group 2B

Zidovudine, a structural analog of thymidine, competes with the natural 

substrate for incorporation into growing chains of viral RNA-dependent DNA, 

thereby inhibiting viral DNA replication.  Zidovudine has a 100- to 300-fold 

greater affinity for inhibiting HIV reverse transcriptase than it does for inhibiting 

human DNA polymerase. Zidovudine has an IARC Group 2B classification 

meaning possibly carcinogenic to humans.  It has a Black Boxed Warning where 

it has been associated with hematologic toxicity, including neutropenia and 

severe anemia, particularly in patients with advanced HIV-1 disease. Prolonged 

use of zidovudine has been associated with symptomatic myopathy.

• Dispensing in original manufacturer or repackaged 

container or unit dose package. No precaution needed.

• Repackaging by using single gloves, dedicated counting 

tray, and spatula/tweezers. 

• Medication will have appropriate "Caution: Hazardous 

Drug" auxillary label.

• Nurses and medical staff at risk of exposure 

during drug administration to patients will wear 

single gloves tested to ASTM 6978 while 

administering medication.

• Do not crush or cut tablet.  Contact Pharmacy.

1: Package insert. 2: 

Micromedex. 3: UpToDate.  

4: USP<800>. 5: IARC 

Working Group on the 

Evaluation of Carcinogenic 

Risk to Humans.  6. Report 

on Carcinogens NTP

yes
ziprasidone 

capsule
Single glove

Baby blue bin with 

regular inventory
NA

Blue incineration 

waste
patient cassette 

Pneumatic 

tube
single glove

blue 

incineration 

waste

Category C

Developmental toxicity, including 

possible teratogenic effects at doses 

similar to human therapeutic doses; 

an increase in the number of pups 

born dead and a decrease in postnatal 

survival at less than MRHD; FDA 

Pregnancy Category C*

Animal studies have shown developmental toxicity, including possible 

teratogenic effects at doses similar to human therapeutic doses as well as an 

increase in the number of pups born dead and a decrease in postnatal survival at 

less than maximum recommended human dose. Two case studies reported on 

women taking ziprasidone during pregnancy. In one case, the woman was taking 

120mg/day, which was lowered to 80mg/day during the pregnancy and finally 

further reduced to 40mg/day until child birth. She experienced a normal delivery 

and had a baby with a normal birth weight and cleft palate. It was not known 

whether the malformation was caused by ziprasidone or not . The other case 

was uneventful and resulted in a healthy baby.

• Dispensing in original manufacturer or repackaged 

container or unit dose package. No precaution needed.

• Repackaging by using single gloves, dedicated counting 

tray, and spatula/tweezers. 

• Medication will have appropriate reproductive risk 

auxillary label.

• Nurses and medical staff at risk of exposure 

during drug administration to patients will wear 

single gloves tested to ASTM 6978 while 

administering medication.

• Do not open capsule.  Contact Pharmacy.

1: Package insert. 2: 

Micromedex. 3: UpToDate.  

4: USP<800>.

yes ziprasidone IM Single glove
Baby blue bin with 

regular inventory
Risk Assesment

Blue incineration 

waste except 

meds on P or U 

disposal list 

Pneumatic 

tube
single glove

blue 

incineration 

waste

Category D

Developmental toxicity, including 

possible teratogenic effects at doses 

similar to human therapeutic doses; 

an increase in the number of pups 

born dead and a decrease in postnatal 

survival at less than MRHD; FDA 

Pregnancy Category C*

Animal studies have shown developmental toxicity, including possible 

teratogenic effects at doses similar to human therapeutic doses as well as an 

increase in the number of pups born dead and a decrease in postnatal survival at 

less than maximum recommended human dose. Two case studies reported on 

women taking ziprasidone during pregnancy. In one case, the woman was taking 

120mg/day, which was lowered to 80mg/day during the pregnancy and finally 

further reduced to 40mg/day until child birth. She experienced a normal delivery 

and had a baby with a normal birth weight and cleft palate. It was not known 

whether the malformation was caused by ziprasidone or not . The other case 

was uneventful and resulted in a healthy baby.

• Dispensing in original manufacturer or repackaged 

container or unit dose package. No precaution needed. 

• Medication will have appropriate reproductive risk 

auxillary label.

• Nurses and medical staff at risk of exposure 

during drug administration to patients will wear 

gloves tested to ASTM 6978 and (if there is a 

potential for splashing) a protective gown and 

eye/face protection while administering 

medication.
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References

yes zoledronic acid IV Single glove
Baby blue bin with 

regular inventory
Risk Assesment

Blue incineration 

waste except 

meds on P or U 

disposal list 

Pneumatic 

tube
single glove

blue 

incineration 

waste

Category D

• Staff that may be exposed 

while caring for patients during 

their normal job duties will sign 

an Acknowledgement of Risk 

from after receiving training 

regarding the risks and proper 

use of PPE.

Number of stillbirths increased and 

survival of neonates decreased in 

laboratory studies at low doses; FDA 

Pregnancy Category D

During animal studies, increased stillbirths and decreased pup survival occurred 

when pregnant rats were given zoledronic acid greater than or equal to 0.2 

times the human systemic exposure following a 4 mg IV dose beginning 15 days 

before mating and continuing through gestation.  There are no human data 

regarding the use of zoledronic acid during pregnancy to determine a drug-

associated risk.  Because bisphosphonates, such as zoledronic acid, are 

incorporated into the bone matrix and may be gradually released over periods of 

weeks to year, there may be risk for fetal harm, including skeletal and other 

abnormalities, if a woman becomes pregnant after completing a course of 

bisphosphonate therapy. No abnormal hematologic or biochemical parameters 

were observed at birth and at a 12-month follow-up in an infant exposed to 

zoledronic acid during pregnancy. 

• Women who are trying to conceive or are pregnant 

should not handle.  

• Follow Standard Operating Procedures for proper 

behavior in the sterile compounding area and aseptic 

technique.

• Women who are trying to conceive or are 

pregnant should not handle.  

• Nurses and medical staff at risk of exposure 

during drug administration to patients will wear 

gloves tested to ASTM 6978 and (if there is a 

potential for splashing) a protective gown and 

eye/face protection while administering 

medication.

yes zonisamide cap Single glove
Baby blue bin with 

regular inventory
Risk Assesment

Blue incineration 

waste except 

meds on P or U 

disposal list 

Pneumatic 

tube
single glove

Use appropriate personal 

protective equipment (PPE). 

Carefully shovel or sweep up 

spilled material and place in 

suitable container. Avoid 

generating dust. For spills:. 

Soak up with inert absorbent 

material. Use clean non-

sparking tools to collect 

absorbed material. Avoid 

breathing dust or spray mist.

Category D

Teratogenic in multiple miscellaneous 

animal species; FDA Pregnancy 

Category D

Teratogenic in multiple miscellaneous animal species has been seen in 

laboratory studies. Teratogenic effects have been reported in animal studies of 

mice, dogs, and rats administered zonisamide during organogenesis. A variety of 

external, visceral, and skeletal malformations was observed in fetuses following 

maternal administration of zonisamide at doses and exposures similar to or 

lower than therapeutic levels in humans. There are no adequate or well-

controlled studies of zonisamide in pregnant women; however, it may cause 

serious adverse fetal effects. Metabolic acidosis may develop in patients taking 

zonisamide. Metabolic acidosis during pregnancy (due to other causes) may 

result in decreased fetal growth, decreased fetal oxygenation, and fetal death. 

Monitor all pregnant women for metabolic acidosis during zonisamide therapy. 

• Upon receipt product to receive appropriate alert label.

• Separate counting tray cleaned before and after for 

pharmacy repackaging.

• Women who are pregnant or may become pregnant 

should avoid handling crushed or broken tablets.

• Women who are pregnant or may become 

pregnant should avoid handling crushed or broken 

tablets.

• Nurses and medical staff at risk of exposure 

during drug administration to patients will wear 

gloves tested to ASTM 6978 while administering.

1: Package insert. 2: 

Micromedex. 3: UpToDate.  

4: USP<800>. 5: IARC 

Working Group on the 

Evaluation of Carcinogenic 

Risk to Humans.  6. Report 

on Carcinogens NTP
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Ventura County Medical Center – Department of Pharmacy Services 
Competence Assessment – Acknowledge the Risks of Handling Hazardous Drugs 

 

1 

Name:   Date:   
 

 

“Compounding 

personnel… shall confirm 
in writing that they 

understand the risks of 
handling hazardous 
drugs.”1 

 
“All employees will be 

oriented regarding 
hazardous substances, 
and their Right to Know. 

This will occur at new 
employee orientation and 

with annual updates. ”2 

I confirm that I have been informed about risks of handling hazardous drugs:  

 
 I have read the NIOSH Alert3 warning: “Working with or near hazardous drugs in 

health care settings may cause skin rashes, infertility, miscarriage, birth defects, and 
possibly leukemia or other cancers.”  
 

 I have read the attached NIOSH List of Antineoplastic and Other Hazardous Drugs 
in Healthcare Settings, 2016. 

 
 I have read attached the NIOSH Alert, “Preventing occupational exposures to 

antineoplastic and other hazardous drugs in health care settings“ 

 
 Hazardous drugs shall be handled with caution at all times using appropriate 

chemotherapy gloves during receiving, distribution, stocking, inventorying, 
preparation for administration, and disposal.  
 

 Appropriate personnel protective equipment (PPE) shall be worn when 
compounding. PPE should include gowns, face masks, eye protection, hair covers, 

shoe covers or dedicated shoes, double gloving with sterile chemo-type gloves, and 
compliance with manufacturers’ recommendations.  
 

 If I am pregnant or breast-feeding, or trying to conceive or breast-feed, I may ask 
the supervisor to be assigned alternate duties.  

 

       

           Employee Signature     Date      Supervisor Signature             Date 

 
1 The United States Pharmacopeial Convention (USP). Chapter 797, Revision Bulletin 2008. Pharmaceutical compounding – sterile 

preparations. Page 14: Requirement for “compounding personnel of reproductive capability.” 
2 Ventura County Medical Center Policy Hazard Communication – Right to Know 106.13 
3 NIOSH Alert. Preventing occupational exposures to antineoplastic and other hazardous drugs in health care settings. Department of Health 

and Human Services, centers for Disease Control and Prevention, National Institute for Occupational Safety and Health. 

http://www.cdc.gov/niosh/docs/2004-165 
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Pharmacy Services 
Policy Area: Administrative - Patient Care 
References: 

PH.92 Automated Dispensing Cabinet (ADC) 
Usage and Documentation 

POLICY: 

Definition: 

PROCEDURE: 
I. Access to the Pyxis Medstation: 

A. Nurses, respiratory therapists and physicians requiring Pyxis Medstation access shall complete the 
"Pyxis Medstation 4000 Identification/Password Assignment Statement" form (see Attachment A). 
Completed forms shall be submitted to the Clinical Nurse Manager. The Clinical Nurse Manager shall 
determine where Pyxis Medstations will be accessible and which privileges will be granted. The 
Clinical Nurse Manager shall review and submit the completed form to the Pharmacy Department for 
permanent Logon identification (ID) creation. Contract staff will receive a permanent Logon ID with 
an expiration date coinciding with the contract end date. Pharmacists and pharmacy technicians also 
have access to Pyxis Medstation as designated by the Pharmacy Department. Permanent Logon ID 
shall be the same as the user's electronic health record (EHR) username for new accounts. 
Permanent Logon IDs created prior to July 1, 2013 may use first initial of the users position (i.e., 
pharmacist = P, nurse = N) followed by the user's initials (i.e., P.GB, N.RT). Refer to Pyxis 
Medstation 4000 System Console User Guide for more information on user privileges. 

B. New users shall complete the Pyxis Medstation tutorial prior to receiving the permanent Logon ID 
and initial password. The "Certificate of Pyxis Tutorial Completion" will be generated and shall be 
attached to the "Pyxis Medstation 4000 Identification/Password Assignment" form prior to submission 
to the Pharmacy Department. 

This document is directed to all Ventura County Medical Center/Santa Paula Hospital staff using the 
automated drug cabinet system for documentation and medication administration. 

Pyxis ES Medstation System: A computerized storage and dispensing device which is utilized for dispensing 
controlled substances and floor stock medication. The Pyxis ES Medstations work in coordination with the 
electronic health record (EHR) and the Pharmacy Pyxis ConsoleHealthsight Viewer to allow for efficient 
dispensing of medications and monitoring of all transactions. Procedures are designed to provide safe and 
accurate provision of medication, secure storage, accurate accountability for controlled substances and other 
drugs, accurate patient billing, and compliance with State and Federal regulations. 

PH.92 Automated Dispensing Cabinet (ADC) Usage and Documentation. Retrieved 1/4/2023. Official copy at
http://vcmc.policystat.com/policy/12899084/. Copyright © 2023 Ventura County Medical Center
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C. The initial password will be "password" and shall be changed by the user when the system is first 
accessed. The new permanent password must be six to eight characters long. The system will 
prompt the user to scan their fingerprint, which shall serve as the user's biometric identification 
(BioID) password. If the biometric identification scan is not successful, the employee shall use a 
password instead. 

D. In the event the password is forgotten or the Pharmacy-assigned password is lost, the user shall call 
the Pharmacy Department to request a password reset. The Pharmacy Department shall reset 
passwords only for existing user accounts and with verification of the user. If there is no existing user 
account, steps A, B & C in this section must be completed. 

E. Authorization for temporary privileges may be assigned by the nurse manager/nursing supervisor or 
by the pharmacy system manager or designee. 

1. Temporary nurses and registry nurses may be assigned privileges to the Medstation by the 
nurse manager or nursing supervisor provided the user completes the Pyxis Medstation tutorial. 

2. The temporary privileges granted to temporary or registry nurses last 24 hours. 

3. Traveling nurses will have access to the Medstation as near as possible to match the traveling 
nurse's contract. 

F. Upon termination of the user, the Clinical Nurse Manager or Human Resources shall notify the 
Pharmacy Department and the user's Logon ID shall be removed from the system. 

G. If the user does not log off the Medstation upon completion of the transaction, the Pyxis Medstation 
will log off the user after 30 seconds. 

Access to the Pyxis ES Medstation: 

A. Nurses (RN, LVN, Psychiatric technician, student), respiratory therapists, licensed independent 
practitioner (LIP), pharmacist, pharmacy technicians, radiology technicians, and contract staff may 
be granted access to Pyxis ES Medstation. 

B. Department manager/Clinical Nurse Manager (CNM) or their designee shall request permanent 
Logon identification (ID) creation through the Information Technology (IT) department for hospital 
wide Active Directory. Contract staff or student must have contract end date submitted to IT. Once ID 
is created by IT, the user must complete the online tutorial via hospital learning software platform and 
complete "Pharmacy Pyxis ES Medstation Assignment Statement" form (see Attachment A) to be 
submitted to the pharmacy department. 

C. The department manager/CNM or their designee shall review, sign, and submit the completed form 
to the Pharmacy Department for proper assignment of roles and access. 

D. Upon first logon to Pyxis ES Medstation, the system will prompt the user to scan their fingerprint, 
which shall serve as the user's biometric identification (BioID) password. If the biometric identification 
scan is not successful, the employee shall use a password instead. 

E. In the event the password is forgotten or lost, the user shall call the IT department (Helpdesk 
support: 805-677-5119) to request a password reset. If there is no existing user account, steps A-D 
in this section must be completed. 

F. Upon termination of the user, the department manager/CNM or Human Resources shall notify the IT 
department for removal from AD. 

G. If the user does not log off the Medstation upon completion of the transaction, the Medstation will log 
off the user after 30 seconds. 
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II. Pyxis ES Medstation Medication Stock: 

A. Non-profile Pyxis ES Medstations list medications available within the device for removal. Non-profile 
stations are limited to the Emergency Department, Gl Lab, Operating Rooms, Post-Anesthesia Care 
Unit, Nuclear Med, Interventional Radiology, Adult and Pediatric Oncology, and the Crisis 
Stabilization Unit. 

B. Profile Pyxis ES Medstations operate on an interface with the EHR to display the list of ordered 
medications for each patient. 

1. Inventory may be modified to accommodate active medication orders for patients residing in that 
patient care unit. This requires ongoing loading and unloading of medications as patient's 
therapy changes or that patient care unit's patient population changes. Par levels are set 
according to reasonable doses dispensed. 

2. As new physician orders are initiated, Pharmacy staff will verify the needed medication is 
available in the Pyxis Medstation that services that patient's location. If the medication is not 
loaded in that Pyxis Medstation, the Pharmacy will send doses for administration. 

3. The following medications will be handled through the Medstation: Injectable drugs, limited pre-
mixed solutions, capsules, tablets, suppositories, and controlled drugs. 

Unused medications will be returned to the return bin located on each Medstation within one (1) 
hour from the time of removal. Bulky items may be returned to the original pockets. 

All controlled substances shall require blind count verification for each transaction. 

C. The Pharmacy Department is responsible for loading, unloading, and refilling all medications within 
the devices. The outdate tracking function shall be utilized to manage drug expiration dates. Items 
close to expiration shall be replaced. 

For more information, see policy PH.94 Pyxis Medstation Inventory Management. 

D. Assigning, Loading or Unloading a Medication to Pyxis Medstation Inventory 

a. Assignment of a new medication to a Pyxis Medstation's inventory shall only be done by the 
Pyxis System Administrators designated by the Pharmacy Director. 

b. Pharmacy technicians and pharmacist may load and unload medication. 
Use BD Pyxis Medication ES Station Quick Reference Guide* for full details. 

E. Stock Replenishment 

a. Refills reports shall be printed at least once daily for Pyxis Medstations. 

b. Gather medications based on the delivery portion of the report, which list all medications and 
quantities needed to restock each unit specific Pyxis Medstation. 

i. Do not overfill above assigned maximum quantity to prevent jamming of cubies. 

c. Package medications for each Pyxis Medstation in a separate bag. 

d. To provide a double check, the pharmacy technician shall pull the medications to refill the Pyxis 
Medstation and a pharmacist shall check the medications and quantity pulled against the 
delivery report before the technician delivers the medications to the Pyxis Medstations. 

e. For CardinalASSIST medications, pharmacists shall double check prior to delivery of 
CardinalASSIST to Pyxis Medstations. 

f. Deliver medications and refill the Pyxis Medstation*. 
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i. Use the barcode for medication refilling process. 

ii. If the medication barcode is unreadable, return medication to pharmacy, where a 
pharmacist shall enter the new barcode into the Pyxis Healthsight Viewer. 

III. Patients and Temporary Patients: 

A. Patient information for the Pyxis ES Medstation is obtained via an interface with the EHR. If the 
patient is not listed in the Pyxis ES Medstation, contact the Admitting Department to ensure the 
admission or transfer function is complete. 

B. A temporary patient may be added to the system. 

1. To enter a temporary patient, go to the "RemoveAll available patients" functiontab and select 
"Add Patienttemporary patient." The user shall accurately enter the patient's last name, first 
name, and the financial identification number (FIN) or medical record number (MRN). 

2. Temporary patients will be kept on the system for 362 hours. 

3. If the patient was transferred from another inpatient location, the orders shall display within 2-5 
minutes. 

4. Patients entered as John or Jane Doe will be added as temporary patients.patient 

C. Pharmacy will reconcile temporary patients. 

IV. Removing Medications: 

A. Remove medications for only one patient at a time. 

B. Accuracy of the recorded quantity of medications removed from the Pyxis Medstation is required for 
accurate patient billing and accurate inventory count of the medication. 

C. Removal of controlled substances shall require the user to complete an inventory count and record 
the count in the Pyxis Medstation prior to removal of the controlled substance. This is also known as 
a "Blind Count." If the count is inaccurate, the Pyxis Medstation will fire a red "Please Recount" alert. 
A second blind count shall be performed. If the inventory count is inaccurate a second time, a 
discrepancy is created (see Section VIII, Resolution of Controlled Substance Discrepancies). 

D. If expired medications are present in the pocket, an "Outdate Med" icon will appear on the screen to 
alert the user. Carefully check the entire pocket for expired items; remove expired items and return 
expired items to the Pharmacy Department.At the time of medication removal, ensure the medication 
is not expired prior to adminstration. 

E. If the drawer/door opens and no medications are available in the pocket for removal, double check 
that you are accessing the correct pocket number as displayed on the screen. If no items are 
present, cancel the transaction and notify the Pharmacy Department. 

F. Never remove items from the Pyxis Medstation to dispense to patients as discharge medications. All 
discharge medications require a prescription and shall be dispensed according to State Regulations. 

V. Override Medications (Profile Stations Only): 
See policy PH.96 Medication Override from Automated Dispensing Cabinets. 

VI. Returning Medications: 

A. Drugs removed from the Pyxis Medstation that are not administered to the patient shall be returned 
to the Return Bin by selecting the Return function. Bulky items may be returned to the original 
pocket. Expiration dates must be verified for items returned to the original pocket.Unused 
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medications will be returned to the return bin located in each Medstation within one (1) hour from the 
time of removal. Scanning of medication is required. Bulky items may be returned to the original 
pockets. Unused refrigerated medications shall be returned to the pharmacy via external return bin. 

B. Witness will not be required for return of non-controlled substance medication into the return bin. 

Refrigerated items shall be returned back to the refrigerator. 

C. Do not return opened patient controlled analgesia (PCA) syringes, used multi-dose containers, or 
any medication taken out of its original container. These must be discarded; controlled substance 
waste shall be documented in the Pyxis Medstation (See Section VII, Wasting Controlled 
Substances). 

D. A witness isand scanning of medication are needed for return transactions involving controlled 
substances. A witness must be a licensed health care professional with an existing user account. 

E. The pharmacy technicians shall remove the medications from the Return Bin daily and either 
replaced back into Pyxis Medstation inventory if usable (via scanning) or returned back to the 
pharmacy if unusable. 

a. Pharmacy technician shall verify the quantity of each item in the Return Bin and document 
quantity found. 

b. For controlled substances, when the expected count and actual count do not match, it will 
create a discrepancy. Notify supervisor or controlled substance surveillance personnel as soon 
as possible. 

VII. Wasting Controlled Substances: 

A. Full or partial doses of controlled substances not administered to the patient shall be wasted and 
documented in the Pyxis Medstation by using the Waste function. 

B. Controlled substance waste will be rendered unusable by dumping into a controlled substance waste 
container and removed from the medication area in a timely manner. 

C. Wasting and documentation of waste requires a witness, who must observe the wasting and cosign 
in the Pyxis Medstation with the nurse administering the medication. The witness must be a licensed 
health care professional with an existing user account. 

D. The amount used is documented and the Pyxis Medstation calculates the amount wasted from the 
total dose. Some drugs waste in mg and other in mL; unit of measure is indicated by the system 
during the removal process. 

VIII. Resolution of Controlled Substances Discrepancies: 
See policy PH.98 Automated Dispensing Cabinet Controlled Substance Discrepancy Resolution. 

IX. System Maintenance: 

A. Pyxis medstationsMedstations shall be plugged in to outlets with emergency power or an 
uninterruptable power supply device. 

B. Inventory Quantities 

1. Ideal inventory quantity for each Pyxis Medstation is a three (3) day minimum inventory. 

Inventory 

1. Transaction slips shall print upon completion of inventory count. 

C. Refill 
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1. Pyxis Medstations shall be refilled at least once daily by the Pharmacy Department. 

The Pharmacy Department shall be responsible for refilling the Pyxis Medstations. 

2. Pharmacists are responsible for checking all medications from Pyxis refill lists and 
CardinalASSIST prior to refilling medications into Pyxis Medstations. 

3. Stock out bulletin/stock low bulletin shall be managed by the Pharmacy Department. 

The Pharmacy technician shall be responsible for removing the return medications from the 
return bins daily. 

D. Load/Unload Medications 

1. Pharmacists and Pharmacy techniciansOnly system administrators will have privileges to load 
and unloadassign both non- controlled and controlled substance medications. 

The Director of Pharmacy or Pharmacy Supervisor have access to unload and load controlled 
substances. 

2. Authorization to change medications from the Pyxis Medstation shall be done by the Director of 
Pharmacy or Pharmacy Supervisorsystem administrators. 

3. Nursing or physicianLIP staff may request changes in the inventory quantity and medication 
changes by writing to the Director of Pharmacy or Pharmacy Supervisor. 

4. Pharmacy staff shall remove and handle expired medications at least once daily and return 
expired medications to the Pharmacy Department. 

5. Outdated tracking will be used for all medications. 

Reports 

1. Pharmacy shall review, sign and file all appropriate reports generated from the console. 

2. Nursing staff, the Clinical Nurse Manager and pharmacists shall follow-up on all discrepancy 
reports in a timely manner. 

3. Discarded reports shall be shredded to comply with the Health Insurance Portability and 
Accountability Act (HIPAA). 

4. Nursing staff may run various reports at the Pyxis Medstation. 

5. The Clinical Nurse Manager or designee may request special reports generated by the 
Pharmacy Department. See policy PH.93 Pyxis Reports for more information. 

E. Management of recalled medication 

1. Pharmacy should block the use of medication at the Pyxis Medstation in the event of a 
medication recall. 

2. Any recalled medication may be removed by using the Inventory function. 

F. Reports 

1. See policy PH.93 Pyxis Reports for more information. 

G. Failed Drawer 

1. The most common type of Pyxis Medstation failure occurs when one of the drawers fails to 
close completely because the medication package extends above the pockets. A Failed Drawer 
icon will appear on the PyxisMedstation screen. 
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2. Attempt to recover the drawer by selecting the"More" from the main screen then select "Recover 
DrawerStorage Space" option and follow the on the main menu and follow the on screen 
prompts. At the completion of the procedure, theythe system will state if the drawer is functional. 

3. If the "Recover DrawerStorage Space" procedure does not correct the problem, the system will 
state the drawer needs maintenance. Contact the Pharmacy Department for further assistance. 

H. Archiving of Data 

1. The Pharmacy Department shall archive Pyxis Medstation data on a regular basis. 

2. Archived data shall be maintained for at least three (3) years. 
Pyxis activity data shall be kept for at least three (3) years on BD Knowledge Portal. 

I. Interface Outage 

1. In the event of the EHR-Pyxis interface is out for more than 30 minutes, all medications stored 
in the Pyxis Medstations shall be accessible as override medications. This is known as Pyxis 
Critical Override. 

2. The Pharmacy Department shall notify the Clinical Nurse ManagerCNM or the nursing 
supervisor in the event of a Pyxis Critical Override. 

3. The Pyxis Medstation patient profiles will not be updated during interface outages. 

4. Nurses must use caution when selecting drugs for removal from this expanded override list to 
ensure they have the correct drug, dose, and dosage form. 

5. Once the EHR-Pyxis interface is restored, the Pharmacy staff shall turn off the Pyxis Critical 
Override. 

J. Troubleshooting Problems 

1. EachA "BD Pyxis Medstation shall have a ES System Quick Reference Guide."Pyxis System 
4000 Station Quick Reference Guide is available for viewing on the Main home page under " 
located on the machine to assist in problem resolutionHelp" icon. 

2. In the event the problem cannot be resolved, the user should contact the Pharmacy 
Department. 

3. The Pharmacy Department is responsible for contacting Pyxis service personnel. 

4. Pyxis Medstations utilize emergency power outlets and uninterrupted power supply devices. In 
the event a Pyxis Medstation cannot be accessed during a power outage, contact the Pharmacy 
Department. 

K. Care of the BiolD and Touchscreen and BioID 

Clean the BiolD with a mild detergent solution and a soft cloth. Do not clean the BiolD with 
alcohol, ammonia, or acetone based solutions as it causes the lens to crack. 

1. Clean the touchscreen and BiolD with a mild detergent solution and a soft clothan alcohol pad 
and allow to air-dry. 

2. If the touchscreen requires recalibration, contact the Pharmacy Department. 

L. Help/Support 

1. For more information regarding the operation of the Pyxis ES Medstation 4000, refer to the "BD
Pyxis Medstation ES System 4000 Station Quick Reference Guide." 
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2. If further assistance is required, contact the Pharmacy Department at 652-6220805-652-6220 
(VCMC) or 933-8636805-933-8636 (SPH). 

All revision dates: 
12/30/2022, 2/9/2022, 3/4/2020, 2/15/2018, 3/1/
2015, 10/1/2008 

Attachments 

Attachment A: Pyxis ES Medstation Assignment Statement Form 

Approval Signatures 

Step Description Approver Date 

Medical Executive Committee Tracy Chapman: VCMC - Med Staff pending 

Pharmacy & Therapeutics Committee Sul Jung: Associate Director of Pharmacy Services 12/30/2022 

Pharmacy Services Sul Jung: Associate Director of Pharmacy Services 12/30/2022 
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Pharmacy Services 
Policy Area: Administrative - Operating 

Policies 
References: 

PH.98 Automated Dispensing Cabinet Controlled 
Substance Discrepancy Resolution 

POLICY: 

PROCEDURE: 
A. Pyxis MedstationsADC require that the user perform an inventory count of any Schedule II, III, IV or V 

medication prior to removal. If the actual inventory count does not match the expected Pyxis Medstation
inventory count after two consecutive attempts, a controlled substance discrepancy is created. 

B. To avoid a delay of medication administration to the patient, the discrepancy can be resolved after the 
medication is administered. The nurseuser discovering the discrepancy and the prior nurse shall be 
responsible for starting the resolution process within one houras soon as possible. The discrepancy shall 
be resolved by the change of shift. See Policy PH.88 Controlled Substance for further discrepancy 
resolution process. 

C. A Discrepancy Report shalldetails should be printedreviewed, which lists the name of the last user who 
accessed the medication. From the Main Menu, select Report Menu, then Discrepancies, then 
Undocumented Discrepancies.select line item of the unresolved discrepancy for details. 

An Activity Report is also available. If needed, print an Activity Report for that medication. This report will 
provide access information for the specific medication for the last 32 hours. From the Main Menu, select 
Report Menu, then Activity. Call the Pharmacy Department for a drug-specific activity report if activity 
information beyond 32 hours is needed. 

D. Resolve the discrepancy with a witness prior to the end of the shift. Use the information from the Activity 
Reportdetails of the transaction history to note unusual entriesactivities. Ask coworkers whose names are 
listedReview the medication administration record (MAR) for patients on the Activity Report. Review 
MAR's for patients on the specific medication. 

E. Record the resolution with the Document Discrepancies process on the Pyxis Medstationwithin the 
ADC. 

1. From the Main Menu, select Document Discrepancies. 

Ventura County Medical Center and Santa Paula Hospital requires Pyxis Medstationautomatic dispensing 
cabinet (ADC) users to resolve all discrepancies which they identify prior to the end of the work shift and to 
document this resolution. The following procedure ensures a consistent means for documenting the resolution 
of controlled substance discrepancies. 
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2. Select discrepancy to document. 

3. Select Other for the discrepancy andResolve to enter the reason for the discrepancy. 

4. Resolution of each controlled substance discrepancy shall require a witness. 

a. The witness shall entersign-in using their logon ID and BioID, then selects Accept to complete 
the transaction. 

F. The unit charge nurse should print a Discrepancy Reportlog-on to ADC to check for pending 

discrepancies at the end of every shift for each Pyxis Medstation( ). 

1. From the Main Menu, select Report Menu, then select Discrepancies. 

2. Review and resolve any discrepancies listed on the Discrepancy Report. 

G. If the discrepancy is not resolved before change of shift, the Clinical Nurse Manager or nursing supervisor 
shall be involved in resolving the discrepancy. 

H. If the discrepancy is not resolved by the Clinical Nurse Manager, the Pharmacy Department shall be 
notified. 

I. If no resolution is obtained, then an incident report mayshould be generated. The nurse manager and 
pharmacy department may agree to inactivatewill address user accounts of the involved staff if a 
discrepancy remains unresolved >36 hoursaccess based on policy PH.89 Controlled Substance 
Surveillance. 

J. Users with frequent discrepancies may have controlled drug access privileges removed and disciplinary 
actions taken up to and including termination. 

All revision dates: 12/31/2022, 3/1/2015, 8/1/2011, 8/1/2008 

Attachments 

No Attachments 

Approval Signatures 

Step Description Approver Date 

Medical Executive Committee Tracy Chapman: VCMC - Med Staff pending 

Pharmacy & Therapeutics Committee Sul Jung: Associate Director of Pharmacy Services 12/30/2022 

Pharmacy Services Sul Jung: Associate Director of Pharmacy Services 12/30/2022 
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Ventura County Medical Center

Delineation Of Privileges
Transgender/Gender Affirming Surgery 

Name:  

Privilege Requested Granted Deferred Suspended

 
Page 1 Printed on Tuesday, January 03, 2023

Basic Criteria:
a. Completion of an ACGME or AOA approved residency program in Plastic Surgery, Urology, or 
Obstetrics and Gynecology OR an ACGME-accredited fellowship in Female Pelvic Medicine and 
Reconstructive Surgery as applicable to privileges requested;

b. Completion of a formal fellowship that included training in specific privileges requested. The 
fellowship must be sponsored by an organization that is recognized as specializing in transgender 
surgery. Prior training in the specific privileges requested must have included didactic, cadaver 
lab, and supervised cases on human subjects. Training experience should include a minimum of 
10 feminizing (single-stage) surgeries, and 10 each of the 3-stage masculinizing surgeries as the 
independent primary surgeon OR Documentation of prior training and ongoing clinical practice, 
meeting the minimum privileging requirements for the specific privileges requested 

c. Current board certification in Plastic Surgery, Urology, Female Pelvic Medicine and 
Reconstructive Surgery, or Obstetrics and Gynecology by the ABMS or AOA

d. Documentation of case volumes as outlined in each requested privilege section 

e. Documentation of a minimum of 12 hours of transgender health-related CME every 2 years

Evaluation Criteria: Concurrent evaluation of a minimum of the first 5 cases representative of 
requested privileges; additional or specific requirements outlined in each privilege section

Renewal Criteria: 
a. Documentation of case volumes as outlined in each requested privilege section for renewal of 
privileges

b. Documentation of a minimum of 12 hours of transgender health-related CME every 2 years

NOTE: This form is for genital urinary surgery only. Other feminization/masculinization 
procedures on the face, throat, breast, or hysterectomy are located on the Surgery or 
Obstetrics & Gynecology privileging forms.

This field is also referred to as Sex Reassignment Surgery (SRS) and Gender 
Confirmation/Affirmation Surgery. 

FEMINIZING SURGERY

Initial Criteria:
Documentation* of a minimum of 10 cases performed in the previous 24 months reflective of the 
scope and complexity of privileges requested

Evaluation Criteria: Concurrent evaluation of the first 5 feminizing surgeries

Renewal Criteria:  Documentation of a minimum of 10 cases in the previous 24 months 

*Hospital case/activity log required to support requested privileges in each category
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Delineation Of Privileges
Transgender/Gender Affirming Surgery 

Name:  
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Vaginoplasty With Skin Grafts With or Without Use of Additional Local Skin Flaps or 
Intestinal Graft

Indicate in the comment section below, any portion of the privileges NOT being 
requested 

Privileges include but are not limited to the following:
Admission, evaluation, consultation, diagnosis, and medical and surgical treatment of adult 
patients who require structural modification of the genital urinary system for purposes of 
gender affirmation; privileges include performing history and physical examination.
Bilaterial orchiectomy
Radical penectomy
Complex urethroplasty including use of perineal approach
Clitoroplasty
Complex scrotoplasty
Labiaplasty
Neovagina creation including use of pedicled penile skin flap
Neovagina creation including harvest and only of free skin grafts
Neovagina creation including harvest of scrotal skin pedicle flap
Neovagina creation including harvest and placement of an intestinal segment of bowel for use 
as neovagina
Application of silver nitrate to treat vaginal granulation tissue

Vaginoplasty Revisional Surgery

Indicate in the comment section below, any portion of the core privileges NOT being 
requested 

Privileges include but are not limited to the following:
Admission, evaluation, consultation, diagnosis, and medical and surgical treatment of adult 
patients who require structural modification of the genital urinary system for purposes of 
gender affirmation; privileges include performing history and physical examination.
Vaginectomy (resection of neovagina)
Lysis of labial adhesions
Perineoplasty
Urethroplasty revision in neovagina
Vulvaplasty 
Revision clitoroplasty

___ ___ ___ ___

MASCULINIZING SURGERY

Initial Criteria:a. Documentation* of a minimum of 10 cases performed in the previous 24 
months reflective of the scope and complexity of privileges requested 

Evaluation Criteria: Concurrent evaluation of the first 5 masculinizing surgeries 

Renewal Criteria:  Documentation of a minimum of 10 cases in the previous 24 months 

*Hospital case/activity log required to support requested privileges in each category
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Phallo-urethroplasty: Creation of a phallus with or without urethral lengthening 
(Stage 1)

Indicate in the comment section below, any portion of the core privileges NOT being 
requested 

Privileges include but are not limited to the following:
Admission, evaluation, consultation, diagnosis, and medical and surgical treatment of adult 
patients who require structural modification of the genital urinary system for purposes of 
gender affirmation; privileges include performing history and physical examination.
Metoidioplasty with urethral lengthening (single or two stage)
Metoidioplasty without urethral lengthening
Creation of a neophallus using suprapubic pedicle skin flap
Construction of a neophallus and/or neourethra using forearm radial artery skin flap or using 
an anterior lateral thigh (ALT) skin flap
Microvascular anastomosis of free flap neophallus

___ ___ ___ ___

Phallo-urethroplasty (Stage 2)

Indicate in the comment section below, any portion of the core privileges NOT being 
requested 

Privileges include but are not limited to the following:
Admission, evaluation, consultation, diagnosis, and medical and surgical treatment of adult 
patients who require structural modification of the genital urinary system for purposes of 
gender affirmation; privileges include performing history and physical examination.
Cystoscopy in a transgender man
Placement of supra-pubic bladder catheter
Vaginectomy
Second stage urethroplasty with advancement of local vaginal skin flaps
Clitoroplasty for a transgender man
Glansplasty including advancement of local skin flaps and harvest of full thickness skin-
 grafts less than 30 cm2
Testicular prosthesis placement
Complex labiaplasty
Complex scrotoplasty (local skin Y-V and/or V-Y advancement flap)

___ ___ ___ ___

Phallo-urethroplasty (Stage 3) and Revisional Surgery

Indicate in the comment section below, any portion of the core privileges NOT being 
requested 

Privileges include but are not limited to the following:
Admission, evaluation, consultation, diagnosis, and medical and surgical treatment of adult 
patients who require structural modification of the genital urinary system for purposes of 
gender affirmation; privileges include performing history and physical examination.
Penile prosthesis placement in a transgender man
Repair of neourethral stricture
Repair of non-urethral fistula (to skin, vaginal cavity or bladder)
Perineal urethrostomy
First or second stage onlay urethroplasty with harvest of buccal mucosal grafts
Partial or complete vulvectomy
Neophallus revision including girth reducation and scar revision
Partial or complete resection of neophallus

___ ___ ___ ___
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ACKNOWLEDGEMENT OF PRACTITIONER:
I have requested only those privileges for which, by education, training, current experience and 
demonstrated performance, I am qualified to perform, and that I wish to exercise at the Ventura 
County Medical Center, Santa Paula Campus Hospital, and/or with the VCMC Ambulatory Care 
System.  I understand that exercising any clinical privileges granted, I am constrained by hospital 
and medical staff policies and rules applicable generally and any applicable to the particular 
situation. I am willing to provide documentation of my current competence for the requested 
privileges.

Applicant’s electronic signature on file 

TEMPORARY PRIVILEGE APPROVAL

Department Chief’s Signature: ____________________________  Date: __________

Evaluator Assignment: ____________________________________________________

[ ] PROVISIONAL   [ ] RENEWAL APPROVAL

________________________________________________________________________
Department Chief's Signature                          Date
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