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The following administrative policies were reviewed and recommended for approval by appropriate 
departments and committees.  
 

1. 101.010 Cardiopulmonary Resuscitation (CPR) Training Requirements 
2. 101.025 OSHA Bloodborne Pathogen Education 
3. 103.001 Board of Supervisors Roles and Responsibilities 
4. 103.003 Hospital Oversight Committee 
5. 106.001 Safety Management Plan 
6. 106.003 Hospital Emergency Call Codes 
7. 106.006 Safety Officer 
8. 106.044 Security Management Plan 
9. 106.045 Utilities Management Plan 
10. 106.075 Workplace Violence Prevention Plan 
11. 107.023 Adverse Events, Sentinel Events, Unusual Occurrences 
12. 108.025 Nurse Call System 
13. F.114 Procedure for Alternate Helipad Usage 
14. F.33 Humidity in the Operating Rooms 
15. L.37 Laboratory Data Verification and Validation 
16. L.42 Preservation of Laboratory Records and Specimens 
17. L.54 Using ABBOTT iSTAT Handheld Analyzer 
18. L.SPH.50 Linearity Studies 
19. L.SPH.58 Method Correlations (Quantitative Tests) 
20. PH.93 Pyxis Reports 
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Status Active PolicyStat ID 12094296 

Origination 5/1/1983 

Last 
Approved 

12/5/2022 

Effective 12/5/2022 

Last Revised 12/5/2022 

Next Review 12/4/2025 

Owner Sherri Block: 
Associate Chief 
Nursing 
Executive, VCMC 
& SPH 

Policy Area Administrative - 
Employee 

101.010 Cardiopulmonary Resuscitation (CPR) Training 
Requirements 

POLICY: 

PROCEDURE: 
A. Basic Life Support (BLS) Provider - Every two (2) year recertification required.  Must be an 

approved/accrediated American Heart Association course or American Red Cross course with 
a "hands on" skills component. 

• Nursing (Registered Nurse (RN), Licensed Vocational Nurse (LVN), LIcensed 
Psychiatric Technician (LPT), Operating Room Technician (ORT), Medical Office 
Assistant (MOA), Nursing Assistant (NA), Medical Assistant (MA), Clinical Assistant 
(CA)) 

• Imaging Services (Radiologic Technologist, Radiologic Specialist, Radiologic 
Supervisor) 

• Physical Therapist/Occupational Therapist/Speech Pathologist 

• Respiratory Therapist 

• Resident Physicians 

B. Advanced Cardiac Life Support/Advanced Life Support (ACLS/ALS) – every two (2) year 
recertification required.  Must be an approved/accredited American Heart Association or 
American Red Cross course with a "hands on" skill component. 

In order to promote optimal patient safety, effective resuscitation services will be available throughout 
Ventura County Medical Center, Santa Paula Hospital, Inpatient Psychiatric Unit and licensed clinics.  In 
order to meet this requirement, employees and medical staff shall maintain the following current 
certifications: 
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• Resident physicians 

• Registered Nurses and Licensed Vocational Nurses working in the following patient 
care areas: 

◦ Post-Anesthesia Care Unit (PACU) 

◦ Preoperative Care Unit 

◦ Emergency Department (ED) 

◦ Definitive Observation Unit (DOU) 

◦ Telemetry (TELE) 

◦ Intensive Care Unit (ICU) 

◦ RNs and LVNs assigned monitoring for moderate sedation 

• Respiratory Therapist 

• ACLS/ALS is strongly recommended for RNs and LVNs who work in the perioperative 
and medical-surgical (Med-Surg) setting. 

C. Neonatal Resuscitation (NRP): every two (2) year recertification required.  Must be an 
approved/accredited American Academy of Pediatrics course with a "hands on" skill 
component. 

• Resident physicians 

• Registered Nurses and Licensed Vocational Nurses working in the following patient 
care areas: 

◦ Neonatal Intensive Care Unit (NICU) 

◦ Obstetrics (OB) 

◦ OR/PACU RNs participating in c-sections 

• Respiratory Therapists working in the NICU and Santa Paula Hospital 

D. Pediatric Advanced Life Support (PALS) every two (2) year recertification required.  Must be 
an approved/accredited American Heart Association course with a "hands on" skill 
component. 

• Resident physicians 

• Registered Nurses and Licensed Vocational Nurses working in the following patient 
care areas: 

◦ Pediatrics 

◦ Pediatric Intensive Care Unit (PICU) 

◦ Intensive Care Unit (ICU) 

◦ Emergency Department (ED)/(unless they have completed Emergency 
Nursing Pediatric Course (ENPC)) 

• Respiratory Therapists 

• PALS is strongly recommended for RNs and LVNs who work in the perioperative 
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All Revision Dates 
12/5/2022, 7/18/2022, 2/12/2019, 5/1/2006, 12/1/2004, 9/1/2001, 11/1/1998, 3/1/1995, 8/1/1992, 11/
1/1989, 10/1/1986 

Approval Signatures 

Step Description Approver Date 

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

12/5/2022 

Nursing Administration Danielle Gabele: Chief Nursing 
Executive, VCMC & SPH 

11/14/2022 

Nursing Administration Sherri Block: Associate Chief 
Nursing Executive, VCMC & 
SPH 

11/14/2022 

setting. 

E. Medical staff members shall comply with the requirements specified in the Medical Staff 
bylaws, rules and regulations regarding BLS, ACLS/ALS, PALS and NRP certification/
recertification.  BLS must be an approved/accredited American Heart Association or American 
Red Cross equivalent course with a "hands on" skills component.  ACLS/ALS and PALS must 
be an approved/accredited American Heart Association course with a "hands on" skills 
component.  NRP must be an approved/accredited American Academy of Pediatrics course 
with a "hands on" skills component. 

Course Offerings: 
• All courses shall be taught according to the standards of, and approved/accredited by, the 

American Heart Association (AHA) or the American Red Cross (ARC) or the American 
Academy of Pediatrics (AAP). 

• Cardiopulmonary Resuscitation (CPR) recertification courses (BLS Provider) shall be offered at 
least monthly. 

• ACLS/ALS, NRP and PALS certification/recertification courses shall be offered at least 
biannually. 

• Scheduling of AHA courses is the responsibility of the VCMC Nursing Education Department’s 
AHA Training Center Coordinator.  Continuing Education (CE) units shall be awarded for 
completion of ACLS, PALS and/or NRP courses. 

• Maintaining required certification and scheduling of employees for courses is ultimately the 
responsibility of the individual employee (in conjunction with each department manager). 
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Policy Owner Sherri Block: Associate Chief 
Nursing Executive, VCMC & 
SPH 

11/14/2022 
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Status Active PolicyStat ID 9950413 

Origination 6/1/2015 

Last 
Approved 

1/3/2023 

Effective 1/3/2023 

Last Revised 1/3/2023 

Next Review 1/2/2026 

Owner Magdy Asaad: 
Infection 
Prevention 
Manager 

Policy Area Administrative - 
Employee 

101.025 OSHA Bloodborne Pathogen Education 

All Revision Dates 
1/3/2023, 6/1/2015 

POLICY: 

PROCEDURE: 
A. Classes will be available on a monthly basis for newly hired staff. 

1. Classes will be conducted by an Infection Preventionist or other licensed personnel 
who are fully trained in Infection Prevention and Control. 

B. Annual training shall be provided withing one year of their previous training via comprehensive 
self-learning module that include illustrations, demonstrations and post-test. 

C. Additional training shall also be provided via comprehensive self-learning module that include 
illustrations, demonstrations and post-test.  This additional training shall be provided when 
changes such as modification of tasks or procedures or institution of new tasks or procedures 
affect the employee's occupational exposure.  The additional training may be limited to 
addressing the new exposures created. 

All staff who work at Ventura County Medical Center, Santa Paula Hospital, Inpatient Psychiatric Unit and 
Ambulatory Care Clinics shall have annual Bloodborne Pathogen Training. 
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Approval Signatures 

Step Description Approver Date 

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

1/3/2023 

Nursing Administration Sherri Block: Associate Chief 
Nursing Executive, VCMC & 
SPH 

1/3/2023 

Nursing Administration Danielle Gabele: Chief Nursing 
Executive, VCMC & SPH 

10/3/2022 

Policy Owner Magdy Asaad: Infection 
Prevention Manager 

8/24/2022 
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Status Active PolicyStat ID 7586545 

Origination 5/1/1983 

Last Approved 12/14/2022 

Effective 1/2/2023 

Last Revised 12/14/2022 

Next Review 12/13/2025 

Owner John Fankhauser, 
MD: Chief 
Executive Officer, 
VCMC & SPH 

Policy Area Administrative - 
Board of 
Supervisors 

103.001 Board of Supervisors Roles and Responsibilities 

POLICY: 

VENTURA COUNTY BOARD OF SUPERVISORS 

NAME ADDRESS 

DISTRICT 1 - MATT LAVERE 800 S. Victoria Ave. 
Ventura, California 93009 

DISTRICT 2 - JEFF GORRELL 2100 E. Thousand Oaks Blvd., #C 
Thousand Oaks, California 91362 

DISTRICT 3 - KELLY LONG 800 S. Victoria Ave. 
Ventura, California 93009 

DISTRICT 4 - JANICE PARVIN 800 S. Victoria Ave. 
Ventura, California 93009 

DISTRICT 5 - VIANEY LOPEZ 800 S. Victoria Ave. 
Ventura, California 93009 

PROCEDURE: 
Board Responsibilities 

1. Responsibility to provide for the indigent sick and those persons who require emergency care. 

2. Accountability and responsibility of the Hospital Administrator. 

3. Responsibility to provide medical care for non-indigent persons. 

Because of the stature of Ventura County Medical Center/Santa Paula Hospital as a County-owned public 
institution(s), governing body responsibility is vested in the Ventura County Board of Supervisors.  A current 
listing of the names and addresses of the Board of Supervisors is listed below. 

The Board of Supervisors of Ventura County along with the Health Care Agency Director has the ultimate 
authority for the management, operation and maintenance of Ventura County Medical Center/Santa Paula 
Hospital, which includes the hospital(s), inpatient psychiatric unit, medical clinics and behavioral health 
clinics. 

Clarification of the policies pertaining to the admission and treatment of patients at the hospital was stated in 
a memorandum to the Board of Supervisors by the Hospital Administrator on February 2, 1966. 

In the 1956 resolution, the following responsibilities were acknowledged: 
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All Revision Dates 
12/14/2022, 12/1/2010, 6/1/2009, 12/1/2007, 5/1/2006, 12/1/1995 

Approval Signatures 

Step Description Approver Date 

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

12/14/2022 

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

12/12/2022 

Policy Owner John Fankhauser, MD: Chief Executive 
Officer, VCMC & SPH 

12/12/2022 

4. Responsibility for the cost of medical care furnished to County patients. 

Governing Board Bylaws 

Due to the nature of the County Board of Supervisors as a body of public, elected officials with responsibility 
for the entirety of county government in Ventura, the Governing Body Bylaws are dictated by County ordinance 
and incorporate responsibilities for all County agencies and departments.  Because it is impractical to 
duplicate the preponderance of Board of Supervisor Bylaw and Ordinance documentation and because the 
Board does not have the time to devote to the hospital and clinic system that a single institution Board would, 
much of the routine Governing Body activity has been vested in a Joint Conference Committee, named the 
Ventura County Health Care System Oversight Committee. The Oversight Committee, which is described in 
detail in Administrative policy 103.003, includes representatives of the Board of Supervisors, Medical Staff, 
Health Care Agency, Hospital, Ambulatory Care, and Behavioral Health Administration and County 
government. 

The duties and responsibilities for hospital oversight are included in Ventura County Health Care Agency 
Bylaws of the Ventura County Health Care System Oversight Committee 
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Status Active PolicyStat ID 7733610 

Origination 5/1/1983 

Last 
Approved 

12/20/2022 

Effective 12/20/2022 

Last Revised 12/20/2022 

Next Review 12/20/2022 

Owner John Fankhauser, 
MD: Chief 
Executive Officer, 
VCMC & SPH 

Policy Area Administrative - 
Board of 
Supervisors 

103.003 Hospital Oversight Committee 

POLICY: 

PROCEDURE: 

It is the policy of Ventura County Medical Center/Santa Paula Hospital to have an Oversight Committee 
consistent with the guidelines set by the Ventura County Board of Supervisors and regulatory agencies 
which include The Joint Commission, Center for Medicare & Medicaid Services, the California 
Department of Public Health. The resolution of the Board, outlining the responsibilities of the Oversight 
Committee is as follows below. 

The scope of the Oversight Committee encompasses the Ventura County Health Care System, 
comprised of the Ventura County Medical Center, Santa Paula Hospital and their associated clinics and 
operations, including the inpatient psychiatric unit (VCMC), the Ventura County primary care medical 
clinics (Ambulatory Care Clinics) including urgent cares, primary and specialty clinics and programs, and 
Behavioral Health Department outpatient clinics corresponding to enterprise services. 

As the governing body of Ventura County Medical Center/Santa Paula Hospital, the Board has an 
ongoing need to be kept apprised of all developments and issues at Ventura County Medical Center/
Santa Paula Hospital, as well as in the field of health care services within the Ventura County Health Care 
Agency.  The Oversight Committee, consists of two members of the Board of Supervisors as approved 
and appointed by a majority of the Board of Supervisors, the County Executive Officer, the Health Care 
Agency Director, the VCMC/SPH Chief Executive Officer, the Ambulatory Care Chief Executive Officer, the 
VCMC/SPH Chief Medical Officer, the Chief of the Medical Staff, a public consumer member, the 
Behavioral Health Director, and the County Auditor-Controller. The Oversight Committee will be 
responsible for providing the mechanism for communication and coordination between the HCA 
Director, Chief Executive Officers, the Medical Staff, other County staff and the Board. 

The Oversight Committee will draw on the necessary staff resources from the Health Care Agency, 
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All Revision Dates 
12/20/2022, 10/1/2010, 6/1/2008, 5/1/2006, 12/1/1995, 12/1/1989 

Attachments 

Exhibit 1 VCHCA Oversight Bylaws 8.29.22.pdf 

Approval Signatures 

Step Description Approver Date 

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

12/20/2022 

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

12/19/2022 

Policy Owner John Fankhauser, MD: Chief 
Executive Officer, VCMC & SPH 

12/19/2022 

Ventura County Medical Center/Santa Paula Hospital, the Ambulatory Care Clinics, the Medical Staff and 
the entire County as deemed necessary by the Committee. 

The formation of this Committee has the full support of the Health Care Agency Director and the County 
Executive Officer. 
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Status Active PolicyStat ID 9157249 

Origination 5/1/1983 

Last 
Approved 

12/12/2022 

Effective 12/12/2022 

Last Revised 12/12/2022 

Next Review 12/12/2023 

Owner Fernando 
Medina: 
Manager, 
Hospital Support 
Services 

Policy Area Administrative - 
Environment of 
Care 

106.001 Safety Management Plan 

POLICY: 

PROCEDURE: 
AUTHORITY: 

• The Joint Commission Hospital Accreditation Standards 

• National Fire Protection Association Life Safety 1001 

• Occupational Safety and Health Administration 

• Environmental Protection Agency 

• Department of Transportation 

• Air Pollution Control District 

• Local Fire Department 

ORGANIZATION: 
1. The Safety Management Plan defines the mechanisms for interaction and oversight for the 

The Safety Management Plan is set up to provide oversight to ensure that Ventura County Medical 
Center (VCMC), Santa Paula Hospital (SPH), Inpatient Psychiatric Unit (IPU) and the Ambulatory Care 
clinics are functionally safe and to maintain a secure health care environment for patients, visitors, staff, 
medical staff and volunteers by requiring the establishment and supporting the maintenance of the 
primary functions of the Environment of Care.  The scope of the Safety Management Plan defines the 
processes which the Ventura County Medical System provides for safety in the patient care setting and 
ensures effective preparation of staff responsible for the safety of patients. 
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primary functions involved in the Environment of Care (EOC). The program is overseen by the 
Safety Committee with functions and responsibilities decentralized into the following EOC 
subcommittees: 

1. Safety Management 

2. Hazardous Material & Waste Management 

3. Fire & Life Safety 

4. Emergency Management 

5. Security Management 

6. Medical Equipment Management 

7. Utilities Management 

2. The Chief Executive Officer (Hospital Administrator) and the Medical Staff Director shall 
appoint a Safety Officer who is qualified by experience and/or education to be responsible for 
the development, implementation, and monitoring of the program. The Safety Officer has the 
authority to intervene and take appropriate action when conditions exist that pose an 
immediate threat to life or health, or pose a threat of damage to equipment or buildings. 

3. The Safety Committee provides oversight on the design, implementation, and monitoring of 
each specific management plan for the primary functions involved in the Environment of Care. 

4. The Safety Committee Chair will report safety concerns to EOC Committee. 

5. The Safety Committee will meet at least quarterly to review issues identified by the Safety 
Committee and solicit interactive review of the safety of the organization. The Safety 
Committee members shall include representatives from the following areas: 

1. Administration 

2. Physicians 

3. Nursing and Ancillary Services 

4. Support Services 

5. Medical Staff 

6. Infection Control 

7. Performance Improvement 

8. Ambulatory Care Clinics 

6. The Chief Executive Officer will appoint the Radiation Safety Officer. 

7. The Medical Staff Director may appoint Medical Staff as members of either the Safety 
Committee and/or the EOC Committee. 

8. All policies of the Safety Management Plan are designed to apply to all departments, staff, 
volunteers, Medical Staff, patients, visitors, contractors and vendors. 

OBJECTIVES: 
1. The Safety Management Program will strive to minimize avoidable risks and injuries through 

sound planning, resource allocation, effective training implementation, ongoing monitoring and 
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improvement of risk reduction activities. 

2. The hospital conducts proactive risk assessments that evaluate potential adverse impact of 
buildings, grounds, equipment, occupants and internal systems on the safety and health of 
patients, staff and others. 

3. These identified risks are used to implement procedures and controls to achieve the lowest 
potential for adverse impact on patients, staff and others. 

4. The Safety Committee will meet as often as necessary, but at least quarterly, to analyze 
identified safety management issues, identify trends, make recommendations for actions and 
evaluate the effectiveness of actions taken. 

5. When problems are identified, corrective action will be developed and implemented by the 
appropriate individuals. Such action will be documented, monitored for effectiveness and 
revised as necessary. 

EDUCATION: 
1. In-service training on the Environment of Care general safety, area specific safety and job 

specific hazards is provided at the initial orientation, annually thereafter, and as necessary to 
all staff, volunteers and Medical Staff as determined by Environmental Tours. 

2. Education will be provided as necessary based on performance measures and random 
questions or by surveillance EOC rounds. 

PERFORMANCE EVALUATION: 
1. The Safety Management Program works at the sub-committee level to establish standards. 

The sub-committees will implement, monitor, and document evidence of EOC performance 
measurement. 

2. The Safety Committee will submit performance improvement tasks as part of each EOC 
Management Plan. 

3. Staff will be able to demonstrate or describe their role and expected level of performance in 
the Safety Management Program. 

4. Staff's knowledge of policies and procedures and responsibilities under the program are 
periodically assessed. 

PERFORMANCE IMPROVEMENT: 
1. Use of Environmental Surveillance Rounds summary to identify opportunities to improve the 

Environment of Care. 

2. Monitor and report EOC rounds routinely to department heads. 

3. Re-establishing regular reporting mechanisms with Employee Health for injuries to patients or 
others within the hospital facilities, occupational illnesses and staff injuries. Programs will be 
designed to address the most common injuries. 

4. Reduce the Notice of Violation by determining the root cause of violation(s). 

106.001 Safety Management Plan. Retrieved 1/5/2023. Official copy at http://vcmc.policystat.com/policy/9157249/. Copyright
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All Revision Dates 
12/12/2022, 9/17/2019, 4/1/2013, 3/1/2012, 4/1/2011, 7/1/2010, 9/1/2009, 1/1/2007, 5/1/2006, 4/1/
2004, 11/1/2001, 12/1/1998, 11/1/1998, 10/1/1986 

Attachments 

Annual Evaluation of Safety Management Plan 

Approval Signatures 

Step Description Approver Date 

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

12/12/2022 

Nursing Administration Danielle Gabele: Chief Nursing 
Executive, VCMC & SPH 

12/12/2022 

Nursing Administration Sherri Block: Associate Chief 
Nursing Executive, VCMC & 
SPH 

12/12/2022 

Safety Committee Fernando Medina: Manager, 
Hospital Support Services 

12/12/2022 

Policy Owner Fernando Medina: Manager, 
Hospital Support Services 

12/12/2022 

ANNUAL EVALUATION 
1. The scope, objective, performance, effectiveness and goals of the Safety Management 

Program will be evaluated annually to ensure it meets Safety, Risk Management, and 
Performance Improvement needs. 

2. Safety polices and procedures are established, distributed, practiced and enforced.  The 
policies are reviewed as frequently as necessary, but at least every year. 
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Status Active PolicyStat ID 9950341 

Origination 5/1/1983 

Last 
Approved 

12/14/2022 

Effective 12/14/2022 

Last Revised 12/14/2022 

Next Review 12/13/2025 

Owner Fernando 
Medina: 
Manager, 
Hospital Support 
Services 

Policy Area Administrative - 
Environment of 
Care 

106.003 Hospital Emergency Call Codes 

POLICY: 

PROCEDURE: 

• Response: Call paging with building, location floor & room # of “Code Red”. Use an 
extinguisher to put out fire (If safe). 

◦ RACE: Rescue anyone in danger, Activate alarm, Close doors and windows and 
Extinguish fire (if safe) 

◦ PASS : Pull the pin, Aim hose at base of fire, Squeeze the handle and Sweep side to 
side 

• Response: Assess need, call for help. Call paging with location of “Code Stroke”. 

• Refer to 100.226 Acute Stroke Management/Code Stroke. 

• Response: Assess need, call for help & initiate CPR, bring crash cart. Call paging with location 
of “Code Blue”. 

The call codes below are used to alert Ventura County Medical Center, Santa Paula Hospital staff and 
 Ambulatory Care clinic staff to emergencies. Codes located at VCMC are to dial 7-6666 for 
paging.  Codes located at SPH are to dial 7-8666 for paging. Codes located at the Ambulatory Care clinic 
are to dial 7-6666 for paging. 

CODE RED: Experiencing a fire, smoke or smell of something burning 

CODE STROKE: Person with sudden stroke symptoms onset. (Face drooping, arm weakness, difficulty 
speaking) 

CODE BLUE: Person 18 & older cardiopulmonary arrest. 
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• Refer to 100.055 Code Blue - Adult Medical Emergency. 

• Response: Assess need, call for help & initiate CPR, bring crash cart. Call paging with location 
of “Code White”. 

• Refer to 100.112 Code White - Pediatric Medical Emergency. 

• Response: Asses & treat life threats - ABC’s. Call paging with location of “Rapid Response” and 
if "child" or "adult". Maintain ABC’s, assure IV access & bring crash cart. 

• Refer to 100.086 Rapid Response Team. 

• Response: Call paging with location of “Code Sepsis”. 

• Refer to 100.201 Sepsis Management Policy. 

• Response: ER & Staff prepare for patient arrival. Respond per VCMC Trauma Response Plan. 

• Refer to T.01 VCMC Trauma Response Plan and ER.13 Helicopter Safety. 

• Response: Call paging with location of “Code Maternity”. Nursing Supervisor to call OR team. 

• Refer to OB.09 Code Maternity. 

• Response: Call paging with location of “Code Pink”. Go to the closest exit and watch for a 
person with a large package or an infant escorted by a person without a VCMC/SPH badge. 
Verify infant identity (wristband) or see contents of package. 

• Follow up: Immediately report suspect description and direction of travel to security & nursing 
supervisor. 

• Refer to 106.002 Code Pink/Code Purple - Known/Suspected Infant/Child Abduction. 

• Response: Call paging with location of “Code Purple”. Go to closest exit, watch for anyone 
exhibiting unusual behavior. Verify child's identity (wristband). 

• Follow up: Immediately report suspect description and direction of travel to security & nursing 
supervisor. 

• Refer to 106.002 Code Pink/Code Purple - Known/Suspected Infant/Child Abduction. 

CODE WHITE: Person under 18 cardiopulmonary arrest. 

RAPID RESPONSE: Deteriorating patient status or failure to respond to treatment. 

Code Sepsis: Patients with a positive sepsis screen and initial hypotension criteria and/or lactate ≥ 4.0 
mmol/L. 

CODE YELLOW: Trauma victim(s) MCI multi-casualty incident (3-8 patients), Tier 1 (highest acuity), Tier 2 
(moderate acuity) and Tier 3 (low acuity) 

CODE MATERNITY: OB hemorrhage 

CODE PINK: Infant abduction under age one missing or reported kidnapped. 

CODE PURPLE: Child Abduction age 1-12, missing or reported kidnapped. 

CODE GREY: Security situation of an escalating/ potentially violent behavior. 
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• Clear the area to avoid others becoming involved. Call paging with location of “Code Gray”. 

• Refer to 106.059 Code Grey. 

• All employees are to cover all exits & ask question of any patient in hospital attire. Call paging 
with location of “Code Green”. 

• Refer to 100.237 Code Green - Patient Elopement. 

• IPU operator to announce internal code. All available staff to report to location. 

• Hazardous Material Spill or Release-Incidental Spill: a small spill presenting NO hazard to 
trained staff or environment 

• Call paging with location of “Code Orange”. 

• Trainer/User clean up spill. 

• Use appropriate protective equipment/decontamination materials. 

• Appropriately dispose of materials. 

• Radioactive/Major Incident Emergency/Major Spill: a spill that presents hazard to people &/or 
an environment or effects are unknown. 

◦ Isolate the spill area (evacuate). Deny entry to others. Notify your supervisor. Seek/
coordinate medical treatment of decontaminated victim. 

• Refer to ER.50 Hazmat Shower and Tent Use or 106.066 Hospital Evacuation Plan. 

• Report to department to receive specific duty. If required, initiate your departments Callback 
list. Appropriately carry out your assignment. Seek/ coordinate medical treatment of victims. 

◦ Level 1 (9-20 Pts) 

◦ Level 2 (21+ Pts) 

• Refer to 106.034 Emergency Management Plan or 106.066 Hospital Evacuation Plan. 

• Administrator will notify all in area of need to evacuate. 

• Evacuate ambulatory, wheelchair, & then bed ridden patients. 

• Report to designated assembly area. 

• Refer to 106.066 Hospital Evacuation Plan. 

CODE GREEN: At risk patient elopement 

CODE VIOLET: Irate visitor in behavioral health (IPU) lobby only. 

CODE ORANGE: 

CODE TRIAGE DISASTER: Emergency Situation presenting hazard to employee or environment & 
interrupts normal service. 

CODE ZERO: Evacuation of areas that may be hazardous to life, health, or safety. 

CODE SILVER: A person is brandishing a weapon and/or has taken a hostage(s) within the hospital or its 
property. 
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• Immediately call 911 & then call paging with # of suspects, physical descriptions, and type of 
weapon & location of “Code Silver”. Close the immediate area & initiate hospital lockdown. 
Seek cover/protection & warn others. 

• Refer to 106.026 Code Silver – Weapon or Hostage Situation or 106.066 Hospital Evacuation 
Plan. 

• Escape the area if safe to do so, call 911, & then call paging stating there is an active shooter 
with their last known location, and location of “Code Black”. 

• Refer to 106.064 Code Black - Active Shooter or 106.066 Hospital Evacuation Plan 

• Monitor all entry and exits; ensure no one enters or exits the building. 

CODE BLACK, ACTIVE SHOOTER: Person actively shooting a weapon. 

LOCK DOWN:  Civil disturbance; weapon or chemical spill on campus 
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POLICY: 

PROCEDURE: 

The hospital’s Chief Executive Officer (CEO) will recommend to the Medical Executive Committee (MEC) 
an individual to be appointed to serve as the hospital's Safety Officer.  The Safety Officer shall be 
qualified by experience and/or education and will be responsible for the development, implementation, 
and monitoring of the Safety Program.  The Safety Officer has the authority to intervene and take 
appropriate action when conditions exist that pose an immediate threat to life or health, or pose a threat 
of damage to equipment of buildings. 

The Safety Officer will immediately report the hazardous condition and any action taken to Hospital 
Administration and to the Safety Committee.  The Safety Committee will ensure that all appropriate 
follow-up measures have been taken to avoid a re-occurrence of the hazardous condition. 
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106.044 Security Management Plan 

POLICY: 

PROCEDURE: 
FUNDAMENTALS 

A. A visible security presence in the hospitals helps reduce crime and increase feelings of 
security by patients, visitors, and staff. 

B. The incident tracking and trending is essential for the reduction in crime, injury and prevention 
as well as theft. 

C. Analysis of security incidents provides information to predict and prevent crime, injury, and 
other incidents. 

D. Training hospital staff is critical to ensuring their performance. Staff is trained to recognize 
and report either potential or actual incidents to ensure a timely response. 

E. Staff are trained and provided post orders to guide them with their roles and responsibilities 
for their designated areas. 

F. Violence in the workplace is a growing problem in health care. De-escalation training is 
essential for addressing workplace violence. 

The Security Management Plan describes the methods of providing security for patients, visitors, staff 
and equipment for Ventura County Medical System (VCMS). Security protects individuals and property 
against harm or loss, including workplace violence, theft, infant abduction, and unauthorized entry. All 
security incidents are documented, tracked and trended for analysis. 

The program applies to the Ventura County Medical Center (VCMC), Santa Paula Hospital (SPH), 
Inpatient Psychiatric Unit (IPU) and Ambulatory Care Clinics. 
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OBJECTIVES 

• Provide the safest environment for all patients, staff, and visitors 

• Provide and document adequate Security rounds on all shifts 

• Respond to emergencies and requests for assistance in a timely fashion. 

• Continue Security Guard training and competency evaluation 

• Continue to provide a visual presence to deter crime. 

ORGANIZATION & RESPONSIBILITY 

A. The Safety Committee receives regular reports of the activities of the Security Program. The 
Safety Committee reviews reports and, as appropriate, communicates concerns about 
identified issues with regards to safety. 

B. The Director of Security, in collaboration with the Safety Officer, is responsible for monitoring 
all aspects of the Security Program. The Director of Security advises and reports to the Safety 
Committee on security related issues which may necessitate changes to policies and 
procedures, orientation or education of staff. 

C. Department heads are responsible for orienting new staff members to the department and, as 
appropriate, to job and task specific security procedures. They are also responsible for the 
investigation of incidents occurring in their departments. When necessary, the Director of 
Security provides department heads with assistance in developing department security 
programs or policies. 

D. Individual staff members are responsible for learning and following job and task-specific 
procedures for secure operations. 

SECURITY DEPARTMENT ORGANIZATION 

• The Chief Executive Officer (Hospital Administrator) has delegated American Guard to provide 
contractual security services for the Ventura County Medical System. 

• The Safety Officer and Director of Security have immediate and complete access to all areas of 
the Hospitals and to all physical facility records that become necessary in carrying out security 
management responsibilities. 

• Unarmed Security Guard Services are required for Ventura County Medical System. The focus 
in this area is to ensure that Ventura County Medical System employees and the general public 
are provided a safe environment to conduct official business. Security services include patient 

The Objectives for the Security Program are developed from information gathered during annual 
statistical data tracking and trending and risk assessment, which provide measures for improvement of 
the program. 

The objectives for this Plan are to: 

Authority: 

Security Services: 
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watches, roving patrol, escort services, code response, temporary posts and many other 
security fire watch and other related requirements. 

• American Guard coordinates the collection, processing, and reporting of security activity 
throughout the facility to support a reliable, efficient flow of information. The security staff 
oversees the daily operation of the VCMS security program and assists staff, patients and 
visitors with support and problem solving. Confidentiality will be maintained in accordance 
with VCMS policy. 

• Respond to requests at VCMS for support and intervention. This intervention includes de-
escalation of verbal irrate patients/vendors/staff, and intervention of physical altercations. 

• Elite Officers must be physically capable and willing to assist VCMS staff in restraining violent 
persons at VCMS until authorities arrive. In the event of a physical altercation, guards may be 
required to physically intervene for the protection and safety of VCMS staff, clients and 
themselves. This response should be considered ONLY if verbal intervention fails, but it must 
be stipulated in the post instructions for all assigned guards.  Assigned guards are special 
guards for special areas (Emergency Department/Inpatient Psychiatric Unit) and possess 
specific training. 

PERFORMANCE ACTIVITIES 

• 100% in performance of quarterly Code Pink Drills with appropriate written critique 

• 100% in performance of quarterly Code Purple Drills with appropriate written critique 

• 100% proper documentation of monthly security statistical data 

• 100% camera surveillance 

PROCESSES FOR MANAGING SECURITY RISKS 

Elite Officers: 

The performance measurement process is one part of the evaluation of the effectiveness of the Security 
program. Performance measures have been established to measure at least one important aspect of the 
Security program. 

The performance measures for the Security program which are also reported to leadership include: 

Management Plan 

Ventura County Medical System develops, maintains and annually evaluates Security Management Plan 
for its effectiveness in managing the security risk of the staff, visitors, and patients at VCMS. 

Security Risk Assessment 

The Safety Officer and Director of Security manage the security risk assessment process for VCMS. In 
coordination with the Director of Security, the Safety Officer is designated to manage risk, coordinate risk 
reduction activities in the physical environment, collect deficiency information, and disseminate 
summaries of actions and results. The Safety Officer, Director of Security and the Risk Management 
department ensure compliance with applicable codes and regulations. 
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a. Intensive Care Unit 

VCMS identifies security risks associated with the environment of care. Risks are identified from internal 
sources such as ongoing monitoring of the environment, results of annual proactive risk assessment of 
high-risk processes, and from daily observation and surveillance by American Guard, Department 
Managers, patients and incident reports. 

The risk assessment is used to evaluate the impact of the environment of care on the ability of VCMS to 
perform clinical and business activities. The impact may include disruption of normal functions or injury 
to individuals. The assessment will evaluate the risk from a variety of functions, including structure of 
the environment, the performance of everyday tasks, workplace violence, theft, infant abduction, and 
unauthorized access to the facility. 

Use of Risk Assessment Results 

A Risk Assessment is used to evaluate the impact of the environment of care on the ability of VCMS to 
perform clinical and business activities. A risk assessment will be performed by type of risk/threat to the 
organization. Where risks are identified, the current programs and processes to manage those risks are 
compared to the risks that have been identified. Where the identified risks are not appropriately handled, 
action must be taken to eliminate or minimize the risk. The actions may include creating new programs, 
processes, procedures and training programs. Monitoring programs may be developed to assure the 
risks have been controlled to achieve the lowest potential for adverse impact on the security of patients, 
staff, and visitors. 

Identification Program 

All staff are required to display an identification badge on their upper body while on duty. Identification 
badges are to be displayed on the individual with the picture showing. Identification badges are retrieved 
by Department Managers upon termination of employment. 

Visitors are required to wear the appropriate wristbands in order to visit a specific patient in the hospital. 
Wristbands are blue with the exception of Labor and Delivery, Neonatal Intensive Care Unit (NICU), 
Pediatric Intensive Care Unit (PICU), Pediatrics, Post-Partum and Obstetrics, in which case they are pink. 

If a patient wristband is damaged, nursing staff shall replace it. Patient identification is not removed 
upon discharge. Patients are instructed to remove their identification band at home. 

The Front Desk and Facilities Departments provides vendor and contractor identification. All vendors are 
required to have appropriate identification and a green wristband while in the hospital.  See also policy 
F.2 Vendor Access and Registration. 

Sensitive Areas 

The Director of Security works with hospital leadership to identify security sensitive areas by utilizing risk 
assessments and analysis of incident reports. 

The following areas are currently designated as sensitive areas: 

Ventura County Medical Center 
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b. Emergency Department 

c. Obstetrics 

d. Newborn Nursery 

e. NICU 

f. Pharmacy 

g. Health Information Management 

h. Pediatrics 

i. IPU 

j. Crisis Stabilization Unit (CSU) 

k. Operating Room 

l. PICU 

a. Intensive Care Unit 

b. Emergency Department 

c. Obstetrics 

d. Newborn Nursery 

e. Pharmacy 

f. Health Information Management 

g. Operating Room 

Santa Paula Hospital 

Security staff are reminded during their annual in-service about those areas of the facility that have been 
designated as sensitive. Security staff assigned to work in sensitive areas receive department level 
continuing education on an annual basis that focuses on special precautions or responses that pertain 
to their area. 

Security Incident Procedures 

The Director of Security, in coordination with VCMS leadership, develops post orders for area security 
covers. These post orders describes the written instructions for the security team. The Director of 
Security assists department heads in development of departmental security procedures, as requested. 
These policies and procedures include infant and pediatric abduction, workplace violence, and other 
events that are caused by individuals from either inside or outside the organization. 

Individual department heads assist in the development of department-specific security policies and 
procedures for risks unique to their area of responsibility. The Director of Security also assists 
department heads in the development of new department security procedures. Organization-wide 
departmental security policies and procedures are distributed to all departments. Department heads are 
responsible for distribution of department level policies and procedures to their staff and for ensuring 
enforcement of security policies and procedures needed. 
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• Health Insurance Portability and Accountability Act (HIPAA) 

• Emergency Medical Treatment & Labor Act (EMTALA) 

• Blood Borne Pathogens (BBP) 

• Crisis Prevention Intervention 

• Workplace Violence 

• Sexual Harassment 

• Infant and Child Abduction Prevention 

• First Aid/Cadiopulmonary Rescuscitation (CPR)/Automated External Defibrillator (AED) 

• Fire and Safety Procedures 

Security Incident Response 

Upon notification of a security incident, the Director of Security or designee will assess the situation and 
implement the appropriate response procedures. The Director of Security will notify Administration if 
necessary to obtain additional support. Security incidents that occur in the Emergency Department will 
be managed initially by the Security Officer on Duty, or Law Enforcement officer on duty, by following the 
appropriate policies and procedures for that area. The Director of Security will be notified about the 
incident as soon as possible. 

Security incidents that occur in the departments will be managed according to the departmental or 
facility-wide policy. The Director of Security will be notified about any incident that occurs in a 
department as soon as possible. Additional support will be provided from the Security Department. 

In the event of an infant or child reported missing, see policy 106.002 Code Pink/Code Purple-Known/
Suspected Infant Abduction. 

Following any security incident, a written "Incident Report" will be filed by the Security Officer managing 
the incident. The Report will be reviewed by the appropriate Security Supervisor or Security Director if 
necessary. Any deficiencies identified in the report will be corrected. A summary of these Reports will be 
furnished to the Safety Committee on a regular basis. 

Evaluating the Management Plan 

On an annual basis, the Safety Committee and Director of Security evaluate the scope, objectives, 
performance, and effectiveness of the Security Plan for the safety of the staff, visitors and patients at 
Ventura County Medical System. 

Security Management in-service training is provided at the initial orientation level and subsequent annual 
retraining of all Security personnel. This is part of a structured staff development program that includes 
general security practices supplemented by sensitive areas. Sensitive areas are identified based on 
criteria to include the impact on the building, grounds, and organizational experience. 

Security personnel receive the following training annually and/or when required by job description: 

106.044 Security Management Plan. Retrieved 1/5/2023. Official copy at http://vcmc.policystat.com/policy/7794189/.
Copyright © 2023 Ventura County Medical Center

Page 6 of 8

https://vcmc.policystat.com/policy/3309554/latest
https://vcmc.policystat.com/policy/3309554/latest


COPY

• FEMA 100/200 

• Interactions with patients, visitors and staff 

• Safe Driving Procedures 

• Management of aggressive behavior 

• Metal detector training 

ENVIRONMENT OF CARE 

SECURITY RISK ASSESSMENT INSTRUCTIONS: 

1. Known risks at VCMS facilities 

2. Historical data of occurrence 

3. Reported and observed recent data 

4. Known sensitive areas 

1. Threat to life and/or health 

2. Disruption of services 

3. Damage/failure possibilities 

4. Loss of community trust 

5. Inability to render services in a community emergency 

6. Financial impact 

7. Legal issues                                                                                                          

1. Status of current plans, policies and procedures to identify and reduce risks 

2. New employee orientation on identifying and reporting potential risks 

3. Continuing education for identification and reporting of risks 

4. Financial commitment of leadership to reduce risks 

5. Effectiveness of hazard surveillance rounds 

6. 24 hour camera surveillance. 

Evaluate every potential event in each of the three categories of probability, risk, and preparedness.  Add 
additional events as necessary. Events are defined as potential hazards or risk categories that may be 
consequential to effective operations of a facility and ability to render safe, secure, efficient and effective 
services to patients, staff and visitors. 

Issues to consider for probability (the probability of occurrence at the facility) include, but are not limited 
to: 

Issues to consider for risk level potential (in response to threat to life, health and safety, high disruption, 
moderate disruption, low disruption) include, but are not limited to: 

Issues to consider for preparedness include, but are not limited to: 
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106.045 Utilities Management Plan 

POLICY: 

PROCEDURE: 
Authority 

1. The HCA Facilities Manager has been selected by the Environment of Care Committee to be 
responsible for UMP management, monitoring and reporting regarding UMP. 

2. The HCA Facilities Manager has immediate and complete access to all areas of the HCA 
VCMC/SPH campuses, all physical plant records and any other records that become 
necessary in carrying out UMP. 

Organization 

1. The HCA Facilities Manager shall report to the Environment of Care Committee. This report 
shall provide information and trends concerning systems indicators. 

Ventura County Medical System (VCMS) strives to provide a facility that is functionally safe and 
maintains a secure health care environment for patients of all ages, visitors, medical staff, employees 
and volunteers by requiring and supporting the establishment and maintenance of an effective Utilities 
Management Plan (UMP). The UMP is based on applicable laws and regulations, and accepted practices, 
and applies to Ventura County Medical Center (VCMC), Santa Paula Hospital (SPH), Inpatient Psychiatric 
Unit (IPU)and Ambulatory Care clinic(AFMC). 

The UMP is established to provide for the operational reliability, assess the special risks of and respond 
to failures within the utility systems that support patient care, so as to provide a safe, controlled and 
comfortable environment for patients, visitors, employees, volunteers and medical staff. The utility 
systems and associated staff will be managed so that risks can be minimized and benefits maximized. 
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2. The Environment of Care Committee shall receive, review, investigate and take action as 
appropriate on all UMP reports. 

3. The HCA Facilities Manager shall provide annual reports regarding the UMP to Hospital 
Administration, Environment of Care Committee. 

RESPONSIBILITIES 

1. The HCA Facilities Manager shall be responsible for ongoing monitoring, reporting, 
documentation, compiling of statistics and education aspects of the UMP. 

2. All department heads are responsible for compliance with the requirements of the UMP as far 
as their individual department responsibilities mandate and will provide appropriate 
documentation relating to the requirements of the UMP as requested. 

3. All individuals are responsible for compliance with the requirements of the UMP as far as their 
individual responsibilities mandate and shall cooperate with all appropriate provisions of the 
UMP. 

4. The Facilities Maintenance department is responsible for collecting data, performing or 
overseeing repairs/preventive maintenance work and other aspects required of this program. 

5. All employees have a role in the UMP, by effectively and safely utilizing resources such as 
electrical equipment, conserving energy, and by obtaining education regarding the utility 
systems and specific actions to be taken in the event of a utility failure. The goal of these 
actions is to maintain continuity of care and service. 

6. All policies in the UMP are designed to apply to all departments, employees, volunteers, 
medical staff, patients and visitors. 

7. The Environment of Care Committee will communicate UMP issues and summaries of 
activities, annually, to Administration, Executive Committee, Oversight Committee, and 
Managers of all departments/services. The department heads will communicate this 
information to staff. 

ACTIVITIES 

1. The UMP includes utilities that are considered to be critical/necessary to support safe, reliable 
treatment, diagnosis, or monitoring of patients and provide a safe, controlled and comfortable 
work environment for employees, volunteers, and medical staff. 

2. The individual utilities included in the UMP (normal electrical power, emergency electrical 
power, fire systems, potable water, steam, natural gas, sewer, telephone, diesel fuel, medical 
gas systems, HVAC and elevators) are of such importance that separate policies, procedures, 
inspections and maintenance programs have been established by Facilities Maintenance and 
are individually managed. 

3. Each utility will have a unique inventory of equipment/items made and maintained. This will be 
made and maintained by Facilities Maintenance. As equipment is added or deleted to the 
system, the inclusion of the equipment to this program will be set in Facilities Maintenance, or 
at the discretion of the HCA Facilities Manager. The decision will be based on the nature of the 
equipment, the role it plays in the performance and effect of equipment on the overall 
environment. 

4. When a problem is identified, the system will be evaluated for cause and necessary remedial 
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action. Action will be taken by appropriate parties, including staff and/or outside resources. 
Actions taken will be documented, monitored, and revised, if not effective. Once action has 
proven to be effective, no other monitoring will be required, unless the problem recurs. 

5. A summary of the UMP system indicators and problem will be reported to the Environment of 
Care Committee on a quarterly basis. 

6. The UMP provides an integrated and coordinated effort to comply with State Licensing and the 
Office of Statewide Health Care Plan and Development (OSHPD), meet The Joint Commission 
(TJC), National Fire and Protection Association (NFPA) and, Occupational Safety and Health 
Administration (OSHA) standards and assists the facility in controlling losses related to 
professional and general liability. 

7. The implementation of the UMP is a collaborative effort coordinated by the HCA Facility 
Manager. All departments shall have a role in the success of the program. Through this 
arrangement, surveillance, monitoring, tracking and reporting is done. When problems are 
identified, action will be taken by the appropriate individuals to resolve them. Action will be 
documented, monitored and reported. Once the corrective actions have proven to be effective, 
no other monitoring will be required. 

8. The UMP is a dynamic program because of the ever changing needs, monitoring results, 
reporting, laws and regulations. 

9. The UMP program includes, but is not limited to the following: 

A. Inspecting, testing and maintaining critical operating components in accordance 
with manufacturers' recommendations 

B. Developing and maintaining current utility system operational plans to help provide 
for reliability, minimize risks, and reduce failures. 

C. Mapping the layout of utility systems and labeling controls for a partial or complete 
emergency shut-down. 

D. Investigating utility systems management problems, failures or user errors and 
reporting incidents and corrective actions. 

E. Building Maintenance Plan with priority codes and Equipment Management Program 

10. The organization defines the intervals for maintenance, inspection, and testing of all 
equipment under preventative maintenance program. The equipment and the maintenance 
activity are based upon in accordance with manufacturers' recommendations, evaluated risk 
levels, and HCA maintenance experience. Most intervals are annual, semi-annual, quarterly, 
monthly, and weekly maintenance activities. The preventative maintenance activity is 
scheduled by a maintenance management system that generates work orders. The work 
orders are distributed to the appropriate staff, and when complete, the data is entered into the 
CMMS system. 

11. HCA VCMC/SPH has identified and implemented emergency procedures for responding to 
utility system disruptions or failures that address the following: 

1. What to do if utility systems malfunction (on a departmental and organization wide 
basis) 

2. Identification of an alternative source of organization-defined essential utilities 
(where alternate sources are appropriate) 
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3. Shutting off the malfunctioning systems and notifying staff in affected areas 

4. Obtaining repair services (this includes both internal and external resources) 

The plans for these emergency responses are integrated with the Emergency Management 
Plan. 

These plans are developed to include: the criteria and indications for implementing a utility 
response plan; the staff responsible for making the decisions; activities and resources used to 
mitigate the emergency (such as an emergency power system to mitigate external power 
failure); and preparation for the failure (e.g., flashlights, staff training about how to respond to 
a power failure). 

12. The organization has identified and implemented processes to minimize pathogenic biological 
agents in cooling towers, domestic hot/cold water systems, and other aerosolizing water 
systems. 

ORIENTATION AND EDUCATION PROGRAM 

1. UMP in-service training is provided at new employee orientation for all employees, contractual 
service providers and volunteers. This is part of a structured staff development program that 
includes general safety practices which are supplemented by organization experience. 

2. This training addresses the specific roles and responsibilities of personnel who would be 
affected by the loss of a utility. 

3. Incident report training is provided at orientation for all employees, contractual service 
providers, and volunteers. 

4. Each employee responsible for maintenance of utilities is provided departmental and job 
specific-related UMP training which is documented in his/her individual education file. Such 
training includes; 

• Capabilities, limitations and special application of utility systems 

• Emergency procedures in the event of system failure, identification of an alternative 
source of essential utilities; shut off of malfunctioning systems and notification of 
staff in affected areas, obtaining repair services, how/when to perform emergency 
clinical interventions when utility systems fail 

• Information/skills necessary to perform assigned maintenance responsibilities 

• Processes for reporting utility system management problems, failures and user 
errors. 

5. Training for personnel maintaining utilities will be documented. Techniques of demonstration, 
appropriate actions, competency evaluation, etc. will be used to monitor training effectiveness. 

6. The HCA Facilities Manager will be available for departmental or individual in-service training 
as requested. 

7. The Department heads will provide for orientation and training of new employees, and for the 
ongoing training of all their employees. 
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Attachments 

Annual Evaluation of the Utilities Management Plan 2021 

Approval Signatures 

Step Description Approver Date 

DATA SOURCES 

PERFORMANCE STANDARDS 

1. Employee's knowledge of policies, procedures and responsibilities under the program are 
assessed: 

• Following each educational session by a competency evaluation 

• Staff meeting discussions with Q & A 

2. Employees will be able to demonstrate or describe; 

• VCMC-SPH Incident reporting systems for events that involve UMP 

• Communication of reports to the HCA Facilities Manager 

• Actions to prevent, eliminate, minimize or report Utilities Management risks 

• Staff utility management knowledge/skill 

• Monitoring and inspection with documentation in the work order 

3. The HCA Facility Manager and Department Heads can describe their roles in developing 
organizational utility policies and procedures reflecting the goals and performance standards 
of the UMP. 

ANNUAL EVALUATION 

Information is gathered for the UMP through various means and sources including, but not be limited to 
VCMC-SPH incident reports, hospital staff EOC surveillance rounds, safety surveys, maintenance rounds, 
utility vendor information. In addition, the computerized Facilities CMMS is utilized to track, maintain, 
report, and assess the performance measures. 

At least annually, there will be an evaluation and review of the Utilities Management Plan's scope, 
objectives, performance and effectiveness. This will be reviewed by the Environment of Care Committee 
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12/5/2022 
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Nursing Administration Sherri Block: Associate Chief 
Nursing Executive, VCMC & 
SPH 

11/10/2022 
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106.075 Workplace Violence Prevention Plan 

POLICY: 

PROCEDURE: 

• Protect the safety and health of all employees (for purposes herein, unless the context 
otherwise requires, “employee” means any person rendering services at the request of VCMS, 
whether in the status of paid employee, contractor, or volunteer) 

It is the policy of Ventura County Medical System (VCMS), which includes Ventura County Medical 
Center (VCMC), Santa Paula Hospital (SPH), Inpatient Psychiatric Unit (IPU) and Ambulatory Care Clinics, 
to provide a safe and healthy environment for staff and the public.  To help achieve this goal, the VCMS 
shall promote a comprehensive Workplace Violence Prevention Plan that integrates a cooperative effort 
to identify and eliminate risk associated with workplace violence, and to comply fully with all applicable 
safety and health regulations. 

The Workplace Violence Prevention Plan is designed to maintain a safe and healthy work environment 
on VCMS's campuses.  Required by law, it complies with California Code of Regulations Title 8, Section 
3342 (Violence Prevention in Health Care).  By having a Workplace Violence Prevention Plan, 
VCMS leadership demonstrates an organizational concern for employees’ emotional and physical safety 
and health; equal commitment to patient safety; demonstrates systems of accountability for involved 
managers and employees; creates and disseminates a clear policy of zero tolerance for workplace 
violence or threats of violence; and ensures no reprisals are taken against employees who report 
incidents and/or suggest ways to reduce or eliminate risks by assessing patient-specific risk factors.  In 
addition, the Plan outlines a comprehensive plan for maintaining security in the workplace, and assigns 
responsibility and authority to individuals with appropriate training and skills.  VCMS makes all 
reasonable efforts to: 
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• Provide a safe workplace – for all employees. 

• Provide information to employees about workplace violence. 

• Identify and encourage reporting of any workplace violence without reprisal. 

• Provide information and safeguards for those on campus, per California Code of Regulations, 
Title 8, Section 3342 (http://www.dir.ca.gov/Title8/3342.html). 

WORKPLACE VIOLENCE PREVENTION RESPONSIBLE 
PERSON(S): 

MANAGEMENT RESPONSIBILITIES: 

SUPERVISOR RESPONSIBILITIES: 

EMPLOYEE RESPONSIBILITIES: 

VCMS’s Safety Officer is responsible for implementing the Workplace Violence Prevention Plan.  As part 
of its Injury and Illness Prevention Program (IIPP), VCMS has developed this Workplace Violence 
Prevention Plan which describes specific requirements for program responsibility, compliance, 
communication, hazard assessment, accident/exposure investigations, hazard correction, training, and 
recordkeeping. 

Managers are responsible for ensuring that the VCMS Workplace Violence Prevention Plan is 
communicated to and understood by all employees under their supervision.  They must provide 
leadership by participating and fostering a safe work environment.  Managers must allocate enough time 
for training and engaging their employees on safe and healthy work programs for their areas and 
encourage reporting.  Managers are responsible for ensuring all workplace violence reporting is free of 
reprisal. 

Supervisors are responsible for carrying out the duties required to implement and enforce the Workplace 
Violence Prevention Plan in the areas they supervise.  Supervisors must foster a healthy work 
environment, and immediately recognize and address any potential risk, as well as report concerns. 
Supervisors are responsible for ensuring employees are receiving general and job-specific workplace 
violence safety training.  They must also identify and correct any hazards in the workplace.  They are 
responsible for taking disciplinary actions against any employee that does not follow the Workplace 
Violence Prevention Plan or safety policies and procedures when working, and reports issues through 
their chain of command. 

Individual employees are responsible for following the Workplace Violence Prevention Plan.  Employees 
are responsible for understanding the definition of workplace violence and how to report it.  Workplace 
violence is defined as “any act of violence or threat of violence that occurs at the work site.”  The term 
“workplace violence” shall not include lawful acts of self-defense or defense of others.  When employees 
are unsure of whether an act constitutes workplace violence, they are to seek assistance from their 
Supervisor, Manager, Regulatory Manager, or Safety Officer. 
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OUTSIDE EMPLOYEES WORKING AT VCMC/SPH/IPU: 

ASSISTANCE FROM OTHER AGENCIES: 

PROCEDURES TO ACCEPT AND RESPOND TO 
REPORTS: 

DOCUMENTATION FROM SHIFT TO SHIFT: 

COMPLIANCE: 

A. Initial Workplace Violence Prevention Training 

B. Annual Workplace Violence Prevention Training 

C. Recognition – Employees who demonstrate and foster a safe work environment and who 
report workplace violence, should be recognized by their supervisor/manager and have this 
recognition mentioned in their performance evaluation 

D. Zero tolerance of any workplace violence, with appropriate discipline for any identified and 
proven case; and 

E. Employee engagement and development of Workplace Violence Prevention Plan which shall 
include line staff for recommendations and changes of the Workplace Violence Prevention 
Plan. 

The Safety Officer will be responsible for providing the same training provided to outside employees as 
to VCMS’s employees. 

The Safety Office or designee, Administrator on Duty (AOD), Nursing Supervisor, and/or Regulatory 
Manager will involve any other agency deemed necessary to assist with any act of workplace violence 
(i.e., Employee Health Services, the Employee Assistance Program (EAP), Law Enforcement, Fire 
Department, etc.).  In addition, employees will be encouraged to seek assistance from local emergency 
services or law enforcement when a violent incident occurs, without any punitive or retaliatory action 
against the employee. 

VCMS has created a workplace violence reporting system with access for all employees to report any 
workplace violence incident.  This reporting system will notify the Safety Officer and Security Post 
Commander for investigations and documentation of each incident.  Each incident will be investigated 
and documentation of resolution provided of each incident.  Communication back to the reporting 
employee will be the responsibility of the Safety Officer or Post Commander. 

All clinical staff will be responsible for documenting in Cerner any actual episodes of violence.  In 
addition, all employees will verbally communicate at change of shift any concerns with regards to 
patients demonstrating aggression and/or risk for workplace violence. 

Compliance includes, but is not limited to: 
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TRAINING: 

COMMUNICATION: 

• VCMS provides employees with initial Workplace Violence Training 

• Provides Annual Workplace Violence training as well as an annual Safety Update via the 
TargetSolutions online training platform. 

• The use of the TargetSolutions platform provides the organization with time flexibility and 
does not limit training. 

• VCMS has created an online safety intranet webpage. 

HAZARD ASSESSMENT: 

ABATEMENT OF HAZARDS/WORKPLACE VIOLENCE: 

A. Protecting or removing individuals from exposure and or Immediate Dangerous Life and Health 
conditions, 

B. Implementing safer and healthier procedures, 

C. Training employees, and 

D. Posting warning notices. 

WORKPLACE VIOLENCE RECORD KEEPING: 

VCMS is responsible for providing initial Workplace Violence training as well as annual training.  VCMS is 
also responsible for ensuring any revision and/or changes to the Workplace Violence Prevention Plan are 
communicated to the organization.  All training documentation will be kept in TargetSolutions by the 
HCA Compliance Office and shall be available to employees at all times. 

Several mediums are utilized by VCMS to communicate with employees on matters related to 
occupational safety and health and specifically to Workplace Violence. 

A workplace violence hazard assessment will be conducted annually by the Safety Officer and/or 
designee and the findings reported to the Safety Committee.  The purpose of the assessment is to 
identify vulnerabilities as well as what is well controlled.  Besides employee and patient reports and/ or 
suggestions, some situations will require a formal investigation.  All investigations shall be documented 
in the online workplace violence notification system and investigated by the Safety officer/designee or 
Post Commander. 

It is VCMS’s intention to abate all unsafe and unhealthy work practices and immediately abate the risk of 
any workplace violence.  The Safety Officer and/or designee must document all such action taken and 
the completion dates on the online reporting system.  Actions to abate hazards or risk shall include, but 
are not limited to: 

Records are to be kept in the online workplace violence system for all employees.  The records shall be 
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A. All documentation that verifies that VCMS has maintained ongoing two-way communication 
with the employee, including, but not limited to, all written communication. 

B. All assessments, inspections, or investigations must include the date, name of the investigator, 
the workplace violence condition, and work practice notes and/or corrective action taken. 

C. All investigation records. 

D. Records containing training information must have a minimum of the employee’s name, 
training date, type of training material, program and identification of the trainer. 

EVALUATE ENVIRONMENTAL RISK FACTORS: 

DEFINITIONS: 
A. Patient-Specific Risk Factors – factors specific to a patient that may increase the likelihood or 

severity of workplace violence incidents, such as use of drugs or alcohol, psychiatric condition 
or diagnosis associated with increased risk of violence, any condition or diseased process that 
would cause confusion and/or disorientation, or a history of violence. 

B. Patient contact – employees providing a patient with treatment, observation, comfort, direct 
assistance, bedside evaluations, office evaluations and any other actions that involves or 
allows direct physical contact with the patient. 

C. Threat of violence – a statement or conduct that causes a person to fear for his or her safety 
because there is a reasonable possibility the person might be physically injured, and that 
serves no legitimate purpose. 

D. Workplace controls – procedures, rules and staffing which effectively reduce workplace 
violence hazards. Workplace controls include, as applicable, but are not limited to: appropriate 
staffing levels; provision of dedicated safety personnel (i.e. security guards); employee training 
on workplace violence prevention methods; and employee training on procedures to follow in 
the event of workplace violence incident. 

E. Workplace violence – any act of violence or threat of violence that occurs at the work site.  The 
term “workplace violence” shall not include lawful acts of self-defense or defense of others. 
Workplace violence includes the following: 

1. The threat or use of physical force against an employee that results in, or has a high 
likelihood in, injury, psychological trauma, or stress, regardless of whether the 
employee sustains an injury; 

2. An incident involving the threat or use of a firearm or other weapons, including the 
use of common objects as weapons regardless of whether the employee sustains 
an injury; 

tracked and trended for vulnerabilities and focused efforts should the Safety Officer see a trend of 
violence.  Annual safety training is kept by the Compliance Officer; training records are accessible when 
needed.  The following records shall be kept for three (3) years: 

VCMS shall utilize a workplace violence risk assessment to evaluate environmental risk factors and 
report findings to the Safety Committee. 
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Hospital Administration Diana Zenner: Chief Operating 
Officer, VCMC & SPH 

12/13/2022 

Nursing Administration Danielle Gabele: Chief Nursing 
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12/13/2022 
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12/13/2022 

Safety Committee Fernando Medina: Manager, 
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12/13/2022 

Policy Owner Fernando Medina: Manager, 
Hospital Support Services 

12/13/2022 

3. Four workplace violence types: 

a. Type 1 violence – workplace violence committed by a person who has no 
legitimate business at the work site, including violent acts by anyone who 
enters the workplace with the intent to commit a crime. 

b. Type 2 violence – workplace violence directed at employees by customers, 
clients, patient, students, inmates, or visitors or other individuals 
accompanying a patient. 

c. Type 3 violence – workplace violence against an employee by a present or 
former employee, supervisor, or manager. 

d. Type 4 violence – workplace violence committed by someone who does 
not work there, but has or is known to have had a personal relationship 
with an employee. 
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107.023 Adverse Events, Sentinel Events, Unusual 
Occurrences 

POLICY: 

PROCEDURE: 
DEFINITIONS 

Ventura County Medical Center (VCMC) and Santa Paula Hospital (SPH) shall comply with reporting 
requirements of unusual occurrences, adverse events and sentinel events to the California Department 
of Public Health (CDPH) in accordance with Policy 107.008 California Department of Public Health 
Adverse Event Reporting.  VCMC/SPH will also inform the patient or responsible party by the time the 
report is made.  VCMC/SPH prohibits retaliation against anyone who reports an unusual occurrence, 
adverse event or sentinel event. 

As well, VCMC/SPH shall comply with The Joint Commission (TJC) standards related to the 
identification, voluntary reporting and management of unusual occurrences, adverse events and sentinel 
events.  An appropriate response may include conducting a timely, thorough and credible root cause or 
event analysis, developing an action plan designed to implement improvements to reduce risk, 
implementing the improvements and monitoring the effectiveness of those improvements. 

Sentinel Event: is defined by The Joint Commission as a patient safety event (not primarily related to the 
natural course of the patient's illness or underlying condition) that reaches a patient and results in death, 
permanent harm, or severe temporary harm.  Sentinel events are a subcategory of adverse events. 

Such events are considered "sentinel" because they signal the need for immediate investigation and 
response.  The following events (even if the outcome was not death or major permanent loss of 
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1. Suicide of any patient receiving care, treatment, and services in a staffed around-the-clock care 
setting or within 72 hours of discharge, including from the health care organization's 
Emergency Department (ED). 

2. Unanticipated death of a full term infant. 

3. Homicide of any patient receiving care, treatment and services while on site at the 
organization or while under the care or supervision of the organization. 

4. Homicide of a staff member, licensed independent practitioner, visitor or vendor while on site 
at the organization or while providing care or supervision to patients. 

5. Any intrapartum maternal death. 

6. Severe maternal morbidity (leading to permanent harm or severe harm). 

7. Sexual abuse/assault abuse/assault of any patient receiving care, treatment and services 
while on site at the organization or while under the care or supervision of the organization. 

• Sexual abuse/assault is defined as the nonconsensual sexual contact of any type 
with an individual. Sexual abuse includes but is not limited to, the following: 

◦ Unwanted intimate touching of any kind, especially of the breasts, 
buttocks, or perineal area 

◦ All types of sexual assault or battery, such as rape, sodomy, and coerced 
nudity (partial or complete) 

◦ Forced observation of masturbation and/or sexually explicit images, 
including pornography, texts, or social media 

◦ Taking sexually explicit photographs and/or audio/video recordings of an 
individual and maintaining and/or distributing them (for example, posting 
on social media); this would include, but is not limited to, nudity, fondling, 
and/or intercourse involving an individual 

• Generally, sexual contact is nonconsensual in the following situations: 

◦ When the individual lacks the cognitive or legal ability to consent even 
though appearing to want the contact to occur 

◦ When the individual does not want the contact to occur 

• Other examples of nonconsensual sexual contact may include, but are not limited to 
situations where an individual is sedated, is temporarily unconscious, or is in a 
coma. An individual's apparent consent to engage in sexual activity is not valid if it is 
obtained from the individual lacking the capacity to consent, or consent is obtained 
through intimidation, coercion, or fear, whether it is expressed by the individual or 
suspected by staff. Any forced, coerced, or extorted sexual activity with an 
individual, regardless of the existence of a preexisting or current sexual relationship, 
is considered to be sexual abuse. 

• Organizations are required to conduct an investigation and protect an individual(s) 
from nonconsensual sexual relations anytime the organization has reason to 
suspect that the individual(s) does not wish to engage in sexual activity or may not 

function) are considered Sentinel Events: 
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have the cognitive or legal ability to consent. 

8. Sexual abuse/assault of a staff member, licensed practitioner, visitor or vendor while on site at 
the organization or while providing care or supervision to patients. (See above definition of 
sexual abuse/assault). 

9. Physical assault (leading to death, permanent harm or severe harm) of any patient receiving 
care, treatment and services while on site at the organization or while under the care or 
supervision of the organization. 

10. Physical assault (leading to death, permanent harm or severe harm) of a staff member, 
licensed independent practitioner, visitor or vendor while on site at the organization or while 
providing care or supervision to patients. 

11. Surgery or other invasive procedure performed at the wrong site, on the wrong patient or that 
is the wrong (unintended) procedure for a patient regardless of the type of procedure or the 
magnitude of the outcome. 

12. Discharge of an infant to the wrong family. 

13. Abduction of any patient receiving care, treatment, or services. 

14. Any elopement (that is, unauthorized departure) of a patient from a staffed around-the-clock 
care setting (including the ED), leading to death, permanent harm, or severe temporary harm to 
the patient. 

15. Administration of blood or blood products having unintended ABO and non-ABO (Rh, Duffy, 
Kell, Lewis and other clinically important blood groups) incompatibilities, hemolytic transfusion 
reactions or transfusions resulting in death, permanent harm or severe harm. 

16. Unintended retention of a foreign object in a patient after an invasive procedure, including 
surgery. 

17. Severe neonatal hyperbilirubinemia (bilirubin >30 milligrams/deciliter). 

18. Fluoroscopy resulting in permanent tissue injury when clinical and technical optimization were 
not implemented and/or recognized practice parameters were not followed. 

19. Any delivery of radiotherapy to the wrong patient, wrong body region, unintended procedure or 
>25% above the planned radiotherapy dose. 

20. Fire, flame or unanticipated smoke, heat or flashes occurring during direct patient care caused 
by equipment operated and used by the organization.  To be considered a sentinel event, 
equipment must be in use at the time of the event; staff do no need to be present. 

21. Fall in a staffed, around-the-clock care setting or fall in a care setting not staffed around the 
clock during a time when staff are present resulting in any of the following: 

1. Any fracture. 

2. Surgery, casting or traction. 

3. Required consult/management or comfort care for a neurological (e.g. skull fracture, 
subdural or intracranial hemorrhage) or internal (e.g. rib fracture, small liver 
laceration) injury. 

4. Death or permanent harm as a result of injuries sustained from the fall (not from 
physiologic events causing the fall). 

107.023 Adverse Events, Sentinel Events, Unusual Occurrences. Retrieved 1/5/2023. Official copy at
http://vcmc.policystat.com/policy/12870840/. Copyright © 2023 Ventura County Medical Center

Page 3 of 7



COPY
1. Surgical or Invasive Procedure Events 

a. Surgery or other invasive procedure performed on the wrong site. 

b. Surgery or other invasive procedure performed on the wrong patient. 

c. Wrong surgical or other invasive procedure performed on a patient. 

d. Unintended retention of a foreign object in a patient after surgery or other invasive 
procedure. 

e. Intraoperative or immediately post-operative/post-procedure death in an ASA Class 
1 patient. 

2. Product or Device Events 

a. Patient death or serious injury associated with the use of contaminated drugs, 
devices, or biologics provided by the health care setting. 

b. Patient death or serious injury associated with the use or function of a device in 
patient care, in which the device is used or functions other than as intended. 

c. Patient death or serious injury associated with intravascular air embolism that 
occurs while being cared for in a health care setting. 

3. Patient Protection Events 

a. Discharge or release of a patient/resident of any age, who is unable to make 
decisions, to other than an authorized person. 

b. Patient death or serious injury associated with patient elopement (disappearance). 

c. Patient suicide, attempted suicide, or self-harm that results in serious injury, while 
being cared for in a health care setting. 

4. Care Management Events 

a. Patient death or serious injury associated with a medication error (e.g., errors 
involving the wrong drug, wrong dose, wrong patient, wrong time, wrong rate, wrong 
preparation or wrong route of administration). 

b. Patient death or serious injury associated with unsafe administration of blood 
products. 

c. Maternal death or serious injury associated with labor or delivery in a low-risk 
pregnancy while being cared for in a health care setting. 

The above list is current as of January 1, 2022 The Joint Commission (TJC) Comprehensive 
Accreditation Manual for Hospitals (CAMH) chapter on Sentinel Events (SE). 

Close Call or Near Miss: is defined by TJC as a patient safety event that did not reach the patient. 

Adverse Event: is a patient safety event that resulted in harm to a patient. Per TJC definition, adverse 
events shall prompt notification of hospital leaders, investigation, and corrective actions, in accordance 
with VCMC/SPH's process for responding to patient safety events that do not meet the definition of 
sentinel event. An adverse event may or may not result from an error. 

Serious Reportable Events (SREs) as defined by the National Quality Forum (NQF) include: 
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d. Death or serious injury of a neonate associated with labor or delivery in a low-risk 
pregnancy. 

e. Patient death or serious injury associated with a fall while being cared for in a health 
care setting. 

f. Any Stage 3, Stage 4 and unstageable pressure ulcers acquired after admission/
presentation to a health care setting. 

g. Artificial insemination with the wrong donor sperm or wrong egg. 

h. Patient death or serious injury resulting from the irretrievable loss of an irreplaceable 
biological specimen. 

i. Patient death or serious injury resulting from failure to follow up or communicate 
laboratory, pathology or radiology test results. 

5. Environmental Events 

a. Patient or staff death or serious injury associated with an electric shock in the 
course of a patient care process in a health care setting. 

b. Any incident in which systems designated for oxygen or other gas to be delivered to 
a patient contains no gas, the wrong gas or are contaminated by toxic substances. 

c. Patient or staff death or serious injury associated with a burn incurred from any 
source in the course of a patient care process in a health care setting. 

d. Patient death or serious injury associated with the use of physical restraints or bed 
rails while being cared for in a health care setting. 

6. Radiologic Events 

a. Death or serious injury of a patient or staff associated with the introduction of a 
metallic object into the magnetic resonance imaging (MRI) area. 

7. Potential Criminal Events 

a. Any instance of care ordered by or provided by someone impersonating a physician, 
nurse, pharmacist or other licensed health care provider. 

b. Abduction of a patient/resident of any age. 

c. Sexual abuse/assault on a patient or staff member within or on the grounds of a 
health care setting. 

d. Death or serious injury of a patient or staff member resulting from a physical assault 
(i.e., battery) that occurs within or on the grounds of a health care setting. 

1. Earthquakes, floods, gas explosions, severe fires, power outages or other calamities which 

Unusual Occurrences: any occurrence that constitutes an interference with facility operations that affect 
the welfare, safety, or health of patients, personnel or visitors.  The occurrences listed below are not 
intended to be all inclusive, but are examples of the types of events that should be reported.  It is the 
policy of VCMC/SPH to report all unusual occurrences, adverse events and sentinel events to the 
California Department of Public Health (CDPH) in accordance with Administrative Operating Policy 
107.008 California Department of Public Health Adverse Event Reporting. 
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cause damage to the facility or threaten the safety and welfare of patients, visitors and/or 
staff. 

2. An epidemic outbreak of any disease, prevalence of communicable disease, infestation by 
parasites. 

3. Poisonings. 

4. Death or near death or injury of patient, employee or visitor because of unnatural causes 
(suicide, attempted suicide, homicide, accidents). 

5. Actual or threatened employee walkout/strike or other curtailment of services or interruption 
of essential services provided by the facility/agency.  Examples of essential services are: 
heating, air conditioning, food, water, linens, sewage or needed medical supplies. 

6. Patient to patient altercations that result in an immediate threat to life, or patient to patient 
altercations involving three or more patients. 

REPORTING 
A. Identification of an Unusual Occurrence, Adverse Event or Sentinel Event 

1. Potential Adverse Events, Sentinel Events, Unusual Occurrences, and "Near Misses" 
are to be immediately reported internally through the chain of command. 

2. An appropriate designee or committee will be assigned by the Hospital 
Administrator or assigned designee(s) to determine if the incident(s) constitute an 
Adverse Event, Sentinel Event or Unusual Occurrence. 

3. The Chief Executive Officer (CEO) or assigned designee(s) will conduct an 
investigation into the reported incidents.  If an Adverse Event, Sentinel Event or 
Unusual Occurrence is substantiated, the Hospital will take immediate steps to 
correct the violation and prevent it from reoccurring. 

B. Reporting 

1. The Chief Executive Officer (CEO) or assigned designee has the authority to report 
the Adverse Event to CDPH.  All Adverse Events will be reported to CDPH within five 
(5) days after the Adverse Event was identified or within 24 hours after detection, if 
the event is ongoing, urgent or emergent or a threat to the welfare, health, safety of a 
patient, visitor, or staff.  Adverse Events will be reported via the Department's Secure 
Electronic Web-Based Portal.  The CDPH provides alternative means, by email or 
telephone, for submission when the web-based portal is unavailable.  This 
requirement preserves patient confidentiality and standardizes reporting 
requirements.  Reports are limited to factual information and statements or 
speculation in causation are to be avoided. 

a. Secure Electronic Web-Based Portal: 
https://healthcareportal.cdph.ca.gov/. 

b. California Department of Health Services, 
Ventura District Office, 
1889 North Rice Road, Suite #200 
Oxnard, CA 93030 
Toll Free Phone: 800.547.8267 
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2. CDPH will investigate all reports.  If there is ongoing threat of imminent danger of 
death or serious bodily injury, CDPH must perform an on-site investigation within 48 
hours/2 business days.  CDPH has 45 days to complete its investigation. 

3. The penalty for failing to report an Adverse Event is a civil fine of $100 per each day 
the event was not reported within the established time frame.  If a deficiency is 
substantiated as causing an immediate jeopardy to the health or safety of a patient, 
the administrative penalty may be up to $50,000 per violation.  Administrative 
penalty for non-immediate jeopardy may by up to $17,000 per violation. 

4. All adverse report information is considered public information under the Public 
Records Act request. 

5. The Chief Executive Officer or assigned designee has the authority to make a 
Sentinel Event Report to The Joint Commission (TJC). 

6. VCMC/SPH will inform patient or responsible party of the Adverse Event at the time 
the report is made (see Policy MS.102.002 Disclosure of Unanticipated Outcomes). 

C. Root Cause Analysis (see Policy 107.024 Root Cause Analysis). 
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108.025 Nurse Call System 

POLICY: 

PROCEDURE: 
1. Upon admission to the nursing unit, the admitting or primary nurse will familiarize the patient 

to the room including use of the call light system. Each patient room is equipped with a nurse 
call device attached to a call station on the headwall and a pillow speaker. The patient will in 
return demonstrate the use of the call light system to the nurse. 

2. At the beginning of each shift, nursing staff will document on the patient communication 
board the name of the primary care nurse, nursing assistant, and respective phone numbers at 
the start of the shift. 

3. When the patient call light signal goes on, staff (Registered Nurse (RN), Nurses' Aide (NA) or 

To improve staff responsiveness to patient-initiated call lights by establishing guidelines to answering 
patient-initiated calls including a team approach and adhering to expected call light response times. 
Ventura County Medical Center (VCMC) and Santa Paula Hospital (SPH) are committed to answering 
every patient's visual and audible call light as soon as possible through collaborative measure by clinical 
and non-clinical staff as a standard of practice in our inpatient facilities. 

A call system shall be maintained in operating order in all nursing units. A call station(s) providing a 
pillow speaker to each patient bed will be provided for each patient room. These pillow speaker shall be 
readily accessible to patients. A visible signal in the corridor above the door of each patient room will be 
maintained. An audible signal and light indicating the room from which the call originates shall be 
located at the nurses' stations. The call system shall be provided in each patient's toilet room, bathroom 
and shower room in locations easily accessible to the patients. Electric shock hazard shall be eliminated 
by grounding or by an equally effective method. The call systems shall be designed to require resetting 
at the calling station unless a two-way voice communication component is included in the system. 
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Medical Office Assistant (MOA)) will answer the call light within two (2) minutes. After two 
minutes the call system will escalate the call to the designated back-up, and after the next 23 
minutes the call system will escalate to the charge RN. 

4. Most nurse call lights will be answered by the MOA manning the nurse call station. The MOA 
will direct nurse calls to the most appropriate person, i.e. RN or NA. However, any staff 
member in the vicinity who sees/hears a call light alarm is expected to enter the room and 
engage the patient to address the patient's needs. 

5. If the patient requires immediate assistance, the staff person will immediately contact the 
primary care nurse or charge nurse. 

6. The nurse call lights are color coded and located above the patient room door to visually alert 
responders to the nature of the call. An audible alarm will accompany all color coded lights. 
See Table A below for alarm schedule for the North and South Towers at VCMC only. 

7. Nursing staff will complete training and a competency assessment for the nurse call system. 

REFERENCES: 

TABLE A 
Call Type Escalation 

Sequence 
Call activated from… Default 

Call Text 
Displayed 

Requested 
Call Text 
Displayed 
(Max 14 

Char.) 

Corridor 
Light & 

Icon 
Color 

Corridor 
Light 
Flash 
Rate 

Calls 

Patient 
Call 

Routine - 
Patient 

Nurse Call Button on patient 
pendant & bed side rail and 
gray "Call" button on patient 
station faceplate 

Patient Patient White Steady 

Staff Call Routine - 
Staff 

Gray "Call" button on staff 
station faceplate 

Staff Staff White Steady 

Cord Out Priority Disconnecting patient 
pendant cord and aux 
station cord 

Cord Out Cord Out White Flashing 

Bed Cord 
Out 

Priority Disconnecting bed 
communications cord 

Bed Cord Bed Cord White Flashing 

Aux A Aux. Alarm state of equipment 
connected to Aux Jack A 

Aux A Aux A White Flashing 

Aux B Aux. Alarm state of equipment 
connected to Aux Jack B 

Aux B Aux B White Flashing 

Aux C Aux. Alarm state of equipment 
connected to Aux Jack C 

Aux C Aux C White Flashing 

California Code of Regulations Title 22 Division 5 section §70859 
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Call Type Escalation 
Sequence 

Call activated from… Default 
Call Text 
Displayed 

Requested 
Call Text 
Displayed 
(Max 14 

Char.) 

Corridor 
Light & 

Icon 
Color 

Corridor 
Light 
Flash 
Rate 

Aux D Aux. Alarm state of equipment 
connected to Aux Jack D 

Aux D Aux D White Flashing 

Fall 
Prevention 

Fall 
Prevention 

Alarm state of bed Fall 
Prevention system. 

Bed Exit Bed Exit White Flashing 

Staff 
Emergency 

Staff 
Emergency 

Red "Emer" button on patient 
& staff station faceplate or 
red slide button (without 
pullcord) 

Emergency Staff Emerg White Triple 
Flash 

Bath Patient 
Emergency 

Red slide button with 
pullcord located near toilet. 

Toilet Toilet White Flashing 

Shower Patient 
Emergency 

Red slide button with 
pullcord located in shower 
area. 

Shower Shower White Flashing 

Code Blue Code Adult Code Blue slide button. Code Blue Code Blue Blue Fast 
Flash 

Smoke 
Alarm 

Fire Smoke Detector Smoke 
Alarm 

Smoke 
Alarm 

Red Fast 
Flash 

Presence & Service Request 

RN 
Presence 

N/A Activated when presence 
button in room is pressed. 

N/A N/A Green Steady 

RN 
Request 

N/A Activated from nursing 
station 

N/A N/A Green Flashing 

Aide 
Presence 

N/A Activated when presence 
button in room is pressed. 

N/A N/A Yellow Steady 

Aide 
Request 

N/A Activated from nursing 
station 

N/A N/A Yellow Flashing 

Faults 

System 
Faults 

Fault Activated when system or 
component failure detected. 

Fault N/A White Slow 
Flash 
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F.33 Humidity in the Operating Rooms 

POLICY: 

PROCEDURE: 
BACKGROUND INFORMATION: 

1. Although there are design criteria for operating room heating, ventilation and air conditioning 
(HVAC) systems related to temperature and humidity, the actual temperature and humidity 
within each operating room is mostly affected by the clinical requirements of the procedure 
and the heat and humidity load added by the operating team and equipment. 

2. A relative humidity that is too high can result in damp or moist supplies with added opportunity 
for mold growth. It can also contribute to excess perspiration and occasional "sweat through" 
when combined with high temperatures. A relative humidity that is too low can result in 
excessive bacteria-carrying dust within the surgical environment. Low humidity also 
contributes to static electricity charges. 

3. Although humidity and temperature during operations are important, frequent logging does not 
contribute to patient safety or staff comfort. 

To provide appropriate methods of monitoring and adjusting Surgical Suite temperature and relative 
humidity levels. 

Preventative Maintenance of the Operating Room HVAC System: The Facilities Maintenance 
Department shall implement appropriate preventative maintenance and monitoring practices to ensure 
the HVAC system is working as designed. Because NFPA 99 requires operating room humidity to be 
within the 20-60% range, the Facilities Maintenance Department shall routinely monitor humidity (at least 
weekly checks) to ensure appropriate functioning of the equipment. Other routine monitoring of HVAC 
function will be prescribed by the Utilities Management Plan approved by the Environment of Care 
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a. Consideration for adjustments to temperature: 

1. Comfort of the surgery team. 

2. Excessive perspiration. 

3. Clinical needs of the patient or the procedure. 

b. Considerations for adjustment to humidity: 

1. Excessive perspiration. 

Process: 

Committee. 

Operational Monitoring: Because the temperature and humidity fluctuate significantly throughout the 
day and because adjustments to temperature and humidity must be made in real time, no routine logging 
within the Operating Room is indicated. However, staff shall consider the following guidelines to adjust 
temperature and humidity as the day progresses; 

The circulating nurse shall be responsible for making in-room adjustments to temperature. Facilities 
Maintenance shall be contacted and shall respond promptly should these in-room adjustments prove 
ineffective or if adjustments to the humidity load provided by the HVAC system be indicated. 
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F.114 Procedure for Alternate Helipad Usage 

POLICY: 

PROCEDURE: 
• Despite the need for an emergency response, care shall be taken by staff accessing the roof of 

the hospital to secure the normal helipad site.  Staff shall use caution when climbing over or 
under obstacles to gain access to the helipad from alternate routes. 

• Staff shall use proper lifting techniques when handling heavy equipment 

• During normal daytime operations, Facilities Maintenance staff shall make themselves 
available to assist with emergency prep and stand by until aircraft has left the site. 

• While the Fainer Wing elevators are being repaired, Facilities Maintenance staff shall champion 
effective communication of updates with pertinent staff and departments to maximize the 
ability to respond to inbound aircraft. 

• Emergency generators must be full of fuel at all times and secured safely with emergency 
landing lights and equipment. 

• Batteries for emergency lighting must be included in the Facilities Maintenance PM program 
and inspected and tested at regular intervals. 

• Supplemental area lighting at the alternative helipad site is available via a portable lighting 
station. However, this must NOT be utilized until after the pilot has landed the aircraft as to 
ensure safe vision for approach. 

• A 20# fire extinguisher shall also be staged with the lighting and generators as a precaution. 

To provide direction to Facilities Maintenance staff when an emergency notification of an inbound 
aircraft is received and the Fainer Wing elevator system is down.  Facilities Maintenance staff shall 
complete the required preparation within 20 minutes of notification of an incoming flight.  Security staff 
are responsible for assisting in physical preparation for receiving aircraft. 
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Facilities Maintenance staff shall ensure this equipment is loaded with the gear at the time of 
implementation of this procedure. 

Malfunction in Fainer Wing Elevators 

• Notify the Nursing Supervisor. 

• Notify Lifeline Medical Transport at 1-805-653-5578 to alert them that last-minute notification 
of an in-bound aircraft is possible 

• Notify Security Office on Campus. 

• Notify the Facilities Maintenance Department manager 

• Protectively lay out the yellow "X" on the normal hospital helipad to ensure it is not used during 
the period of time the Fainer Wing elevators are down. REMOVE the yellow "X" at the 
alternative helipad. 

• Facilities Maintenance staff shall go to the storage area and inspect the condition and working 
order of all equipment.  This will ensure reliable operation in the event of an emergency flight. 
Staff must also visit alternative helipad area to ensure area is free from obstacles that may 
prevent landing the aircraft. 

Upon Notification of an Incoming Flight 

• Immediately notify the Security Office and verbally confirm they have sent an officer directly to 
the normal hospital helipad. Though the CCTV security personnel are dedicated to 24/7 
monitoring of surveillance systems, their role in this emergency response effort is part of their 
contract. 

• Security staff shall access the VCMC normal helipad via the stairs or access the roof via 
elevator # 3 and traverse across to the helipad. 

• Ensure that the normal helipad landing lights are OFF. 

• Place the large yellow "X" on the normal helipad landing area to prevent landing. 

• Immediately after directing Security staff to normal helipad area, Facilities Maintenance staff 
will meet with security patrol staff member at the storage area and load up equipment to take 
to alternative helipad site. 

• Upon arrival at alternative helipad, immediately remove the large yellow "X" over the landing 
area. 

• Place emergency generators at the pink line marked on the wall adjacent to the northernmost 
red obstruction light and the pink line on the concrete "K-rail" supporting the wind sock 
assembly. 

• Place the 16 individual battery-powered landing perimeter lights on the pink spots painted on 
the asphalt representing the alternative landing area.  With the toggle switch at the 12:00 
position, the toggle shall be switched to the left to activate the steady beacon for each 
perimeter light. 

A malfunction in the Fainer Wing elevator system can be communicated from a work order, a customer 
request, first-hand witnessing of operational failure or direct notification from hospital staff. 

Upon notification of malfunction of the Fainer Wing elevators, Facilities Maintenance staff shall proceed 
as follows: 
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• Start generators and run for 60 seconds. After steady idle is achieved, plug the power cord at 
the base of the obstruction light string into its dedicated generator. Plug the power cord at the 
base of the illuminated wind-sock assembly into its dedicated generator. 

• At this point, there should be a steady and bright green illuminated circle for the pilot to 
reference for landing.  The red obstruction lights should all be illuminated. The wind sock 
should be illuminated. 

• If during this response effort the Hospital Maintenance Engineer (HME) receives notification of 
a code response or any other emergency situation within the hospital and there is not another 
maintenance person on-shift, Security must provide an additional support resource 
immediately at the alternative helipad site for the duration of the time the aircraft is at location. 

• Upon departure of the aircraft, Facilities Maintenance and Security staff will power down 
generators.  Allow adequate cooling (5-7 minutes) before loading back into storage. 

• Turn off all battery-powered landing area indicators and also return to storage. 

• If the portable lighting station was activated, shut it down prior to leaving the alternative 
landing site. 

• Notify the Nursing Supervisor. 

• Notify the Administrator on Duty (AOD) if after hours. 

• Notify Lifeline Medical Transport at 1-805-653-5578. 

• Notify the Facilities Maintenance manager. 

• Remove the large yellow "X" over the normal helipad landing area. 

• Replace the large yellow "X" over the alternative helipad landing. 

NOTE: At this point, the alternative helipad site is properly prepared for receiving aircraft.  Staff shall 
move completely out of the way behind the k-rail the wind sock assembly is mounted on and shall 
remain outside of landing area until aircraft has landed.  Only when signaled to shall staff approach area 
to offer support and ask if additional lighting is desired. If emergency personnel indicate additional 
lighting is desired, go over to portable lighting station and fire up additional lighting. 

In the event of an emergency at VCMC during this response: 

Once aircraft has left VCMC property: 

Upon return of Fainer Wing elevator system to service, Facilities Maintenance staff shall proceed as 
follows: 
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L.37 Laboratory Data Verification and Validation 

POLICY: 

PROCEDURE: 

BASIC COMPONENTS OF METHOD 
VALIDATION STUDIES: 

ACCURACY (Measure of Bias, % Recovery) 

1. 

2. 

3. 

The purpose of laboratory method validation is to characterize system performance, to assess the 
potential for error, to identify method-to-method differences and to meet regulatory (CLIA 88 and 
CAP) guidelines. Method validation is done when placing a new system into service, at regular 
intervals to assess ongoing system performance, after the replacement of a component of the 
sytem, as advised by the manufacturer, and when troubleshooting system performance. 

Consult manufacturer's package inserts, evaluation protocol, manuals and supplemental 
protocols. 

For unmodified FDA cleared or approved tests, the Laboratory may use data from manufacturer's 
information or published reports, but the Laboratory must verify outside data on accuracy, 
precision and reportable range. 

Method to method studies comparing similar instruments 

Minimum of 20 samples for statistical accuracy 

Good distribution of sample values ranging from low to high 
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4. 

5. 

PRECISION (Measure of Spread, Standard Deviation, 
Coefficient of Variation) 

1. 

2. 

• 

• 

• 

• 

• 

1. 

Measures systematic error of an analytical method 

Limits: Endpoint assays should be within 10% of the standard’s stated value or peer 
group comparison value, but at a minimum, manufacturer’s stated tolerance limits 
should be met. 

Characterizes the reproducibility of a test system 

Performed by repetitive testing of the same sample 

Measures random error of an analysis: 

Formula: 

 = sample standard deviation 

 = sum of… 

 = each value 
 = sample mean 
 = number of values in the sample 

Around 68% of scores are within 1 standard deviation of the mean, 

Around 95% of scores are within 2 standard deviations of the mean, 

Around 99.7% of scores are within 3 standard deviations of the mean. 

Limits:  Coefficient of Variation, which is a measure of precision, and is the standard 
deviation expressed as a percentage of the mean, ideally should also be less than 10%, 
or at a minimum, remain within the threshold of the manufacturer’s stated acceptable 
performance. 

REPORTABLE RANGE: LIMIT OF DETECTION 

Validation of Reportable Range, Analytical Measurement Range, Reference Range, Critical Limits 
and Calibration Verification (CAP POC July 2003 Checklist, Page 34 Commentary) can all be 
accomplished through the same protocol if the range of testing spans the broadest range. 

Materials must be "matrix appropriate" such as: Split blood samples, linearity/calibration 
verification materials supplied by manufacturer or other vendor. 

Verification of the Analytical Measurable Range may not apply to certain assays (for example, in 
immunology) 

Reportable Range- The range of results for which a system has been proven to yield 
numerically accurate results. 
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All Revision Dates 
11/14/2022, 2/1/2017 

Approval Signatures 

Step Description Approver Date 

Hospital Administration Jason Arimura: Associate 
Hospital Administrator-
AncillaryServices 

11/14/2022 

Laboratory Services 
Department 

Brad Adler, MD: Medical 
Director, Laboratory Services 

11/10/2022 

2. 

3. 

4. 

5. 

SENSITIVITY 

1. 

SPECIFICITY 

1. 

REFERENCE RANGE 

1. 

REFERENCES 

Critical Limits- Low and high result limits which, when exceeded, require follow up 
action. 

Analytical Measurement Range-The range of results through which a method yields 
numerical values 

Calibration Verification/Linearity-The process of verifying that a system is properly 
calibrated. 

Reference Range Studies 

Analytic Sensitivity (Low end). Note: For FDA cleared/approved tests, documentation 
may consist of data from manufacturer's or the published literature. 

CAP requires assessment of analytical interference 

CAP Requires verification of reference range 

CAP, COM.30980-40000, 08-17-2016 
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Laboratory Services 
Department 

Gayle Haider: Quality 
Assurance Supervisor, 
Laboratory Services 

11/10/2022 

Laboratory Services 
Department 

Erlinda Roxas: Director 
Laboratory Services 

11/10/2022 
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Status Active PolicyStat ID 12769385 

Origination 12/6/2001 

Last 
Approved 

12/6/2022 

Effective 12/6/2022 

Last Revised 12/6/2022 

Next Review 12/5/2024 

Owner Gayle Haider: 
Quality 
Assurance 
Supervisor, 
Laboratory 
Services 

Policy Area Laboratory 
Services 

L.42 Preservation of Laboratory Records and Specimens 

POLICY: 
To establish guidelines for the retention of Laboratory documents and specimens which comply with 
California Title 17 and Title 22, CLIA '88, College of American Pathologists (CAP), AABB (formerly 
Association of Blood Banks),  and The Joint Commission requirements, and to maintain a system by 
which these items are available within a reasonable period of time. 

Active files are those that are being used or consulted on a routine basis (quality control, preventive 
maintenance logs, manual test results logs) or those that are involved with any open investigation, audit, 
or litigation are retained in laboratory storage.  They are considered inactive after 3 years of retention or 
after investigation, audits, or litigation case is closed.  

Inactive files are those that are not routinely used but must be retained for reference or to meet full 
retention requirement. These files are retained in laboratory storage and are purged after required 
retention period. 

Records of permanent destruction of laboratory records are retained in the laboratory (date of 
destruction, method of destruction, description of disposed or purged records, inclusive dates, 
attestation of destruction and signatures of the individuals supervising and witnessing the destruction). 
Records are destroyed by the contracted service provider. 

Should the facility or laboratory cease operations,  the laboratory ensures that all records and, as 
applicable, slides, blocks, and tissue are retained and available for the time frames specified in the table 
below.  The entirety of laboratory records, slides, blocks, and tissues are sent off-site for retention until 
required retention period. 
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PROCEDURE: 

RECORDS  

GENERAL CALIFORNIA 
LAW 

Instrument Maintenance, Test System 
Performance Specifications 

3 Years CBPC §1265(j)(2) 

Instrument Printouts (manual tests, instruments 
not interfaced) 

3 Years CALIFORNIA 
LAW 

Manual Entry Worksheets 2 Years  

Patient Reports 20 Years** CBPC §1265(j)(2) 

Patient Test Records 3 Years CBPC §1265(j)(2) 

Performance Improvement, Quality Management 
Systems Assessment Records 

3 Years CBPC §1265(j)(2) 

Proficiency Testing Records 2 Years CLIA 2003 

Quality Control Records 3 Years CBPC §1265(j)(2) 

Test Requisitions and Authorizations Records 3 Years CBPC §1265(j)(2) 

Signature List Forever  

Job Descriptions and Personnel Records 5 Years  

Test Procedure Records/Manuals 3    
      

Years CBPC §1265(j)(2) 

Test Procedure - Discontinued 3 Years from retired 
date 

 

BLOOD BANK (Related Policy: L.BB.11 Blood Bank Record Management)  

Product - Source, Disposition Forever  

Immunohematology Test Reports and Transfusion 
Records 

10  
  

Years CLIA 2003 

Quality Control Records 10 Years  

Work Sheets 10 Years  

Testing Procedure - Discontinued 5 Years from retired 
date 

 

**Retained in Laboratory Information System (LIS) 
 

CYTOLOGY  

Laboratory specimens and documents are frequently needed for retesting or review beyond the initial 
period of time in which they were obtained and reported. The documentation of test results of patients 
and quality control specimens must be filed and stored in an organized fashion for an appropriate period 
of time. 
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RECORDS  

Quality Control Records 3 Years  

Work Sheets 3 Years  

PATHOLOGY  

Accession Records 3 Years  

Quality Control Records 3 Years  

Work Sheets 2 Years  

SPECIMENS  

BLOOD BANK  

Cord Blood 14 Days  

Crossmatch 14 Days  

Product Segments (Red Blood Cells) 14 Days  

Sera, Unusual Antibody 1 Year  

Type, Antibody Screen 14 Days  

Type and Hold 14 Days (7 days post 
transfusion) 

 

CLINICAL LAB:  

Chemistry 7 Days  

Coagulation 6 Hours  

Hematology  

7 Days  

2 Days  

Microbiology  

2 Months  

9 Days  

3 Days  

2 Months after final 
report 

 

2 Days after final 
report 

 

3 Weeks  

 Sent to Public Health 
Department 

 

2 Months  

6 Months  

2 Days  

Slides 

Specimens 

Culture – AFB 

Culture – Blood 

Culture – Body Fluid 

Culture – Fungal 

Culture – Plates 

Culture – Thiol Broth 

Isolates – AFB 

Isolates – Blood, Fluid, Surgical 

Slides 

Specimens 
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COPYAll Revision Dates 
12/6/2022, 10/25/2022, 8/8/2022, 6/5/2020, 12/1/2016, 2/1/2009 

Approval Signatures 

Step Description Approver Date 

Hospital Administration Jason Arimura: Associate 
Hospital Administrator-
AncillaryServices 

12/6/2022 

Laboratory Services 
Department 

Gayle Haider: Quality 
Assurance Supervisor, 
Laboratory Services 

12/6/2022 

Laboratory Services 
Department 

Brad Adler, MD: Medical 
Director, Laboratory Services 

12/5/2022 

Laboratory Services 
Department 

Erlinda Roxas: Director 
Laboratory Services 

12/4/2022 

RECORDS  

Serology 7 Days  

Urinalysis 2 Days  

CYTOLOGY  

Slides - Negative/Positive 5 Years  

Blocks 5 Years  

PATHOLOGY  

Histopathology Slides 10 Years  

Paraffin Block 10 Years  

Pathology Test Reports 10 Years CLIA 2003 

Slides 10 Years  

Tissue - Autopsy 3 Months after final 
report 

 

Tissue - Surgical 2    Weeks after final 
report 

 

  

L.42 Preservation of Laboratory Records and Specimens. Retrieved 1/5/2023. Official copy at http://vcmc.policystat.com/
policy/12769385/. Copyright © 2023 Ventura County Medical Center

Page 4 of 4



COPY

Status Active PolicyStat ID 12714787 

Origination 11/22/2022 

Last Approved 11/29/2022 

Effective 11/22/2022 

Last Revised 11/29/2022 

Next Review 11/28/2024 

Owner Erlinda Roxas: 
Director 
Laboratory 
Services 

Policy Area Laboratory 
Services 

L.54 Using ABBOTT iSTAT Handheld Analyzer 

PURPOSE: 

• The i-STAT cardiac troponin I (cTnI) test is an in vitro diagnostic test for the quantitative 
measurement in whole blood or plasma.                  

• The i-STAT CHEM 8+ panel test is an in vitro diagnostic test for the quantitative measurement of 
electrolytes and metabolite testing in whole blood. 

• The i-STAT CG4+ panel test is intended for use in the in vitro quantification of lactate and blood 
gases: pH, pCO2, pO2, TCO2, HCO3, base excess (BE), and sO2. 

CLINICAL SIGNIFICANCE: 
Cardiac Testing 

• Troponin - Measurements of cardiac troponin I are used in the diagnosis and treatment of 
myocardial infarction and as an aid in the risk stratification of patients with acute coronary 
syndromes with respect to their relative risk of mortality. 

Electrolytes and Chemistries 

• Sodium – Test for sodium in the blood are important in the diagnosis and treatment of patients 
suffering from hypertension, renal failure or impairment, cardiac distress, disorientation, 
dehydration, diabetes insipidus, salt poisoning, skin losses, hyperaldosteronism, and CNS 
disorders. 

• Potassium - Test for potassium in the blood are important in the diagnosis and treatment of 
patients suffering from hypertension, renal failure or impairment, cardiac distress, disorientation, 
dehydration, nausea and diarrhea. 

• Ionized Calcium – The biologically active fraction of calcium is free ionized calcium. Ionized 
calcium is vitally important in blood coagulation, nerve conduction, neuromuscular transmission 
and in muscle contraction. Increased ionized calcium (hypercalcemia) may result in coma. 
Prolonged hypocalcemia may result in bone demineralization (osteoporosis) which can lead to 

To describe the procedure for point of care testing, using the i-STAT®1 analyzer. 
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spontaneous fractures. Measurements of ionized calcium have proven of value under the following 
clinical conditions: transfusion of citrated blood, liver transplantation, open heart surgery, neonatal 
hypocalcemia, renal disease, hyperparathyroidism, malignancy, hypertension, and pancreatitis. 

• Glucose – Glucose is a primary energy source for the body and the only source of nutrients for 
brain tissue. Measurements for determination of blood glucose levels are important in the 
diagnosis and treatment of patients suffering from diabetes and hypoglycemia. Some causes for 
increased values of glucose include diabetes mellitus, pancreatitis, endocrine disorders (e.g 
Cushing’s syndrome), drugs (e.g. steroids, thyrotoxicosis), chronic renal failure, stress, or I.V. 
glucose infusion. Some causes of decreased values of glucose include insulinoma, adrenocortical 
insufficiency, hypopituitarism, massive liver disease, ethanol ingestion, reactive hypoglycemia, and 
glycogen storage disease. 

• Chloride - Tests for chloride in the blood are important in the diagnosis and treatment of patients 
suffering from hypertension, renal failure or impairment, cardiac distress, disorientation, 
dehydration, nausea and diarrhea. Some causes of increased values for chloride include prolonged 
diarrhea, renal tubular disease, hyperparathyroidism and dehydration. Some causes for decreased 
values for chloride include prolonged vomiting, burns, salt- losing renal disease, overhydration and 
thiazide therapy. 

• BUN/UREA - An abnormally high level of urea nitrogen in the blood is an indication of kidney 
function impairment or failure. Some other causes of increased values for urea nitrogen include 
prerenal azotemia (e.g. shock), postrenal azotemia, GI bleeding and a high protein diet. Some 
causes of decreased values for urea nitrogen include pregnancy, severe liver insufficiency, 
overhydration and malnutrition. 

• Creatinine - Elevated levels of creatinine are mainly associated with abnormal renal function and 
occur whenever there is a significant reduction in glomerular filtration rate or when urine 
elimination is obstructed. The concentration of creatinine is a better indicator of renal function 
than urea or uric acid because it is not affected by diet, exercise, or hormones. The creatinine level 
has been used in combination with BUN to differentiate between prerenal and renal causes of an 
elevated urea/BUN. 

• TCO2 - TCO2 is a measure of carbon dioxide which exists in several states: CO2 in physical solution 
or loosely bound to proteins, bicarbonate (HCO3) or carbonate (CO3) anions, and carbonic acid 
(H2CO3). Measurement of TCO2 as part of an electrolyte profile is useful chiefly to evaluate HCO3 
concentration. TCO2 and HCO3 are useful in the assessment of acid- base imbalance (along with 
pH and PCO2) and electrolyte imbalance. 

• Lactate - Elevated levels of lactate are mainly found in conditions of hypoxia such as shock, 
hypovolumia, and left ventricular failure; in conditions associated with diseases such as diabetes 
mellitus, neoplasia, and liver disease; and in conditions associated with drugs or toxins such as 
ethanol, methanol, or salicylates. Hyperlactatemia is an indicator commonly used to detect tissue 
hypoperfusion, particularly in the case of sepsis, but also in trauma and surgical settings. 

PRINCIPLE: 
Cardiac Testing 

• Troponin – The i-STAT cTnI test cartridge uses a two-site enzyme-linked immunosorbant assay 
(ELISA) method. Antibodies specific for human cardiac troponin I (cTnI) are located on an 
electrochemical sensor fabricated on a silicon chip. Also deposited in another location on the 
sensor silicon chip is an antibody/alkaline phosphatase enzyme conjugate specific to a separate 
portion of the cTnI molecule. The whole blood or plasma sample is brought into contact with the 
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sensors allowing the enzyme conjugate to dissolve into the sample. The cTnI within the sample 
becomes labeled with alkaline phosphatase and is captured onto the surface of the 
electrochemical sensor during an incubation period of approximately seven minutes. The sample, 
as well as excess enzyme conjugate, is washed off the sensors. Within the wash fluid is a 
substrate for the alkaline phosphatase enzyme. The enzyme bound to the antibody/antigen/
antibody sandwich cleaves the substrate releasing an electrochemically detectable product. The 
electrochemical (amperometric) sensor measures this enzyme product which is proportional to the 
concentration of cTnI within the sample. 

Electrolytes and Chemistries 

• Sodium, Potassium, Chloride and Ionized Calcium,- are measured by ion selective electrode 
potentiometry. Concentrations are calculated from the measured potential through the Nernst 
equation. 

• Glucose - is measured amperometrically. Oxidation of glucose, catalyzed by the enzyme glucose 
oxidase, produces hydrogen peroxide. The liberated hydrogen peroxide is oxidized at an electrode 
to produce an electric current which is proportional to the glucose concentration. 

• BUN - Urea is hydrolyzed to ammonium ions in a reaction catalyzed by the enzyme urease. 

◦ Urea + H2O + 2H+   →    2NH+4 + CO2 

• Creatinine - Creatinine is hydrolyzed to creatinine in a reaction catalyzed by the enzyme creatinine 
amidohydrolase. Creatinine is then hydrolyzed to sarcosine in a reaction catalyzed by the enzyme 
creatine amidinohydrolase. The oxidation of sarcosine, catalyzed by the enzyme sarcosine oxidase, 
produces hydrogen peroxide. The liberated hydrogen peroxide is oxidized at the platinum electrode 
to produce a current which is proportional to the creatinine concentration. 

• Lactate - is measured amperometrically. The enzyme lactate oxidase, immobilized in the lactate 
biosensor, selectively converts lactate to pyruvate and hydrogen peroxide. The liberated hydrogen 
peroxide is oxidized at the platinum electrode to produce a current which is proportional to the 
lactate concentration. 

REAGENTS AND MATERIALS: 
1. i-STAT test device 

2. i-STAT Cartridge: cTnl, CHEM 8+, CG4+ 

The ammonium ions are measured potentiometrically by an ion-selective electrode. In the 
calculation of results for urea, concentration is related to potential through the Nernst Equation. 
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3. i-STAT rechargable/downloader 

4. i-STAT portable printer 
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SUPPLIES AND STORAGE CONDITIONS: 
a. Cartridges 

i. Cartridges are sealed in individual pouches or portion packs. 

ii. Store the main supply of cartridges at a temperature between 2 to 8°C (35 to 46°F). 

iii. Do not allow cartridges to freeze.                                                                                                   
                                  

iv. Allow 5 minutes for an individual cartridge and one hour for a box of cartridge to come to 
room temperature before use. 

v. Chem8, BNP, cTnI, and β-hCG Cartridges may be stored at room temperature (18 to 30°C 
or 64 to 86°F) for 14 days. CG4+  (Lactate) cartridges may be stored at room 
temperature (18 to 30°C or 64 to 86°F) for 2 months. 

vi. Indicate revised expiration date on the cartridge box or pouch when stored at room 
temperature. Cartridges should not be returned to the refrigerator once they have been at 
room temperature, and should not be exposed to temperatures above 30°C(86°F).  

vii. If the pouch has been punctured, the cartridge should not be used. Cartridges should 
remain in pouches until time of use. 

viii. Do not use after the labeled expiration date 

ix. Periodic Procedures for Cartridges 

a. For acceptance of newly received cartridge lots, check the Temperature 
Monitor and perform integrity testing. 

b. i-STAT cartridges are shipped refrigerated with a four-window indicator to 
monitor temperature during transit. 

x. Note: All control and calibration verification materials, except for those shipped on dry 
ice will also include a four-window indicator to monitor temperature during transit. 

Action: 
❑ Fill out the record of receipt and forward materials to refrigerator. 
❑ If all windows are white or if only the A or B windows are blue or the 1 or 2 windows 
are red, then transit temperatures were satisfactory and the cartridges can be used. 

Remedial Action: 

If the C or D windows are blue, the 3 or 4 windows are red: 
❑ Quarantine the suspect cartons. 
❑ Notify the Point of Care Coordinator immediately. 
❑ DO NOT USE cartridges from the suspect cartons. 
❑ Record the out-of-control event in the POC log for monitoring of supplies.       

b. i-STAT Controls 

i.  i-STAT Troponin Controls (Level 1 and 3) 

a. No reconstitution or frozen storage is required.  

b. The controls are stable until the expiration date on the vial when stored 
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unopened at 2-8°C (35-46°F). 

c. Once opened, controls are stable for 30 days when stored tightly capped at 
2-8°C (35-46°F). 

ii. i-STAT CHEM 8 and CG4+ (Lactate) Controls (TriControls Level 1 and 3) 

a. Refrigerated storage at 2-8°C (35-46°F) should be maintained until the printed 
expiration date on the box and ampule labels. 

b. TriControls solutions may also be maintained at room temperature 18- 30°C; 
64-86°F) for up to 5 days. 

c.  Do not use TriControls solutions past the labeled expiration date on the box 
and ampule labels. 

c. Electronic Simulator  
Store at room temperature and protect contact pads from contamination by replacing the plastic 
cap and placing the Electronic Simulator in its protective case after use.         

SPECIMEN COLLECTION, PREPARATION AND 
REQUIREMENTS: 

1. Collection 
Acceptable collection sources: 

i. Venipuncture 

a. CHEM 8 & LACTATE (Lithium heparin) 

ii. Capillary samples are NOT recommended for Troponin/cTnI 

iii. Arterial puncture 

a. CHEM 8, LACTATE & TROPONIN: Plain syringe or blood gas syringe with 
heparin and labeled for the assays performed or with the least amount of 
heparin to prevent clotting (10 units heparin/mL of blood) 

2. Sample Requirements 
CHEM 8, LACTATE, cTNI - Fresh whole blood collected in a collection tube with lithium 
anticoagulant. Fill collection tubes to capacity. 

3. Unacceptable Samples 

i. Evidence of clotting. 

ii. Specimens collected in vacuum tubes with anticoagulant other than lithium heparin for 
Chem8, cTnI, Lactate. 

iii. Specimens collected in vacuum tubes with anticoagulant other than EDTA for BNP. 

iv. Other sample types such as urine, CSF, and pleural fluid. 

4. Avoid the following circumstances 

i. Drawing a specimen from an arm with an intravenous line. 

ii. Stasis (tourniquet left on longer than one minute before venipuncture). 

iii. Extra muscle activity (fist pumping). 
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iv. Hemolysis (alcohol left over puncture site, or a traumatic draw). 

v. Icing before filling cartridge. 

TEST PROCEDURE: 
1. Identify the sample appropriately, using two patient identifiers. Refer to Laboratory Policy and 

Procedure Point of Care Testing QM   (Waived & Moderate Complexity). 

2. Press the On/Off key to turn analyzer on. 

3. Press 2 for i-STAT Cartridge from the Test Menu. 

4. Scan or Enter Operator ID. Repeat if prompted 

5. Scan or Enter Patient ID. Repeat if prompted. 

6. Scan Cartridge Lot number from the cartridge portion pack. 

7. Remove cartridge from portion pack. Handle the cartridge by its edges. Avoid touching the contact 
pads or exerting pressure over the center of the cartridge. 

8. Following thorough mixing of the sample, discard 1 drop from the delivery device to clear unseen 
bubbles. Hang drop(s) slightly larger than the round “target well”. Touch the drop to the well 
allowing cartridge to draw sample in. Do NOT load cartridge with a needle. Confirm sample volume 
lines up with top of fill mark. Close cartridge. After closing the cartridge, grasp the cartridge for 
insertion. 

i. Original cartridge design: grasp the closure between your thumb and first finger. There is 
a recess for your thumb on the closure. 

ii. Redesigned cartridge: grasp the thumbwell between your thumb and first finger. Guide 
the cartridge into the analyzer gently, until a soft click is heard. The analyzer must remain 
on a level surface with the display facing up during testing. Motion of the analyzer during 
testing can increase the frequency of suppressed results or quality check codes. 

9. The Time to Results countdown bar will then be displayed. Once time has elapsed, view results on 
analyzer’s display. 

10. Remove cartridge after Cartridge Locked message disappears. The analyzer is ready for the next 
test immediately. 

11. Print results. 

12. Results are automatically transferred to the laboratory information system for wireless i-STAT 
meters. Non-wireless meters require downloading for transmission of results. 

13. To manually transmit a result, Press: MENU, Option 6 – TRANSMIT DATA, Option 5- UNSENT. 

14. For interfaced analyzers: Once resulted, test results will automatically transmit to the LIS system. 
Verify that the patient information is correct before releasing results by downloading analyzer.   

REPORTING OF RESULTS: 
Analyte Reference Range Critical Ranges Reportable Range 

Troponin I 0.00 - 0.079 mg/dL >0.08 Positive 0 - 0.50 

Lactate 07 - 2.0 mmol/L >2.0 0.3 - 20.0 

Analyte Reference Range Critical Ranges Reportable 
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Range 

Sodium 137-145 mmol/L 100 - 180 

Potassium 3.4 - 5.0 mmol/L 2.0 - 9.0 

Chloride 98 – 107 mmol/L N/A 65 - 140 

Glucose 74 –106 mg/dL 20 - 600 

TCO2 22 - 30 mmol/L <10 >40 5.0 - 50 

Ionized Calcium 1.12 - 1.32 mmol/L N/A 0.25 - 2.5 

BUN 7.0-17 mg/dL N/A 3 -140 

Creatinine                        
           

Males:   0.66-1.25 mg/dL      Females: 
0.52-1.04 mg/dL 

N/A 0.45 - 14.0 

CRITICAL VALUE NOTIFICATION: 
1. TigerText may be used to report critical values.  Document in LIS (accession number) dialogue for 

reporting critical values. 

2. Suppressed Values 

i. Results outside the System's reportable ranges are flagged with a < or >, indicating that 
the result is below the lower limit or above the upper limit of the reportable range 
respectively.  Verify these results by testing specimens with the main laboratory 
analyzer. 

These results are no reportable and will flag with a symbol < or >.  For interfaced 
analyzers, this will not transmit to patient's electronic medical record. 

ACTION:  Analyze specimen again using fresh sample and another cartridge. 

3. Cartridge results are not reportable based on internal QC rejection criteria that are flagged with *** 

ACTION:  Analyze specimen again using fresh sample and another cartridge. 

4.  A quality check message will be reported instead of results if the hand-held detects a problem with 
the sample, calibrant solution, sensors, or mechanical or electrical functions of the hand-held 
during the test cycle. 

Refer to the i-STAT Manual troubleshooting section or the Analyzer Coded Messages” technical 
bulletin if necessary. 

QUALITY CONTROL 
A. 

Adult:  <120 
>160 
Neonatal: <120 
>160 

Adult: <2.8 >6.2 
<2.5  >7.5 

Adult: <50 >400 
Neonatal: <35 
>300 

Analyzer Verification 
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1. The internal Electronic Simulator test cycle is automatically activated every eight hour or 
when a cartridge is inserted after the customized interval is reached. If the analyzer 
passes the simulator test, the cartridge test cycle proceeds. If not, the analyzer displays 
“ELECTRONIC SIMULATOR FAIL.” If the analyzer is customized to block testing when it 
fails the simulator test, the same cartridge can be re-inserted immediately after the FAIL 
message is displayed. If the analyzer fails the simulator test again repeat the procedure 
with the external simulator. 

2. External Simulator Procedure 

a. Press the ON/OFF key to turn the analyzer on. 

b. Press the MENU key. 

c. Press 3 to select Quality Tests. 

d. Press 4 to select Simulator 

e. Press SCAN to scan the Operator ID or manually enter the Operator ID and 
press Enter 

f. Press Scan to scan the Simulator ID or manually enter the Simulator ID and 
press Enter 

g. Remove the cover protecting the contact pads and insert the simulator straight 
into the analyzer. Avoid touching the contact pads. 

h. Do not attempt to remove the simulator until the results are displayed and the 
“Simulator Locked” message is removed. 

i. If PASS is displayed, continue to use the analyzer. Remove the simulator and 
return it to its protective case. 

j. If FAIL is displayed, Do Not analyze patient samples, transmit the results to the 
Central Data Station, deliver the faulty analyzer to the Point of Care 
Coordinator.      

B. Check Refrigerator Storage Daily 
Verify that the cartridges stored in the refrigerator are within the expiration date printed on the 
boxes. Verify that the storage refrigerator did not exceed the temperature limits of 2 to 8 °C (35 to 
46 °F). If storage conditions are in doubt, use controls to verify that the cartridges are performing 
properly. This is especially important if freezing conditions are suspected at the back of the 
refrigerator. Document verification on the Temperature/Maintenance Log. 

C. Check Room Temperature Storage Daily 
Verify that the cartridges stored at room temperature are within the expiration date and that the 
cartridges have been out of the refrigerator less than the time frame indicated on the cartridge box. 
If the temperature at which the cartridges are stored is in doubt, use controls to verify that the 
cartridges are performing properly. Document verification on the Temperature/ Maintenance Log. 

D. Liquid Quality Control (QC Levels 1 and 3) Testing for each cartridge type being tested: Chem 8, 
cTNI, CG4+ 

Perform external controls, i-STAT Level 1 and 3, for each new lot number or shipment of each type 
of cartridges, and minimum every 30 days whichever comes first and when a physician question a 
patient result. 

i. Perform QC procedure under the CONTROL option in the Administration Menu. 
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(Administration Menu > Option 3, Quality Tests> Option 1, Control) 

ii. Immediately before use 

a. Troponin Cartridge: Equilibrate QC bottle at room temperature for 15 minutes. 
Thoroughly mix by gently                swirling the bottle. Avoid foaming the 
sample. Dispense a drop of sample directly into the cartridge and seal 
cartridge. 

b. CHEM 8 and CG4+ (Lacatate) Cartridges: Equilibrate the ampule to room 
temperature for approximately 30 minutes. Immediately before use, shake the 
ampule vigorously for 5 to 10 seconds to equilibrate the liquid and gas phases. 
To shake, hold the ampule at the tip and bottom with forefinger and thumb to 
minimize increasing the temperature of the solution. Protect fingers with 
gauze, tissue, or glove, or use an ampule breaker to snap off the tip of the 
ampule at the neck. Immediately transfer solution from the ampule into syringe 
and then to the cartridge for testing. 

iii. Electronic Value assignment sheets are used with acceptable ranges. A PASS or FAIL 
value will be obtained. Parameter being tested must PASS; if PASS is received proceed to 
next level. If FAIL is obtained, repeat level being tested. 

iv. Target values and acceptable ranges can also be printed on a Value Assignment Sheet 
which can be found on the value assignment sheets on the web at 
http://www.abbottpointofcare.com/ . Select Value Assignment Sheet; Select the current 
clew, control and current lot #. 

v. Check that the lot number on the control ampule matches the lot number on the value 
assignment sheet and that the software version listed on the insert matches the 
software installed in the analyzer. 

NOTE: All results must fall with in tolerance limits to be acceptable. If all results are 
within expected ranges, use the cartridges as needed. Place i-STAT in downloader to 
transmit the results. 

vi. Remedial Action for QC outliers 
See Point of Care Policy and Procedure, Point of Care Laboratory Test QM (Waived & 
Moderate Complexity), Section, Guidelines for Out of Range Quality Control, for remedial 
action for quality control results exceeding manufacturer’s tolerance limits. 

If any results are outside the published expected ranges 

a. Repeat testing using a new control and new cartridge. 

b. If continue to receive failures, refer to i-STAT procedure manual and contact 
technical support. 

c. Do not use cartridges from the suspect lot. 

d. Quarantine the lot and immediately notify supervisor.  

e. Record the QC failure in the i-STAT QC action log along with the action taken. 

MAINTENANCE: 
A. As needed. (Refer to Care and software updates section in the i-STAT System Manual for details or 

go to: https://www.abbottpointofcare.com/support/technical-documentation/istat-system-
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manuals 

i. Clean the analyzer and downloader 

ii. Remove and Replace disposable batteries (9 Volt Lithium Battery), as applicable 

B. Biannual Maintenance 

i. Checking the Thermal Probes 

a. Perform External Simulator testing. 

b. When results are displayed, the difference between the thermal probes can be 
viewed on the analyzer’s screen: Press the PERIOD key. 

c. Interpretation of the thermal probe check value: 

i. Acceptable: a value equal to or less than 0.1 (≤ 0.1) 

ii. Not acceptable: a FAIL message with a “t” Quality Check Code or a 
value greater than 0.1. Repeat the procedure to confirm results. 
Contact your Technical Support representative if the repeat thermal 
check value is greater than 0.1. 

iii. Repeat the procedure: if “--.--“is displayed. Take care to handle the 
simulator a little as possible. It may help to partially insert the 
simulator into the analyzer and let it stand for 15 minutes before 
inserting all the way. 

ii. Updating the Software Software updates are equivalent to adjusting calibration on a 
traditional analyzer. New CLEW re-establishes the standardization and incorporates 
refinements to the internal quality monitoring system. The “Application” software is 
updated to enable the analyzer to recognize new cartridges and to enable new features. 
Software updates occur twice a year. Supervisor will initiate the process. 

CALIBRATION: 

CALIBRATION VERIFICATION: 
A. Calibration verification is performed as follows: 

i. At least every six months. 

ii. At changes of reagent lots for chemically or physically active or critical components, 
unless the laboratory can demonstrate that the use of different lots does not affect the 
accuracy of patient/client test results and the range used to report patient/client test 
data 

iii. When Calibration Fails 

iv.  QC fails to meet established criteria 

v. After major maintenance or service 

vi. When recommended by the manufacturer 

B. Calibration Verification (CV) Reagents 

A one point calibration is preformed automatically as a part of the test cycle on each cartridge type. Operator 
intervention is not necessary. 
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i. i-STAT Troponin: i-STAT Cardiac Markers Calibration Verification Control Set Levels 1-3 

a. Refrigerator storage at 2-8°C must be maintained until the printed expiration 
date on the box. 

b. Once opened, controls are stable for 30 days when stored tightly capped at 
2-8°C (35-46°F). 

C. i-STAT CHEM 8 and CG4+ (Lactate) 

i-STAT Tricontrols Levels 1-5 While the Calibration Verification Set contains five levels, verification 
of the measurement range could be accomplished using the lowest, highest and mid levels (levels 
1, 3 and 5) 

i. Refrigerated storage at 2-8°C (35-46°F) should be maintained until the printed expiration 
date on the box and ampule labels. 

ii. TriControls solutions may also be maintained at room temperature 18- 30°C; 64-86°F) for 
up to 5 days. 

iii. Do not use TriControls solutions past the labeled expiration date on the box and ampule 
labels. 

PROCEDURE(S): 
A. cTNI 

i. Perform CV procedure under the CAL VER option in the Administration Menu. 
(Administration Menu > Option 3, Quality Tests > Option 3, Cal Ver. Enter the required 
information. 

ii. Immediately before use, gently mix the contents of the vial to ensure homogeneity. Avoid 
foaming of the sample. 

iii. Open the vial and transfer a drop of the fluid into the i‑STAT cartridge using the dropper 
tip, a plain capillary tube, plain syringe, or plastic transfer pipette. Tightly recap the vial 
and store it at 2‑8 ºC (35‑46 ºF). 

iv. Seal the cartridge and immediately insert it into the i‑STAT handheld. 

B. Chem8 and CG4+ (Lactate) 

i. Perform CV procedure under the CAL VER option in the Administration Menu. 
(Administration Menu > Option 3, Quality Tests > Option 3, Cal Ver) Enter the required 
information. 

ii. 2. Immediately before use, shake the ampule vigorously for 5 to 10 seconds to 
equilibrate the liquid and gas phases. 

iii. Protect fingers with gauze, tissue or glove, or use an ampule breaker to snap off tip of the 
ampule at the neck. 

iv. Immediately transfer the solution from the ampule into a plain capillary tube or plain 
syringe, and then immediately transfer the solution into a cartridge. 

v. Immediately seal the cartridge and insert it into the i-STAT handheld. – it is important not 
to expose the solution to room air since this will alter the results. 

Acceptable Criteria 

L.54 Using ABBOTT iSTAT Handheld Analyzer. Retrieved 1/5/2023. Official copy at http://vcmc.policystat.com/policy/
12714787/. Copyright © 2023 Ventura County Medical Center

Page 12 of 17



COPY
LIMITATIONS: 

A. Troponin 
Cardiac troponin may not appear in circulation for 4-6 hours following the onset of symptoms of 
MI. Consequently, a single negative result is insufficient to rule out MI. The use of a serial sampling 
protocol is recommended practice. 

Partially clotted samples can result in elevated cTnI results above the reference range, as well as 
quality check code errors. To prevent this from occurring, upon drawing the whole blood sample 
into a heparinized collection tube, the sample should be inverted gently at least 10 times to ensure 
even dissolution of the heparin anticoagulant. 

Grossly hemolyzed samples can cause a decreased alkaline phosphatase activity, resulting in 
decreased detection of cTnI, increased assay backgrounds, and/or quality check codes. 

Hematocrits in the range of 0-65 % PCV have been demonstrated not to affect results. Samples 
with hematocrit levels above this range have demonstrated increases in the test imprecision and 
quality check codes. 

The analyzer must remain on a level surface with the display facing up during testing. Motion of 
the analyzer during testing can increase the frequency of suppressed results or quality check 
codes. A level surface includes running the handheld in the downloader/recharger. 

i. Interference Testing The following substances were found to have no significant effect 
(less than 10%) on the cTnI method, when added to a plasma pool containing 
approximately 2 ng/mL of cardiac troponin I, at the concentrations indicated: 
 

Compound Test Level (μmol/L unless otherwise indicated) 

Acetaminophen 1660 

Allopurinol 294 

Ascorbic Acid 227 

Acetyl Salicylic Acid 3330 

Target values and acceptable ranges can be printed on a Value Assignment Sheet which can be found 
on the value assignment sheets on the web at http://www.abbottpointofcare.com/ . Select Value 
Assignment Sheet; Select the current clew, control and current lot #. 

Calibration throughout the reportable range of each analyte is verified if each analyte value falls within 
the corresponding range in the Value Assignment Sheet. If a result for a level is outside the range 
published in the Value Assignment Sheet, two additional cartridge runs should be performed on this 
level and the three results averaged and then compared to the Value Assignment Sheet range. If this 
average value is still outside the acceptable range, troubleshooting may be required. 

All three levels must be within limits to proceed with patient testing. Please notify tech support and 
supervisor of failure 
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Compound Test Level (μmol/L unless otherwise indicated) 

Atenolol 37.6 

Caffeine 308 

Captopril 23 

Chloramphenicol 155 

Diclofenac 169 

Digoxin 6.15 

Dopamine 5.87 

Enalaprilat 0.86 

Erythromycin 81.6 

Furosemide 181 

Sodium Heparin* 36 U/mL 

Ibuprofen 2425 

Isosorbide dinitrate 636 

Methyldopa 71 

Nicotine 6.2 

Nifedipine 1.156 

Phenytoin 198 

Propanolol 7.71 

Salicylic Acid 43400 

Theophylline 222 

Verapamil 4.4 

Warfarin 64.9 

 

B. CHEM 8 

i. SODIUM Interference Testing 
Sodium heparin may increase sodium results up to 1mmol/L7. 

Hemodilution of the plasma by more than 20% associated with priming cardiopulmonary 
bypass pumps, plasma volume expansion or other fluid administration therapies using 
certain solutions may cause clinically significant error on sodium, chloride, ionized 
calcium and pH results. These errors are associated with solutions that do not match the 
ionic characteristics of plasma. To avoid these errors when hemodiluting by more than 
20%, use physiologically balanced multi-electrolyte solutions containing low-mobility 
anions (e.g. gluconate) such as Normosol®-R (Abbott Laboratories), Plasma-Lyte®-A 
(Baxter Healthcare Corporation), and Isolyte®-S (B Braun Medical) rather than solutions 
such as normal saline or Ringer’s Lactate. 

Test concentrations used were as per the CLSI guidance document,8 unless otherwise 
indicated. 
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Substance Test Concentration (mmol/L) Interference 

Bromide 37.5 Increased i-STAT Sodium results 

NOTE: Bromide has been tested at two levels; the CLSI recommended level and a 
therapeutic plasma concentration level of 2.5 mmol/L. The latter is the peak plasma 
concentration associated with halothane anesthesia, in which bromide is released. APOC 
has not identified a therapeutic condition that would lead to levels consistent with the 
CLSI recommended level. Bromide at a concentration of 37.5 mmol/L increased i-STAT 
sodium results, while a therapeutic range of bromide (2.5 mmol/L) did not significantly 
interfere with i-STAT sodium results.   

ii. Potassium Interfering Substances 
If heparinized whole blood is allowed to stand before testing, potassium values will first 
decrease slightly, then increase over time. Potassium values will increase in iced 
specimens. Potassium values from anticoagulated samples are preferred to serum 
values because 0.1 to 0.7 mmol/L potassium can be released from platelets1 and red 
blood cells during the clotting process. Potassium values obtained from skin puncture 
samples may vary due to hemolysis or an increase in tissue fluid from improper 
technique during the collection procedure. 

iii. Chloride Interfering Substances 
Hemodilution of the plasma by more than 20% associated with priming cardiopulmonary 
bypass pumps, plasma volume expansion or other fluid administration therapies using 
certain solutions may cause clinically significant error on sodium, chloride, ionized 
calcium and pH results. These errors are associated with solutions that do not match the 
ionic   characteristics of plasma. To avoid these errors when hemodiluting by more than 
20%, use physiologically balanced multi-electrolyte solutions containing low-mobility 
anions (e.g. gluconate) such as Normosol®-R (Abbott Laboratories), Plasma-Lyte®-A 
(Baxter Healthcare Corporation), and Isolyte®-S (B Braun Medical) rather than solutions 
such as normal saline or Ringer’s Lactate.     

Test concentrations used were as per the CLSI guidance document,7 unless otherwise 
indicated. 
 

Substance Test Concentration 
(mmol/L) 

Interference 

Acetylcysteine 10.2 Decreased i-STAT Chloride results. 

Bromide 37.5 Decreased i-STAT Chloride results. 

Bromide 
(therapeutic) 

2.5, 8, 9, 10 Increased i-STAT Chloride results. Use 
another method. 

Salicylate 4.34 Increased i-STAT Chloride results. Use 
another method. 

Thiocyanate 6.9 Increased i-STAT Chloride results. Use 
another method. 

iv. Glucose Interfering Substances 
Glucose values will decrease in whole blood samples over time. Venous blood glucose is 
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as much as 7 mg/dL less than capillary blood glucose as a result of tissue utilization.6 
Test concentrations used were as per the CLSI guidance Document, 7 unless otherwise 
indicated.   
 

Substance Test Concentration 
(mmol/L) 

Interference 

Acetaminophen 1.32 Increased i-STAT Glucose results. 

Acetylcysteine 10.2 Increased i-STAT Glucose results. 

Bromide 37.5 Increased i-STAT Glucose results. 

Bromide 
(therapeutic) 

2.5, (8,9,10) Decreased i-STAT Glucose results by 
approximately 5 mg/dL 

Hydroxyurea 0.92 Increased i-STAT Glucose results. Use 
another method 

Thiocyanate 6.9 Decreased i-STAT Glucose results by 
approximately 7 mg/dL 

v. Creatinine Interfering Substances 
Test concentrations used were as per the CLSI guidance document,6 unless otherwise 
indicated.                                                                                                                                             
                                                         
The following substances are known to interfere with the i-STAT Creatinine assay: 

C. CG4+ - Lactate 
Special collection procedures are necessary to prevent changes in lactate both during and after the 
blood is drawn. For steady state lactate concentrations, patients should be at rest for 2 hours and 
fasting. Venous samples should be obtained without the use of a tourniquet or immediately after 
the tourniquet is applied. Both venous and arterial samples may be collected into heparinized 
syringes.Samples for lactate should be analyzed immediately on drawing as lactate increases by 
as much as 70% within 30 minutes at 25 ºC as a result of glycolysis. Test concentrations used 
were as per the CLSI guidance document unless otherwise indicated. 

The following substances are known to interfere with the i-STAT lactate assay: 

 

Substance Test Concentration (mmol/L) Interference 

Bromide 37.5 Decreased i-STAT lactate results. 

Glycolic Acid 10.0 Increased i-STAT lactate results. 

Hydroxyurea 0.92 Increased i-STAT lactate results. 

TROUBLESHOOTING: 
A.  Refer to Manufacturer manual (section 19, Troubleshooting the Analyzer) or contact technical 

support (800-366-8020) 

B. Notify the Pathology Department and Supervisor.   
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L.SPH.50 Linearity Studies 

POLICY: 
Linearity studies are performed in the laboratory to determine the linear reportable range for an analyte. 
The linearity for each analyte is assessed by checking the performance of recovery throughout the 
manufacturer's stated range of the testing system. This is done using a set of standards containing 
varying levels of an analyte in high enough and low enough concentrations so as to span the entire range 
of the test system. 

The analytical measurable range (AMR) is the range of concentrations that an instrument can measure 
without any pre-treatment of the sample (concentration or dilution) that would change the concentration 
of an analyte.  The analytical system should show linearity over this analytical measurement range. 

Linearities are performed whenever a new analyzer, analyte or method is introduced into the laboratory, 
or an analyzer is replaced. Linearities may also be performed for troubleshooting purposes when quality 
control is unacceptable and deviations from acceptable data cannot be explained, or major analyzer 
repair or replacement of components has taken place.  Performing linearity studies as scheduled can 
detect problems earlier than quality control or proficiency testing. 

Linearities are performed on assays that do not have 3 or more point calibration. 

Sodium, Potassium, Chloride Linearity: Perform the linearity using Verichem Linearity material (or other 
suitable commercial linearity material). Analyze Na, K, and Cl in duplicate for each standard. 

Calibrators should be traceable to a reference method to ensure accuracy.  Reference table below. 

Submit the data to the Laboratory Supervisor, for review, acceptance and statistical analyses.  Final 
authorization for implementation is done by the Laboratory Medical Director. 
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PROCEDURE 
1. Linearity studies will be performed as part of the procedure "Evaluation of Automated Test 

Methods" in order to determine linear reportable range. For each analyte, a set of linearity 
standards will be tested in the same manner as patient samples. 

2. Testing should be performed at a minimum in duplicate, when performed within a single run. If 
one value deviates greatly from the others due to random error, it may be removed from the 
data analysis and repeated. 

3. The test results will be graphed and statistically analyzed as described below under 
"Evaluation of Linearity Study Data." 

4. Once a linearity study has been performed to determine the linear reportable range for a test 
method, it may be repeated as recommended by the manufacturer (i.e.: following relocation of 
the instrument or after major maintenance) or calibration verification may be performed in 
accordance with CLIA guidelines, to verify continued acceptable performance of calibration 
and stated reportable range of the analyzer or analyte. 

EVALUATION OF LINEARITY STUDY DATA 

• A quantitative analytical method is considered linear when there exists a mathematically 
verified staight-line relationship between the observed values and the true concentrations or 
activities of the analyte. 

• The linearity of a system is measured by testing levels of an analyte which are known 
formulation or known relative to each other (not necessarily known absolutely).1 

ACCURACY AND PRECISION 

The data from the linearity study will be recorded on a linearity study sheet or programmed or 
downloaded into an available software program. Some manufacturers of linearity standards provide 
online data entry with real time comparison with peer group data and the capability to download linear 
regression graphs. 

Values are plotted as observed values (Y axis) vs. expected values (X axis). Examine the raw data for 
obvious errors. If an analytical or technical problem is found, repeat the testing. Assessment will be 
made by evaluating the data and statistics using the following guidelines. 

Review the linearity data for acceptable accuracy and precision. Ideally, endpoint assays should be 
within 10% of the standard's stated value or peer group comparison value, but at a minimum, 
manufacturer's stated tolerance limits should be met. Coefficient of Variation, which is a measure of 
precision, and is the standard deviation expressed as a percentage of the mean, ideally should also be 
less than 10%, or at a minimum, remain within the threshold of the manufacturer's stated acceptable 
performance. It is ultimately the responsibility of the laboratory director to determine acceptability of this 
data and the validity of analyzer results with respect to accuracy and precision. 
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SLOPE AND Y-INTERCEPT 

Y-intercept: 

REPORTABLE RANGE 

CALIBRATION VERIFICATION 

Two key statistical values in determining linearity are: 

Slope: Equal to 1.0 

Acceptable Range: 0.9-1.1 

lf the slope is outside the acceptable range; examine the results of the highest standard first. It is 
possible that the test is nonlinear at its highest value. 

Ideally, the Y-intercept is equal to zero. For enzyme determinations and other assays with results in high 
numerical values, the Y—intercept may be much higher with no clinical significance. The Y—intercept for 
assays with low numerical values should be 0.0 + /— 1.0. 

A reportable range will be established for each analyte tested. The upper limit of the reportable range will 
be set at the concentration of the highest standard tested which exhibited acceptable results for 
linearity, accuracy and precision. This concentration, however, may not exceed the manufacturer's stated 
linear range. 

For analytes which have a lower limit of linearity, the lower limit of the reportable range will be set at the 
lowest standard tested which exhibits acceptable results, however, this concentration may not exceed 
the manufacturer's lower limit. Patient samples with · concentrations which exceed the reportable range 
will be diluted with the appropriate diluent and retested, when the analyzer provides this capability. 
Samples with concentrations which are lower than the reportable range will be reported as "Less than 
(the lower limit)." 

Calibration verification is necessary to verify that an analyte's calibration is still valid, and confirms that 
testing provides continued accurate results throughout the previously established reportable range.       

Calibration of an analyte or test system is performed every six months, utilizing three or more calibrators 
across a majority of the reportable range, then calibration verification is automatically met, and the 
laboratory does not need to perform further verification. 

For analyzers and analytes that are not calibrated with a minimum of three calibrators verifying the low, 
midpoint and high end of the reportable range, calibration verification must be performed to substantiate 
the continued accuracy of the monitors throughout the reportable range, after initial validation studies 
are performed with the setup of the analyzer. 

Calibration verification is performed every six months, as stated in current CLIA regulations. Calibration 
verification should also be performed under the following conditions: 
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1. Whenever major maintenance is performed or a critical component part of an analyzer has 
been replaced 

2. Whenever reagent lots are completely changed (unless it has been stated and shown that 
these lot changes do not affect test results, as with manufacturer's instructions and guidelines 
in package inserts and analyzer specific manuals) 

3. When control values are found to be continually unacceptable, as with shifts and trends in 
Levy-Jennings graphs over a period of time 

To perform calibration verification, low, midpoint and high level standards are tested in the 
same manner as patient samples. Evaluation of this analysis is achieved through use of slope, 
intercept, correlation coefficient or manufacturer established guidelines for acceptability 
criteria. 

Each laboratory and its director should establish its own acceptance criteria for calibration 
verification. When acceptable performance is met, the calibration has been verified. If 
calibration verification is found to be unacceptable, the instrument must be re-calibrated and 
all corrective action must be documented. 

Assays with less than three point calibration. The Linearities can be performed by the Siemens 
EXL analyzer. Once the Linearity is completed, should be reviewed, accepted and printed by the 
Clinical Laboratory Scientist. 
 

Analyte CAP 
CVL Program 

Linearity Material (3 
Levels) 

Limits of 
Acceptability 

Acetaminophen (ACTM) LN3 Drug II Calibrator 

HDL Cholesterol (AHDL) LN2 AHDL Calibrator +/-30% 

Albumin (ALB) LN2 TP/ALB Calibrator +/-10% 

LDL Cholesterol (ALDL) LN2 ALDL Calibrator +/-15% 

Alkaline Phosphatase (ALPI) LN2 ALPI Calibrator +/-30% 

Alanine Aminotransferase (ALTI) LN2 Enzyme II Calibrator +/- 20% 

Ammonia LN32 AMON Calibrator +/-5% 

Amylase (AMY) LN2 Enzyme Verifier +/-30% 

Aspartate Aminotransferase (AST) LN2 Enzyme Verifier +/-20% 

Blood Urea Nitrogen (BUN) LN2 CHEM I Calibrator +/-2 mg/dL or 
+/-9% 

Calcium (CA) LN2 CHEM I Calibrator +/-1.0 mg/dL 

Cholesterol (CHOL) LN2 CHOL Calibrator +/-10% 

Creatine Kinase LN2 CKI Calibrator +/-30% 

Creatinine (CRE2) LN2 CHEM I Calibrator +/-0.3 mg/dL or 
+/-15% 

Direct Bilirubin (DBIL) LN2 TBI/DBI Calibrator +/-20% 

+/-25% 
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Analyte CAP 
CVL Program 

Linearity Material (3 
Levels) 

Limits of 
Acceptability 

Digoxin (DGNA) LN3 DRUG Calibrator II +/-0.2 nmol/L or 
+/-10% 

Enzymatic Carbonate (ECO2) nmol?L LN2 CHEM III Calibrator +/-20% 

Ethyl Alcohol (ETOH) LN11 CHEM III Calibrator +/* 25% 

Glucose (GLUC) LN2 CHEM I Calibrator +/- 6 mg/dL or 
+/-10% 

Human Chorionic Gonadotropin 
(HCG) 

LN5 HCG Calibrator +/- 3SD 

Lactic Acid (LA) LN2 CHEM I Calibrator +/- 2SD 

Lactate Dehydrogenase (LDI) LN2 LDI Calibrator +/-20% 

Lipase (LIPL) LN2 LIPL Calibrator +/- 30% 

N-terminal Pro-Brain Natriuretic 
Peptide (LNTP) 

LN30 LOCI NTP Calibrator +/-10% 

Magnesium (MG) LN2 CHEM II Calibrator +/-25% 

Phosphorus (PHOS) LN2 CHEM II Calibrator +/-15% 

C-Reactive Protein (RCRP) LN21 RCRP Calibrator +/-15% 

Salicylate (SAL) LN3 SAL Calibrator +/- 25% 

Direct Bilirubin (DBI) LN2 TBI/DBI Calibrator +/-20% 

Neonatal Bilirubin (NBIL) LN2 TBI/DBI Calibrator +/-20% 

Total Bilirubin (TBI) LN2 TBI/DBI Calibrator +/-10% 

Triglyceride (TGL) LN2 CHEM II Calibrator +/-25% 

Uric Acid LN2 CHEM I Calibrator +/-17% 

Total Protein (TP) LN2 TP/ALB Calibrator +/-10% 

Valproic Acid (VALP) LN3 DRUG II Calibrator +/-25% 

Vancomycin (VANC) LN3 DRUG II Calibrator +/- 3SD 

Sodium (NA) LN2 Verichem Linearity Kit +/ 4.0 mmol/L 

Potassium (K) LN2 Verichem Linearity Kit +/-0.5 mmol/L 

Chloride (CL) LN2 Verichem Linearity Kit +/-5% 

TROUBLESHOOTING 
1.    Specimens Excluded from the Linear Range 

• 

◦ 

Does the linear range cover the AMR? 

If the high specimen is above the AMR, was the specimen diluted following 
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• 

• 

• 

• 

2.  Non-Linear Data 
• Is the peer group generally linear? 

◦ If the peer group is generally linear, review how specimens were handled or 
preventive maintenance records of the test system. 

◦ Review QC, calibration, and proficiency testing data. 

◦ Diagnose and fix any identified test system issues. 

◦ Perform corrective action appropriate to the issues identified. 

◦ Re-run linearity studies. 

3. Large Replicate Imprecision 
• Pattern suggests pipetting problems which requires careful investigation 

• Review preventive maintenance, test system failures 

• Perform appropriate corrective action required for problems identified. 

• Re-run linearity study 

References 
 1.   Siemens Healthineers · datasheets S4 portrait · Template (siemens-

healthineers.com) Siemens Dimension EXL                  with LM. 
Retrieved December 4, 2022. 

 2.   https://documents.cap.org/documents/2011-05-06-calibration-verification-linearity-program-

webinar-slides.pdf College of        American Pathologists, 
Retrieved December 4, 2022.                                               
                                                    

appropriate dilution protocol? 

If the linear range does not cover the AMR, check reagents, specimen handling, preventive 
maintenance of the test system. 

Review quality control, proficiency testing, and calibration data. 

 Perform the appropriate corrective action to resolve the issues identified and re-run linearity. 

If necessary, consider adjusting AMR to cover the linear range. 
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L.SPH.58 Method Correlations (Quantitative Tests) 

BACKGROUND INFORMATION: 

PURPOSE: 

Correlation or comparison testing is a method of measuring the relationship between two or more 
laboratory instruments testing the same analyte. Westgard refers to correlation testing as “a comparison 
of methods experiment…performed to estimate inaccuracy or systematic error”. Correlation means
association - more precisely, it is a measure of the extent to which two variables are related. 

The performance of correlation testing between two or more similar instruments is required by the 
College of American Pathologists (CAP), Joint Commission, and CLIA and it is part of good laboratory 
practice. Correlation must be performed between all instruments running the same assay in the same 
laboratory and between a primary laboratory and their back-up laboratory. It is vital for the purposes of 
patient care that physicians can be assured that all laboratory results released from an institution are 
equivalent. 

This procedure assumes that for routine correlation testing, the instruments have been validated, 
appropriately calibrated and maintained and that internal QC is within acceptable limits. 

CAP Accreditation Checklist: 

Questions pertaining to correlation testing between two instruments can be found in the Quality 
Management General Issues All Common Checklist (COM.04250). The check list states that: “If the 
laboratory uses more than one nonwaived instrument/method to test for a given analyte, the instruments 
and methods are checked against each other at least twice a year for comparability of results”. Correlation 
testing is also a CLIA (Clinical Laboratory Improvement Act) requirement under the final rule published in 
2003. 

A correlation study is performed to verify the comparability of quantitative laboratory results for analytes 
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PROCEDURE(S): 
1. Pre-Analytic Procedure (Refer to appropriate 
laboratory procedures.) 

•  Patient Preparatino 

•  Specimen Collection 

•  Safety 

•  Specimen Handling and Storage 

•  Appropriate operations procedures 

2.  Planning and Preparation 
• Review the historic CV of the internal quality controls for each analyte. 

◦ The tracking of the CV can be accomplished through the instrument manufacturer’s 
system or the Laboratory Information (LIS) system. 

• Before starting the correlation study ensure that: 

◦ Appropriate personnel have been informed about the correlation testing, that they 
have been trained and know how to proceed once the samples are collected. 

◦ All instruments for the correlation study have: 

▪ Up-to-date maintenance and calibration 

▪ Validation (to include precision, accuracy, linearity, and reference range) 
completed. 

▪ Internal Quality Control (QC) results that are within acceptable range and 
that there are no biases observed. 

▪ All issues identified should have appropriate corrective action done prior 
to the correlation study 
 

3.  Sample Selection 
• The use of fresh human samples (whole blood, serum, plasma, urine, etc.) is recommended. 

• Linearity samples and/or commercial controls may be necessary to ensure that low, normal, 
and high specimens are tested. 

• Ensure that prior to starting a correlation study that the following are done: 

◦ The laboratory has access to appropriate samples for correlation 

◦ The samples can be run on both instruments at the same time or within 2 hours 

◦ If stored samples are used, ensure that the samples are stored appropriately and 

tested on different analytical systems or methods. 
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that the storage conditions are the same for samples run on both instruments. 

4.   Frequency 
• The frequency and number of samples for correlation testing is at the discretion of the 

Laboratory Medical Director.  Given the availability of samples and reagents, it is 
recommended to compare a minimum of six (6) samples of varying assay levels (low, normal, 
and high) every six (6) months. 

• Several factors should be taken into consideration: 

◦ Impact of different results from different analytical systems on patient care 

◦ Possibility of detecting insignificant error such as that associated with sample 
handling versus not detecting significant error 

◦ Time involved in acquiring, transporting, testing, evaluating, and storing samples 

◦ Cost of reagents and other materials involved 

◦ Availability of samples 

• Special reasons for performing correlation studies include the following: 

◦ Failure of periodic monitoring of comparison testing 

◦ Internal quality control failure 

◦ After major instrument maintenance 

◦ Clinician inquiry regarding the accuracy of results 

5.   Documentation 
• All documentation are reviewed by the responsible Clinical Laboratory Scientist III and 

approved by the Laboratory Medical Director or designee. 

6.   Procedure 
•    Select appropriate samples,  Ensure that samples include one sample with a low abnormal 

assay             value, one with a normal valud, and one with a high abnormal value. 

•     Run the samples on the first instrument in duplicate at minimum. 

•     Run the samples on the second instrument, also in duplicate, as soon as possible, ideally 
within two        hours. 

•      Calculate the mean for each sample on both instruments. 

•      Calculate the difference between the mean of the first and second instruments. 

•      Calculate percent difference by dividing the difference from the grand mean. 

Glucose 

 Instrument #1 Instrument #2 

Step-by-Step Example 

Table 1: 
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Sample Replicate 1 Replicate 2 Mean Replicate 1 Replicate 2 Mean 

Sample 1 92 93 92.5 91 87 89 

Sample 2 58 59 58.5 58 57 57.5 

Sample 3 136 137 136.5 130 127 128.7 

Sample 4 302 303 302.5 278 275 276.5 

Sample 5 215 214 214.5 209 205 207 

Glucose 

 Instrument #1 Instrument #2 

 Replicate 1 Replicate 2 Mean Replicate 1 Replicate 2 Mean 

Sample 1 92 93 92.5 91 87 89 

Instrument #1 Instrument #2 

 Replicate 1 Replicate 2 Mean Replicate 1 Replicate 2 Mean 

Sample 1 92 93 92.5 91 87 89 

• Obtain the cumulative CV of your quality control level that is closest to the grand mean from 
step #5 in the procedure above. 

◦ This can usually be obtained from the instrumentation on which you run the control, 
or from your Laboratory Information System (LIS). Contact SMILE if you need more 
information on how to obtain your cumulative CV. 

• Divide the percent difference from step #7 above by your cumulative CV to obtain your 
correlation ratio. 

Table 2: 

Calcuate the Grand Mean:  (Mean from Instrument #1) + (Mean from Instrument #2)/2                                
                                                                                                            (92.5 + 89)/2 = 90.75 

Table 3 

Glucose 

Difference (Δ) = (Instrument #1 Mean) - (Instrument #2 Mean) = 92.5 - 89 = 3.5 

Calculate the percent difference by dividing the Difference (Δ) by the Grand Mean from Table 2:  3.5/
90.75 x 100 = 3.85% 

Evaluating Results 

         % Difference (3.85%)   = 1.54 
         Cumulative CV (2.5%) 

This ratio can be calculated for each instrument pair and measures the percent difference in 
multiples of your cumulative CV. The cumulative CV is the percentage equivalent to 1SD of your 
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• Determine the tolerance limit for your correlation ratio. 

◦ A tolerance limit of ≤ 3 when you begin monitoring correlation ratio. If dissimilar 
methods are compared, this limit may have to be increased. 

◦ Using ≤ 3 as a tolerance limit for the correlation ratio is equivalent to using ≤ 3SD in 
your quality control evaluation. In other words, if the correlation ratio is equal to 3, 
the results from your instruments are more than 3SD apart from each other.  

Analyte Instr. 1 
Mean 

Instr. 2 
Mean 

Grand 
Mean 

Difference 
(Δ) 

%Diff 
(%Δ) 

Cumulative 
CV 

%Diff/CV 
ratio 

Acceptable 
% Diff/CV 
Ratio 

Pass/ 
Fail 

Glucose 92.5 89 90.75 3.5 3.9 2.5 1.5 ≤3 Pass 

Glucose 58.5 57.5 58 1 1.7 2.5 0.7 ≤3 Pass 

Glucose 136.5 128.7 132.6 7.8 5.9 2.5 2.4 ≤3 Pass 

Glucose 302.5 276.5 289.5 26 9.0 2.2 3.6 ≤3 Fail 

Glucose 214.5 207 210.75 7.5 3.6 2.2 1.4 ≤3 Pass 

quality control system. 

   Dividing the % Difference by the cumulative CV provides a ratio similar to a standard deviation 
index (SDI) which is the difference      of a mean of values from one of those values, divided by 1 
SD ((individual value – mean of values)/ 1SD) . 

Table IV below shows an example of how to capture your correlation results using the acceptable 
tolerance limit of ≤ 3. 
Table IV 

Developing Acceptability Criteria                                                                                                                    
                                                                     

Criteria for acceptability is based on the capability of the instrument reflected in internal imprecision 
data since it measures the accuracy of the results.  

Correlation coefficient should not be used as a method to evaluate the acceptability of the correlation 
study.  It is a means to look for a relationship, not ageement between pairs.  Two methods may have a 
perfect correlation throughout the measuring range but may not agree in value. 

Troubleshooting 

A variety of problems with instruments may affect results when performing a correlation study.  In 
general, any type of issue that would cause a malfunction in the instrument and reflect in bias, shifts, or 
trends in the quality control could cause a discrepancy when comparing to another instrument.  

When comparing instruments it is assumed to be in good working order as evidenced by good quality 
control data.  It is importance to consider the differences between the instruments which migh cause 
discrepant results.  Review every function and parameters of the instruments being compared and note 
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•         Different methodologies 

•         Difference in calibration 

•          Difference in imprecision 

•          Difference in reagent lot or shipment (storage) 

•          Difference in lot of calibrators or assignement of values 

•          Difference in age of calibrators (date opened) 

•          Difference in reagent life on instrument 

•          Difference in instrument parameters (dilution ratios, incubation times, etc.) 

REFERENCE: 
  All Common Laboratory Accreditation Checklist, Current Edition. 

any differences.  Once the difference(s) are reconciled, re-run the correlation study to see if the 
discrepancy is resolved. 

Such differences might be:        
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PH.93 Pyxis Reports 

POLICY: 

PROCEDURE: 
A. Pharmacy shall review, sign and file all appropriate reports generated from the Healthsight 

Viewer. 

B. Pharmacy staff shall review discrepancy reports in a timely manner. 

C. Discarded reports shall be shredded to comply with the Health Insurance Portability and 
Accountability Act (HIPAA). 

D. Nursing staff may run various reports at the Medstation. 

E. The Clinical Nurse Manager or designee may request special reports generated by the 
Pharmacy Department. 

F. List of reports 

1. Open Discrepancies 

This report is to be used to ensure that all discrepancies are resolved in a timely 
manner. This report pertains to controlled substances and is generated daily by the 
Pharmacy Department. 

2. Discrepancy Report 

This report is used by the unit charge nurse to verify with the following shift unit 
charge nurse that there are no unresolved discrepancies. This report should be 
generated at the end of each shift and handed to the oncoming unit charge nurse at 

The following describes the type and purpose of various routinely generated Pyxis reports. 
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shift change. 

3. Refill pick and Delivery Report 

This report is used to identify which medications need to be restocked in the Pyxis 
Medstations. It shall be printed daily for all medications stocked in the Pyxis 
Medstations. Pharmacy technicians shall use this report when refilling the Pyxis 
Medstations. 

4. Ordered Medications Not Loaded 

This report is generated manually in the pharmacy each time a medication is entered 
into the electronic health record (EHR) and is eligible for being stocked in the Pyxis 
Medstations, but is currently not stocked there. The Pharmacy Department shall use 
the report to identify which medications could be added to the Pyxis Medstations. 

5. Stock Out Report 

This report is used to identify when medications that are normally stocked in the 
Pyxis Medstations are zero. This report is generated automatically throughout the 
day whenever a stock supply gets to zero. Pharmacy technicians shall use this 
report to restock medications. The report should be filled in the Pharmacy with the 
daily orders. 

6. Profile Override 

This report is used to verify that all medications that were obtained were obtained 
from the Pyxis Medstations during the day via "override" have an order entered into 
the EHR. This report is generated and used by nursing staff. It should be generated 
just prior to the end of a shift. Pharmacy staff may also generate this report as a 
means of identifying orders that have been overridden throughout the day. 

7. Non-access Report 

This report will be generated by the Pharmacy Department to identify which 
medications are not being used frequently. A decision will be made to remove such 
medications. 
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Document Approval 
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The following were reviewed and recommended for approval by the appropriate Departments, 
Committees, and the Medical Executive Committee 

a. Policies & Procedures / Clinical Practice Guidelines / Forms / Orders

1. 100.265 Epidural Analgesia page 1-8 
2. 100.265 Penicillin VK Oral Desensitization Protocol page 9-10 
3. 108.036 ED and Inpatient STEMI (revised) page 11-15 
4. CC.08 Critical Care Unit Alternate Patient Placement page 16-17 
5. CC.09 Critical Care Unit Admission Criteria and Scope of Care page 18-20 
6. DM.002 Pediatric Inpatient Diabetes and Hyperglycemic Management page 21-24 
7. DM.004 Adult IV Insulin Infusion Policy page 25-26 
8. DM.006 Inpatient Use of Patient’s Own Insulin Pump page 27-31 
9. IS.26 Pharmacologic Stress Test page 32-39 
10. IS.27 Dobutamine Stress Test page 40-44 
11. R.13 Assisted Cough (Quad Cough) page 45-48 
12. R.92 Sputum Inductions page 49-52 
13. R.96 Inhaled Epoprostenol (Flolan) page 53-58 
14. OB.65 Admission and Ongoing Care of a Well Newborn page 59-65  
15. MCH.02 Newborn Screening of Infants page 66-70 
16. MCH.11 Transfer Criteria of Stable Neonates page 71-73 
17. MCH.15 Thermoregulation of the Neonate page 74-77 
18. MCH.24 Management of Early Onset Sepsis (EOS) in the Newborn page 78-81 
19. MCH.27 Newborn Admission Medications page 82-84 
20. N.37 Monitoring Neonates in the NICU page 85-89 
21. N.46 Neonatal Preoperative and Postoperative Surgical Care page 90-91 
22. N.62 Neonatal Injection Administration page 92-94 
23. P.09 Pediatrics Discharge Planning page 95-100 
24. P.15 Psychosocial Needs of the Pediatric Patient page 101-104 
25. P.24 Transportation of PICU Patients within the Hospital page 105-107 
26. R.NP.11 Respiratory Plan of Care in the NICU page 108-109 
27. S.42 Scheduling of Emergent and Urgent Surgical Cases page 110-112 
28. S.71 Visitors in the PACU page 113-114 
29. ER.03 Against Medical Advice (AMA) page 115-116 
30. ER.06 Discharge from the Emergency Department page 117-118 
31. ER.13 Helicopter Safety page 119-120 
32. ER.14 Admitted Patients/Holding Patients in the Emergency Department page 121-122 
33. ER.15 Health Care Agency (HCA) Employee Industrial Injuries page 123-125 
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 
36. ER.30 Mandatory Reporting in the Emergency Department page 130-131 
37. ER.33 Mobile Intensive Care Nurse (MICN) Staffing in the Emergency

Department page 132-133 
38. ER.34 Narcotics Administration in the Emergency Department page 134-135 
39. ER.35 Obstetrical (OB) Admissions from the Emergency Department page 136-137 
40. ER.36 Paramedic Base Hospital Designation page 138-139 
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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© 
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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 
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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 ©
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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 

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 

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 
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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 

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 

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 

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 

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 

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 

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 

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 

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 

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: _________________ 
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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

355



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
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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 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"
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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 
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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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Alternative containment strategies and work practices 
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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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(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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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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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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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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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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Ventura County Medical Center

Delineation Of Privileges
Transgender/Gender Affirming Surgery 

Name:  

Privilege Requested Granted Deferred Suspended

 
Page 2 Printed on Tuesday, January 03, 2023

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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Delineation Of Privileges
Transgender/Gender Affirming Surgery 

Name:  

Privilege Requested Granted Deferred Suspended

 
Page 3 Printed on Tuesday, January 03, 2023

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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Name:  

Privilege Requested Granted Deferred Suspended

 
Page 4 Printed on Tuesday, January 03, 2023

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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