














Table 4. ASCO/ONS Chemotherapy Administration Safety Standards (Continued)

D. Sign (in record or electronically) to indicate verification was
done2827
19. Extravasation management procedures are defined; antidote
order sets and antidotes are accessible.??
20. Alicensed independent practitioner is on site and immediately
available during all chemotherapy administration.*?

Monitoring and Assessment

21. Practice maintains protocols for response to life-threatening
emergencies, including escalation of patient support beyond
basic life support.t2°
It is recommended that emergency protocols are reviewed
annually.

22. On each clinical visit during chemotherapy administration,

practice staff assess and document in the medical record:

A. Changes in clinical status, weight

B. Changes in performance status

C. Allergies, previous reactions, and treatment-related toxicities

D. Patient psychosocial concerns and need for support?
This standard applies to all clinical encounters (practitioner
visits, chemotherapy administration visits, but not laboratory
or administrative visits).

23. At each clinical visit during chemotherapy administration, prac-
tice staff assess and document the patient’s current medications,
including over-the-counter medications and complementary and
alternative therapies. Any changes in the patient’s medications
are reviewed by a practitioner during the same visit.?®
This standard applies to all clinical encounters (practitioner

visits, chemotherapy administration visits, but not laboratory or
administrative visits).

24. The practice maintains a referral list for psychosocial and other
supportive care services.>%

25. The practice establishes a procedure for documentation and fol-
low-up for patients who miss office visits and treatments.":3

26. The practice evaluates and documents treatment-related
toxicities using standard definitions or criteria selected by that
practice.?831
Examples include NCI Common Toxicity Criteria and WHO Toxic-
ity Criteria.

27. The practice has policies and procedures that identify:

A. A process to provide 24/7 triage to a practitioner (e.g., on-call
practitioner, emergency department) for care of toxicities

B. Consistent documentation and communication of toxicity
across sites of care within the practice (if applicable).*6:

28. Toxicity assessment documentation is available for planning
subsequent treatment cycles.®

29. The practice has a process to track cumulative doses of
chemotherapy agents associated with a risk of cumulative
toxicity.*

30. The practice uses standard, disease-specific processes to moni-
tor treatment response (e.g., use of evaluations, laboratory re-
sults, or scans/imaging) that are based on published literature/
guidelines or are determined by the practice.>*6

31. The practice has a process for risk-free reporting of errors or
near misses. Error and near-miss reports are reviewed and
evaluated at least semiannually.?”:2

Note. Explanatory notes or examples are provided in italics, when applicable. Disclaimer: These standards related to patient safety for
chemotherapy administration in the ambulatory/outpatient setting were developed jointly by ONS and ASCO using a consensus process.
The standards are intended to reflect current thinking on best practices but are not comprehensive and do not account for individual pa-
tient variation. It is the responsibility of each administering agent to determine the best methods for chemotherapy administration for each
patient. The standards are not medical advice or legal advice. To the extent that the standards conflict with applicable federal, state, or local
legal requirements, practitioners should comply with those requirements. The administering agent is solely responsible for, and assumes all
risks of, administering chemotherapy drugs notwithstanding any adherence to the standards herein. ASCO and ONS disclaim any and all
liability with respect to the standards and the execution of the standards by any party.

Abbreviations: ASCO, American Society of Clinical Oncology; DOB, date of birth; IRB, institutional review board; NCCN, National Com-
prehensive Cancer Network; ONS, Oncology Nursing Society; NCI, National Cancer Institute.

* Implementation exception.

decision support tools, and performance measurement,
common practices and procedures must be standard-
ized if care is to be as safe and efficient as possible.
Uniform approaches to diagnosis and treatment have
become commonplace in many medical specialties.
For example, adherence to the use of a simple checklist
prior to the placement of a central catheter in the criti-
cal care setting results in improved outcomes.* Because
of the complexity of chemotherapy administration and
the risk of severe adverse effects, standardizing care in
settings where chemotherapy is delivered is essential.

The current article represents a successful collabora-
tion between ASCO and ONS and provides a series of
consensus-derived safety standards that are intended to
provide a basis for the safe administration of outpatient
chemotherapy to adult cancer patients. Standards were
defined based on a structured and iterative process
that included an open public comment period. We

defined a standard as an expectation of care based on
well-defined criteria (Table 1). Nearly half of the draft
standards were eliminated during the review process
either because they were duplicative or did not meet
all of the required criteria. The final set of standards is
applicable to all outpatient oncology settings; however,
it is known that not all practices will be able to achieve
all standards immediately on publication.
Development by consensus with public comment
was a new process for ASCO and ONS. Both organiza-
tions used existing member and public communication
mechanisms to publicize the call for public comments,
as well as targeted outreach. Additionally, develop-
ment workshop participants were asked to advertise
the public comment using their Web sites/communica-
tion tools. There are limitations to the public comment
approach. It is unknown how representative the survey
respondents are of the membership of ASCO or ONS or
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of the population of medical oncologists and oncology
nurses in the United States in general. In addition, the
number of respondents was small compared with the
entire membership of either organization. ONS has ap-
proximately 37,000 members, and ASCO has more than
27,000. Physicians were under-represented in public
comment; however, ASCO/ONS Steering Group mem-
bers learned that physicians often delegated response
to the survey to nurses or others on staff. Ultimately,
the comments received reflected many of the diverse
professionals involved in chemotherapy administra-
tion, as well as patient advocacy groups.

During public comment period, the ASCO/ONS
Steering Group learned of the newly published
Guidelines for the Safe Prescribing, Dispensing and Ad-
ministration of Cancer Chemotherapy from the Clinical
Oncological Society of Australia.* Although the two
efforts had different goals and reflect different systems
of care, there is significant overlap, and each validates
the other.

How should the ASCO/ONS chemotherapy admin-
istration safety standards be used? Of importance, the
standards are voluntary but represent consensus across
a broad range of stakeholders. We suggest that medical
oncology practice staff assess their own compliance with
each of the standards. For areas requiring improvement,
practice members should prioritize time and resources
and set achievable goals. To help practices rapidly com-
ply with the standards, ASCO and ONS will provide
tools and resources to assist in practice implementation
(http:/ /www.asco.org/safety and http://www.ons.
org/clinical/). Once compliance has been maximized,
practices should create a mechanism for periodic sur-
veillance.

Regulators, payers, and patient advocacy groups
have growing influence on the provision of cancer care.
Oncology specialty societies are well positioned to re-
spond to these groups by defining and disseminating
best practices and standards of care, helping to create
an environment of transparency, and creating tools for
measuring the components of care. The ASCO/ONS
chemotherapy administration safety standards are the
result of a successful collaboration led by oncology
providers, with broad input from diverse stakeholders.
Regular review of these standards will be needed as
the practice of medical oncology continues to evolve
rapidly.

We acknowledge all of the workshop participants, who volun-
teered their time and expertise to developing the initial draft
standards (for a full list, go to http://www.asco.org/safety). We
also acknowledge the hundreds of reviewers and commenters
who contributed during the public comment period.
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