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How to Use Sample Policies for Safe Administration of Chemotherapy 

The ASCO/ONS  Chemotherapy Administration Safety Standards were developed by ASCO and ONS in 2008-2009 using a structured process to achieve multidisciplinary consensus, including an open public comment period. The Standards are intended to guide healthcare practitioners to implement policies and procedures for safe chemotherapy administration in diverse outpatient practice settings.  The Sample Policies for Safe Chemotherapy Administration document is intended to guide physician practices in the process of reviewing, updating, or creating their own policies and procedures related to chemotherapy administration in a manner that complies with the Standards.  The Sample Policy does not represent legal advice, does not include comprehensive standards for chemotherapy administration, and does not constitute a complete policies and procedures manual.  Use of the Sample Policies is entirely voluntary and meant to assist practices in safety and quality improvement.
How to use the Sample Policies:

1. Save this document to your computer or network. 
2. Review the policy statements to determine changes or additions that may be needed in your practice documents.  If you have a standard format for policies and procedures, you may wish to reformat the sample language to be consistent with existing practice documents.

3. If sample policy language is used for your practice, insert practice-specific information in bracketed sections.  
4. The ‘See standard’ links will take you to the ASCO/ONS standard(s) for that policy. ‘References and resources’  provide professional articles, practice tools, courses and guides that might assist your practice in developing documentation and implementing procedures that promote safe chemotherapy administration. 
Disclamer:

The ASCO/ONS Chemotherapy Administration Safety Standards (“Standards”) reflect consensus based on literature, science, and technology available at the time they were written, and are intended to guide healthcare practitioners to implement policies/procedures for safe chemotherapy administration in diverse practice settings.  The Sample Policies for Safe Chemotherapy Administration (“Sample Policies”) is intended to guide physician practices in the process of reviewing, updating, or creating their own policies and procedures related to chemotherapy administration in a manner that complies with the Standards.  The Sample Policy does not represent legal advice, does not include comprehensive standards for chemotherapy administration, and does not constitute a complete policies and procedures manual.  Using the Sample Policies is entirely voluntary and does not imply ASCO’s or ONS’ endorsement of any physician practice, treatment regimen, or product.  ASCO and ONS assume no responsibility for any injury or damage to persons or property arising out of or related to use of the Standards or the Sample Policies, any changes made to the Sample Policies by the user, or to any errors or omissions. All decisions with respect to the administration of chemotherapy and the use of the Sample Policy are the responsibility of the individual practices.
	Sample Policies for Safe Administration of Chemotherapy

	Staffing    

	Qualified professionals will order, prepare, and administer chemotherapy.  See standard #1
· Chemotherapy orders must be written, dated, and signed by a [medical oncologist/attending physician/other independent, licensed practitioners designated by the practice] who is [insert credentialing certification, or other qualifications required by the practice]. 

· Oral and parenteral chemotherapy drugs will be prepared by a [enter pharmacist, pharmacy technician and/or nurse as applicable to the practice] who is [insert certification/credentialing qualifications required by the practice]. 

· Chemotherapy may only be administered by [enter physicians, physician assistants, advanced practice nurses, or registered nurses as applicable to the practice] who are [insert chemotherapy certification requirements qualifications required by the practice].  

Staff who administer chemotherapy will be trained, competency will be assessed and reassessed on a regular basis, and basic life support certification will be maintained.   See standard #1
· New staff who will administer chemotherapy will be trained by [insert method or course. Some practices use an outside education provider for this purpose.  If that is the case, enter the name of the course and by whom it is provided. One example is the ONS Chemotherapy and Biotherapy Course.]  that covers [list all routes of administration provided by the practice].  

· All providers must complete the training and successfully pass a competency assessment prior to administering chemotherapy. 

· The competency assessment will consist of [insert type of assessment and by whom it is administered].  Chemotherapy administration competency will be monitored by [insert title of staff member and procedure for monitoring] every [insert date or time frame--recommended yearly].
· All [insert clinical staff types in practice] must maintain current basic life support certification from [insert organization, course or training].

· Documentation related to practice providers certified to administer chemotherapy is found [provide information about where to find list of certified providers and supporting documentation].
References and Resources

1. ONS Chemotherapy and Biotherapy Course- http://www.ons.org/clinical/Treatment/chemotherapy/education.shtml
2. ONS Position Statement on the Education of the RN Who Administers and Cares for the Individual Receiving Chemotherapy and Biotherapy http://www.ons.org/publications/positions/documents/pdfs/Summary-EducationofRNChemotherapyandBiotherapy.pdf
3. Polovich M, White JM, Olsen, M (eds.): Chemotherapy and Biotherapy Guidelines and Recommendations for Practice (ed 3). Pittsburgh, PA, Oncology Nursing Society, Appendix 5- Clinical Practicum Evaluation: Part 1 & 2; Appendix 7- ONS Position Statement on the Education of the RN Who Administers and Cares for the Individual Receiving Chemotherapy and Biotherapy, 2009 


	Chemotherapy Planning and Chart Documentation

	Prior to ordering a new chemotherapy regimen, all required chart documentation will be completed and available to the prescriber.  See standard #2
The following will be documented in the appropriate section of the medical record:
· Pathologic confirmation or verification of initial diagnosis. If original pathology report is unobtainable, a note of explanation will be documented. 
· Cancer stage at diagnosis, or current cancer status including a description of the patient’s disease since diagnosis/staging.
· Complete medical history and physician examination that includes, at minimum:
· height and weight
· assessment of organ-specific function as appropriate for the planned regimen 

· presence or absence of allergies and history of other hypersensitivity reactions
· Chemotherapy treatment plan, including at minimum: 

· goals of therapy

·  chemotherapy drugs

·  doses and duration

·  For oral chemotherapy, treatment plan will include:
· frequency of office visits 

· monitoring appropriate to the agent 
· Patient’s comprehension of information regarding the disease, medication regimen and self care.
· Psychosocial assessment and need for support [suggested: insert title of forms or assessment tools used by the practice, for example: copy of distress, depression, or anxiety screening form; patient self-report of distress, depression, or anxiety; patient coping, adjustment, depression, distress, anxiety, emotional status, family support and care-giving, coping style, cultural background, socioeconomic status].
References and Resources
1. Chemotherapy Treatment Plan and Summary - http://www.asco.org/treatmentsummary
2. Polovich M, White JM, Olsen, M (eds.): Chemotherapy and Biotherapy Guidelines and Recommendations for Practice (ed 3). Pittsburgh, PA, Oncology Nursing Society, Appendix 1: Nursing Flow Sheet, 2009


	General Chemotherapy Practice Standards

	Standard chemotherapy regimens by diagnosis will be clearly defined and documented.  Supporting references will be readily accessible to prescribers.  See standards #3 and #5
· Standard and clinical trial chemotherapy regimens by diagnosis will be defined by [insert by whom, e.g., qualified physician(s)], documented with references in [insert type of document, e.g., electronic format, index card(s), regimen notebook or manual, clinical trial protocol],  located in the [insert place e.g., EHR system, practice ordering area, physicians office].
· The standard regimens will include regimen-specific laboratory tests with appropriate, specified  time intervals determined [insert who will determine and process, including use of evidenced-based national guidelines when available]. 
When orders deviate from standard regimens, the prescriber will document both the reasons for the modification and supporting references.  See standard #4 
· [Insert physician(s), nurse practitioner(s), physician assistant(s)] writing orders that deviate from standard regimens will document in the [insert where: e.g., medical record notes, exception order form, EHR system order form] the rationale (including contraindications) and provide supporting references.
Chemotherapy prepared (mixed) off-site must have a documented chain of custody and will be subject to quality control checks.  See standard #4
· [Insert systematic quality control procedure that will be used by the practice and by whom they will be completed (eg., documenting receipt, inspecting contents, ensuring integrity of the drugs)] 
References and Resources

1. Perry, M: The Chemotherapy Source Book (ed 4). Philadelphia, PA, Lippincott Williams & Wilkins, 2008.
2. American Society of Clinical Oncology: Statement regarding the use of outside services to prepare or administer chemotherapy drugs, 2004 Chemotherapy Drugs. http://www.asco.org/ASCO/Downloads/OutsourcingChemotherapyDrugs.pdf


	Chemotherapy Orders

	All chemotherapy orders must be written using standardized, pre-printed practice forms or electronic systems.  See standards #9 and #10
· Prescribing practitioners must use the [insert title of pre-printed order form or entered into electronic order system] for both oral and parenteral drugs. The order form will list all chemotherapy agents by full generic name and individual drug dosing parameters. 
· Brand names will not be listed except where there are multiple products or when including the brand name otherwise assists in identifying a unique drug formulation.

· Prescribers of chemotherapy must complete [insert title of pre-printed or electronic form] prior to chemotherapy administration.  A completed form must contain all of the following information:
· patient full name and a second patient identifier (e.g. medical record number, DOB)
· date
· diagnosis
· regimen name and cycle number
· protocol name and number (if applicable)
· appropriate criteria to treat (e.g., based on relevant labs and toxicities)

· allergies
· reference to the methodology of the dose calculation or standard practice equations (e.g.,  calculation of creatinine clearance)
· height, weight, and any other variables used to calculate the dose
· dosage - doses do not include trailing zeros; use a leading zero for doses less than one milligram
· route and rate (if applicable) of administration
· schedule
· duration
· cumulative lifetime dose (if applicable)
· supportive care treatments appropriate for the regimen (including pre-medications, hydration, growth factors, and hypersensitivity medications)
· sequence of drug administration (if applicable)
All oral and parenteral chemotherapy orders are written with a specified time limitation. See standard #11 and exception note
·  To ensure appropriate evaluation, all chemotherapy orders written on the [insert title of order form or electronic order] will expire every [insert time intervals, i.e. every cycle, every other cycle, 6 weeks]. If additional treatment is planned, a new order set must be written.
Verbal orders are not allowed, except when holding or stopping chemotherapy.  All new chemotherapy orders or changes to orders must be made in writing. See standard #8
· No verbal or phone orders for chemotherapy will be accepted unless the order is for holding or stopping chemotherapy. [Insert process for documenting/approving/countersigning verbal order, including timeframes, e.g., “All verbal orders must be countersigned by the ordering practitioner in the patient’s medical record within X hours.”]
·  [Insert practice requirement for faxed or emailed chemotherapy orders if accepted by the practice. Insert, if applicable, procedure for validating orders in addition to fax form or email.  Include practice requirements for verifying orders in situations where faxed information is illegible or difficult to read.]
References and Resources
1. American Society of Health-System Pharmacists: ASHP guidelines on preventing medication errors with antineoplastic agents. Am J Health-Syst Pharm 59:1648-1668, 2002
2. Perry, M: The Chemotherapy Source Book (ed 4). Philadelphia, PA, Lippincott Williams & Wilkins, 2008. 
3. Roscoe, et al. A multidisciplinary approach to ensure safety in the prescribing and administration of chemotherapy. J Oncol Pharm Pract.2000; 6: 60-63


	Drug Preparation

	Chemotherapy orders must be independently verified by two qualified individuals prior to preparation of the drugs.  See standard #12
· Prior to preparation of the chemotherapy drug(s), [insert two qualified individuals as defined by the practice] will independently review and verify the orders, including confirming: 
· [insert at least two identifiers used in the practice, e.g.,. name, patient number, date of birth]
· drug names 
· drug dose

· drug volume

· rate of administration

· route of administration

· the dosing calculation.
· [Insert process to be used if there are questions about the order] 
Chemotherapy drugs must be labeled immediately upon preparation. See standard #13 and exception note
· The preparer will apply the standard chemotherapy label to each chemotherapy drug upon preparation. Each label will include the following:

· patient full name and a second patient identifier (e.g., medical record number, DOB)
·  full generic drug name
· drug administration route
· total dose to be given
· total volume required to administer this dosage
· date of administration
· date and time of preparation and expiration. 

Intrathecal chemotherapy is subject to special handling requirements. See standard #14
All intrathecal agents:
·  Will be prepared only with other intrathecal agents, never with other agents prepared for other routes of administration.

· Will be stored, once prepared, in an isolated container or location [insert type of container and location] with a uniquely identifiable intrathecal medication label [insert description or color of label].
· Will be delivered to the patient only with other medication intended for administration into the central nervous system.
References and Resources
1. American Society of Health-System Pharmacists: ASHP guidelines on preventing medication errors with antineoplastic agents. Am J Health-Syst Pharm 59:1648-1668, 2002
http://www.ashp.org/s_ashp/docs/files/BP07/MedMis_Gdl_Antineo.pdf
2. The Institute for Safe Medication Practices: Principals of Designing a Medication Label for Community and Mail Order Pharmacy Prescription Packages Draft Document, 2009 http://www.ismp.org/Tools/guidelines/labelFormats/comments/default.asp
3.  Polovich M, White JM, Olsen, M (eds.): Chemotherapy and Biotherapy Guidelines and Recommendations for Practice (ed 3). Pittsburgh, PA, Oncology Nursing Society, Chapter !V, 2009


	Patient Consent and Education

	Prior to receiving chemotherapy, the patient and appropriate family or caregivers will be given written or electronic documentation about planned treatment.  See standard #15
· All patients will review with [insert practitioner type, e.g., nurse, physician, pharmacist] information contained in [insert  type  of patient material(s) provided e.g., practice-developed information sheets, patient education pamphlets].  The discussion will include all of the following:
· diagnosis
· goals of therapy
· planned duration of chemotherapy, drugs and schedule
· possible long and short-term side effect
· plan for monitoring and follow-up.

· The [insert provider type(s)] will assess the patient/family/caregiver knowledge base , reading level/literacy, and understanding of the diagnosis, goals of therapy, drug regimen and schedule, long and short-term side effects [insert how the assessment will be accomplished and documented].
· All patients will receive  [insert type of materials] which includes information about :
· use of practice’s call system

· emergency contact information

· symptoms related to the regimen
· drug-specific risks that would trigger the patient to  notify the emergency contact  

· All patients receiving oral chemotherapy will receive  [insert  type or title of patient education materials] that includes information about:

· preparation,  administration, and safe disposal of oral chemotherapy. 
· For patients unable to assume responsibility for managing medication therapy, the above information will be reviewed with a family member, or other designated caregiver(s).
Prior to chemotherapy administration, all patients receiving chemotherapy are provided informed consent.  See standards #6 and #16 
· Informed consent will be obtained by [insert practitioner or other practice staff responsible] by using [insert title of practice informed consent and other patient education documents].
· The physician must document in the medical record that the patient has received informed consent.
References and Resources

1. ASCO Informed consent template-http://www.asco.org/ASCOv2/Practice+&+Guidelines/Quality+Care/Quality+Measurement+&+Improvement/Informed+Consent+for+Chemotherapy+Administration
2. Chemotherapy Treatment Plan &Summary- http://www.asco.org/treatmentsummary 

3. Cancer.Net/Chemotherapy- http://www.cancer.net/understandingchemotherapy  
4.  Polovich M, White JM, Olsen, M (eds.): Chemotherapy and Biotherapy Guidelines and Recommendations for Practice (ed 3). Pittsburgh, PA, Oncology Nursing Society, Appendix 3- Safe Management of Chemotherapy in the Home, Appendix 8,Informed Consent, 2009


	Chemotherapy Administration

	Prior to administration, at least two individuals approved by the practice to prepare or administer chemotherapy verify and document patient identification and planned treatment. See standard #18
· Two staff [insert physician, nurse, nurse practitioner, pharmacist, physician assistant, other approved by the practice] will:
· verify patient identification using [insert at least two identifiers e.g., medical record number, date of birth]
· confirm with the patient the planned treatment, drug route, and symptom management

· verify the accuracy of:

· drug name

· drug dose

· drug volume

· rate of administration

· route of administration

· expiration dates/times

· appearance and physical integrity of the drugs

· Document verification of the above by signing the [insert appropriate documentation, e.g., medical record, administration flowsheet or electronic record]
Extravasation is managed according to specific practice protocols.  See standard #19
· Extravasation procedure will be initiated by [insert type of practitioner, e.g., nurse, physician, other] at the first signs and symptoms of extravasation. [Insert signs and symptoms or relevant practice policies].  
· Pre-written antidote order sets and supplies are located [identify location of order sets, supplies, and procedure].
A licensed independent practitioner must be on site and immediately available during all chemotherapy administration. See standard #20
· A [insert licensed independent practitioner, e.g., physician, nurse practitioner] is on- site and immediately available during any chemotherapy administration. [Insert definition of on-site and immediately available].
References and Resources

1. American Society of Health-System Pharmacists: ASHP guidelines on preventing medication errors with antineoplastic agents. Am J Health-Syst Pharm 59:1648-1668, 2002

2. Polovich M, White JM, Olsen, M (eds.): Chemotherapy and Biotherapy Guidelines and Recommendations for Practice (ed 3). Pittsburgh, PA, Oncology Nursing Society, Chapter V, 2009 



	Monitoring and Assessment

	The practice maintains emergency protocols for response to life-threatening emergencies, including escalation beyond basic life support.   See standard #21
· Procedures for responding to a life-threatening emergency are located [insert location, manual, office].  These will be reviewed and updated by [insert staff, committee, etc. and schedule for review and update]. 
· [Insert procedure for familiarizing staff with emergency protocols].
For the duration of chemotherapy administration, patient assessment will be completed at every office visit (not including visits for laboratory or administrative matters). See standard #23
· Patient assessment will be completed by the [insert type of staff, e.g.,, physician, nurse/nurse practitioner, physician assistant] and documented in [insert medical record, flow-sheet, other document].  The assessment will  include:
· changes in clinical status, weight
· changes in performance status

· allergies, previous reactions, and treatment-related toxicities

· patient psychosocial concerns and need for support

· current medications, including over-the-counter medications

· complementary and alternative therapies
· If changes in medications are noted on assessment, the [insert type of practitioner, e.g., physician, nurse/nurse practitioner, physician assistant] will review at the same visit.
The practice will maintain a referral list of psychosocial and other supportive services. See standard #24
· The practice staff will maintain [insert title of printed materials, booklet, website(s)] listing current psychosocial and supportive services accessible by the staff and patients in their region or nationally.
The practice will establish a procedure for documentation and follow-up for patients who miss office visits and treatments. See standard #25
· The [insert title of staff, e.g., nurse, receptionist, administrator] will use [insert title of procedure or computerized system] to track patient’s missed office visits and treatment appointments, follow-up with the patient in a timely fashion, and reschedule appointments. [ Insert office procedure]
The practice will maintain standard definitions of disease- specific toxicities for planning, evaluation, monitoring, and documenting of treatment-related toxicities that have been selected by the practice. See standards #26 - #30
· All physician(s) and [insert other staff, e.g., nurse, physician assistant] use the [insert title of standard disease-specific toxicity system, table, website, or reference] when monitoring and documenting [insert medical record, flow sheet etc.] patients’ response to treatments. 
The practice provides staff with risk-free error or near-miss reporting process. See standard #31 
· The physician and practice staff use and maintain [insert title of protocol or procedure for risk-free error and near-miss reporting describing a process for reporting including how reporting occur, to whom, and any follow-up procedures]. 
References and Resources
1. American Society of Health-System Pharmacists: ASHP guidelines on preventing medication errors with antineoplastic agents. Am J Health-Syst Pharm 59:1648-1668, 2002- http://www.ajhp.org/cgi/reprint/59/17/1648
2. Institute for Safe Medication Practices- http://www.ismp.org
3. CTEP Common Toxicity Criteria- http://ctep.cancer.gov/protocolDevelopment/electronic_applications/docs/ctcmanual_v4_10-4-99.pdf
4. Cancer.Net - http://www.cancer.net/patient/Publications+and+Resources/Support+and+Resource+Links



Disclamer:

The ASCO/ONS Chemotherapy Administration Safety Standards (“Standards”) reflect consensus based on literature, science, and technology available at the time they were written, and are intended to guide healthcare practitioners to implement policies/procedures for safe chemotherapy administration in diverse practice settings.  The Sample Policies for Safe Chemotherapy Administration (“Sample Policies”) is intended to guide physician practices in the process of reviewing, updating, or creating their own policies and procedures related to chemotherapy administration in a manner that complies with the Standards.  The Sample Policy does not represent legal advice, does not include comprehensive standards for chemotherapy administration, and does not constitute a complete policies and procedures manual.  Using the Sample Policies is entirely voluntary and does not imply ASCO’s or ONS’ endorsement of any physician practice, treatment regimen, or product.  ASCO and ONS assume no responsibility for any injury or damage to persons or property arising out of or related to use of the Standards or the Sample Policies, any changes made to the Sample Policies by the user, or to any errors or omissions. All decisions with respect to the administration of chemotherapy and the use of the Sample Policy are the responsibility of the individual practices.
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