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Summary: Meeting One

Reviewed why safety standards are important

ASCO’s own initiative to certify oncology practices based on quality
standards

Reviewed several documents as the basis of uniform standards:
1) 2013 ASCO-ONS Standards for Safe Chemotherapy Administration
2) CDC Basic Infection Control Plan for Outpatient Oncology Settings
3) NIOSH Alert
4) ASHP Guidelines for Handling of Hazardous Drugs

Group consensus that uniform minimum standards in the areas of
accurate dosing/administration, infection control, and handling of
hazardous drugs are needed

Initial thoughts and discussion about the challenges in a community-
based outpatient setting

Need to get more specific information standards for rheumatology
infusion centers
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NIOSH/CDC PRESENTATION

Thomas Conner and Ken Mead



NIOSH Activities on Occupational

Exposure to Hazardous Drugs

NIOSH Alert on Antineoplastic and 2004 (2015 update underway)

Other Hazardous Drugs in Health Care

Settings

NIOSH List of Hazardous Drugs 2004, 2010, 2012, 2014 (2016 underway)

Personal Protective Equipment for Health 2009
Care Workers Who Work with Hazardous

Drugs

Safe Handling of Hazardous Drugs for 2010
Veterinary Healthcare Workers

Medical Surveillance for Healthcare 2013
Workers Exposed to Hazardous Drugs




2004 NIOSH Hazardous Drug
Alert

NIOSH published Alert in 2004

Product oilc( NIOSH Hazard(c))us 7

Drug Working Group: (~5

part%ers/stal?eholdeprs() m‘;‘gi E RT
Utilized  established lists of AT
Nazardous drugs firom: 4 e
IRStIitUtions =
Added 5th list generated by e
PRARMA

Plan was to update list
“annually™



NIOSH Criteria for Hazardous
Drugs

Any. drug identified by at least one of the
following six characteristics:

Carcinegenicity
- [lerategenicity or developmental toxicity:
- Reproductive texicity infhumans

- Organ: toxicity at low deses in humans (<10 mg/day) or
animals (<1mg/kg/day)

- Genotoxicity.

- New drugs that mimic existing hazardous drugsiin
SCFUCCLURE OF tOXICILY.

(NIOSH, 2004)



NIOSH Hazardous Drugs

NIOSH conducts a fHazard ladentiiication
We do not do a R/sk Assessment

The risk depends on:

- how the drug is used

- Infwhat setting

 how often It Is used

Each institution should determine risks for.
the drugs they use



Hazardous Drug Update Process

Review all new. FDA drug apprevals (~2-years)
Review all FDA (MedWatch) warnings

Initial triage (remove ebvious Non-hazardous
drugs)

NIOSH: review/recommendations

Panel meeting/review.

NIOSH review

Federal Register Notice (60-day. comment
period)



Hazardous Drug Update Process

NIOSH review/reply to' Docket comments
Panel review

Submission to: NIOSH Office of: Director
Review withr NIOSH OD

Prepare final document

Einal submission to NIOSH OD

EDA notification

Publishiin' Federal Register and on' NIOSH
webpage



NIOSH Updates to List of
Hazardous Drugs

New: NIOSH' format for hazardous drug list
2014 list will'have three categories
- Antineoplastic Drugs (AHFS 10:00)
- Non-antineoplastic Hazardous Drugs
- Drugs with Reproductive Effects



NIOSH Medical Surveillance

NO Specific Biomarkers
Annual Medicall History.

Annual Reproductive History (when
appropriate)

LLaboratory. Tests:

= Follewingran exposure

= WWhen a health issue arises




BARRIERS

Edward Lee
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OTHER STATES’ ACTIVITIES

Celeste Lombardi



Washington Law on Occupational Safety
for Handling Hazardous Drugs

e SB5594 was signed April 2011 and requires the Washington
Department of Labor and Industries to develop rules that are
consistent with recommendations from NIOSH.

e Washington was the first state to require health care employers
to take precautions to prevent exposure of the health effects
associated with hazardous drugs.

e The Hazardous Drug Advisory Committee was formed to advise
the Department of Labor and Industries on new NIOSH updates
and unanticipated issues related to the safe handling of
hazardous drugs.

e The committee has until January, 2015 to develop a written
control plan. By July 2015, employee training needs to begin. By
January 2016, appropriate ventilation systems need to be
installed.

Retrieved from www.safetyandhealthmagazine.com/law-protects-Washington-state-health-care-workers-from-hazardous-drugs,
http://mww.wsmos.org/assets/Britell_Handouts.pdf
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Hazardous Drug Legislation -
Enforcement Authority

Washington State - RCW 49.17

e Director, Dept. of Labor & Industries (or agent)
e Authority to:

Conduct inspections (may not give advance notice)
[ssue citations (or notices for de minimis violations)
[ssue restraining orders for dangerous conditions
Impose civil penalties not to exceed $70,000 per
violation

Refer for criminal penalties for certain offenses (e.g.,
violation causes death of employee; failure to comply
with restraining order; giving advance notice of
inspection)



California Legislation on Occupational Health
and Safety Standards: Hazardous Drugs

e (alifornia Assembly Committee on Labor and Employment passed a bill in April
2013 (AB1202) requiring the Occupational Health and Safety Standards Board to
adopt a standard relating to the safe handling of antineoplastic and other hazardous
drugs (as defined by NIOSH) in health care facilities, regardless of setting.

e The Standards Board is the standards setting agency within California’s OSHA
Program. They will consider input from hospitals, practicing physicians whose
specialties are impacted including oncologists, organizations who represent health
care personnel and other stakeholders.

e The standard shall be consistent with the NIOSH 2004 alert entitled “Preventing
Occupational Exposures to Antineoplastic and Other Hazardous Drugs in Health
Care Settings” and 2010 update.

e The bill was sponsored by Becton Dickinson and Company (BD Medical) arguing
that the NIOSH guidelines for safe handling of hazardous drugs has been voluntary
and reported to be sporadic.

Retrieved from www.leginfo.ca.gov, AB1201 Assembly Bill-Bill Analysis



Hazardous Drug Legislation -
Enforcement Authority

California - Labor Code, Sec. 144.8

e Chief, Division of Occupational Safety & Health (or agent)
e Authority to:

Conduct inspections (may not give advance notice)
[ssue special orders to correct unsafe conditions
[ssue citations (or notices for de minimis violations)

Impose civil penalties (up to $7,000 - $70,000 per
violation)

Refer for criminal penalties for certain offenses (e.g.,
serious or repeated violations of standards/orders;
violation causes death or serious impairment of
employee)



Maine Legislation for Safe Handling of
Hazardous Drugs

 Emergency legislation was introduced in December 2013, directing the
Commissioner of Health and Human Services to adopt rules
establishing an occupational safety and health standard for the safe
handling of antineoplastic drugs in health care facilities regardless of
the setting. It did not pass as emergency legislation but was re-
introduced into the 2014 legislative session.

e The standard must be consistent with the recommendations of the
Department of HHS, the CDC, NIOSH 2004 alert and 2010 update.

e Key stakeholders whose input shall be considered in the new
requirements include hospitals, practicing physicians from impacted
specialties including oncologists, organizations representing health
care personnel including nurses and pharmacists, and other
stakeholders. They shall also determine a reasonable time for
implementation of the new requirements.

Retrieved from www.mparx.com LD-1599-HHS-to-create-standard-for-the-handling-of-antineoplastic-drugs-in-health-care-
facilities.pdf



North Carolina Law for Safe Handling of
Hazardous Drugs

e House bill 644 was passed in April, 2013. Itrequires the
Commissioner of the Department of Labor to create and
develop a separate division known as the Occupational
Safety and Health Division, which will adopt rules
following the NIOSH recommendations for the safe
handling of hazardous drugs.

e A director will administer this division, under the direction
of the Commissioner. The Commissioner shall enforce the
rules and investigate complaints in accordance with the
law.

Retrieved from http://www.ncleg.net/Applications/BillLookUp/LoadBillDocument.aspx



Closed System Transfer Devices

NIOSH recommends that in addition to the
use of personal protective equipment
(gown, gloves, mask, cap, biological safety
cabinet), health care workers should use an
effective closed system transfer device.

The CSTD minimizes the exposure to
hazardous drugs and their harmful effects.
A CSTD is defined by NIOSH as a system
that "mechanically prohibits the transfer of
environmental contaminants into the
system and the escape of hazardous drug
or vapor concentrations outside the
system". Several companies have FDA
approved devices, including BD PhaSeal,
Chemolock needle-free system, Equashield,
and Braun closed systems.




Impact of Using a Closed System Transfer Device on

Reducing Occupations Exposure to Hazardous Drugs

A study from a Japanese hospital in April 2013 reported on the efficacy
of using BD’s PhaSeal in reducing environmental and occupational
exposure to cyclophosphamide(CP). Environmental and staff sampling
was performed using sampling wipes and obtaining 24 hour urine
samples pre- and post-institution of BD’s PhaSeal system. After 7
months of initiating the use of the closed system, minimal levels of CP
was detected on 1 of 6 sampling wipes. Minimal levels of CP were

detected in the urine samples of staff. (retrieved

fromhttp://www.ncbi.nlm.nih.gov/pmc/articles/PMC3698436/
http://dx.doi.org/10.1186%2F2193-1801-2-273)

An article published in the Journal of Oncology Pharmacy Practice (Feb
2010) reported on an Australian hospital’s pre and post-
implementation study of PhaSeal. CP was the surrogate marker for all
cytotoxic drugs. After 12 months, surface contamination was reduced
by 75%. (retrieved from doi:10.1177/1078155209352543)
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OTHER STATES’ ACTIVITIES

Karen Michaels



What are other states doing?

e Kentucky - no separate regulations for
outpatient oncology; just follow USP
795/797

e Nevada - no separate regulations; follow
USP 797

e Indiana - USP 797; medical licensing board
has control over physician offices but no
compliance officers in the field




What are other states doing?

e Michigan - new regulations passed 2 Jul 2014
related to sterile compounding

- Essentially summary of USP 797

- No specific statues related to hazardous
compounding

e Utah - no separate regulations for outpatient
oncology; just follow USP 795/797

e Ohio - no separate regulations for outpatient
oncology; just follow USP 795/797



What about ASHP?

e Infection control/Dosing

— Joint Commission and CMS standards

e Likely most commonly used standards due to reimbursement
issues

— ASHP’s Best Practices
e Not enforceable; often used as reference by regulatory bodies

e Disposal of hazardous materials
- NIOSH
- USP 797

e Technically enforceable...butis it being enforced??

- USP 800

e Not yet enforceable



QOPI

Paul Celano



Quality Oncology Performance
EYE

Paul Celano, MD

President, Maryland DC Society of
Clinical Oncology



( I) THE QUALITY ONCOLOGY
PRACTICE INITIATIVE
Quality Cancer Care: Pursuing Excellence

Quality assessment and
improvement program for US-
based outpatient hematology-
oncology practices — to create a
culture of self-examination and

improvement

Pursuing Excellence

Copyright © 2013 American Society of Clinical Oncology. All rights reserved.
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Implement

Improvement QOPI
Participation
'Y

I 27\

Review Reports

’

One look is never enough...

Improvement Plan

Identify Areas for
Improvement

Rapid Cycle Quality
Improvement

Standardized process and tool for
ongoing assessment and
improvement in practice

Key to successful participation is to
identify the QOPI Champion within
your practices

QOPI is only part of the rapid cycle
quality improvement process.
QOPI can help inform your
improvement efforts by identifying
areas upon which to focus for
improvement strategies

ASCY

American Society of Clinical Oncology

Copyright © 2013 American Society of Clinical Oncology. All rights reserved.




( OP *THE QUALITY ONCOLOGY
PRACTICE INITIATIVE

CANCER'1INQ

N

QOPI Certification
Program Launched

Evolution of QOP|® ®»

Q0P
100P!

QOPI offered to full
ASCO membership

(2006) Expansion and

design changes
(2013-2014)

Measure and content
expansion
(2006-2010)

O “Unless one engages practicing physicians in
the basic structure, quality will never become

QOP! Pilot Phase part of the fabric of practice...
(2002-2005)

Joseph Simone, MD

ASCE)

American Society of Clinical Oncology

Copyright © 2013 American Society of Clinical Oncology. All rights reserved.



( I) *THE QUALITY ONCOLOGY
PRACTICE INITIATIVE

Measures are selected and adapted
by practicing oncologists

Test & ~

Implementation Guidelines

I 1. Evidence-based \

2. Consensus

Specification for Indicator
Collection [QOPI] Development

\ Prioritization for ’

Measure
Development

Comprehensive library of reliable
and tested measures...

More than 160 measures in
use and maintained

Ongoing efforts include:
— Radiation Oncology

— Prostate Cancer

— Palliative Care

— Patient Reported
Outcomes and outcome
measures ASCE

American Society of Clinical Oncology

Copyright © 2013 American Society of Clinical Oncology. All rights reserved.




C "THE QUALITY ONCOLOGY
PRACTICE INITIATIVE

What we measure

Breast Cancer

Colorectal Cancer
Non-Hodgkin’s Lymphoma
Non-small cell Lung
Cancer

Ovarian, Fallopian Tube,
Primary Peritoneal

(gynonc)

Disease—
Specific
Modules

Domain- e End of Life Care
Specific e Symptom/Toxicity
Modules Management ASCE

American Society of Clinical Oncology

Copyright © 2013 American Society of Clinical Oncology. All rights reserved.
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\ PRACTICE INITIATIVE

e feiae . Practice

Flexibility in how E ,
Reports by office

you report data... ‘ location and

practice roll-up

Practice Main

Account Reports by

Site A, Site B, Site C practice roll-up
2, only

* Practices with more than one office location can submit

information by office location or using one main account

* How you sample your charts impacts eligibility to apply for

QOPI" Certification

*Physician-level reporting is also included ASCE

American Society of Clinical Oncology

Copyright © 2013 American Society of Clinical Oncology. All rights reserved.




PRACTICE INITIATIVE

C)OP °THE QUALITY ONCOLOGY MEthOdOlOgy - Overview

*Corresponding physician and QOPI account administrator
* Nurses, NP, PA, MDs, fellows, admin with clinical oversight

Manual abstraction into web-based system

QOPI provides chart selection methodology, abstraction
guide, and training

1 day first time for training (documentation, calls,
webinars)

1 day to 1 week to identify charts
* 45 min — 1 hour per chart in the beginning

ASCY

American Society of Clinical Oncology

Copyright © 2013 American Society of Clinical Oncology. All rights reserved.




“THE QUALITY ONCOLOGY
PRACTICE INITIATIVE

Q0P

on the HOME PAGE of the wed-based application

ASCO QUALITY PROCGRAMS

Key sections on the HOME PAGE of the web-based application
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FeEd baCk and Monitoring Print | Exportto Excel | Exportto CSV | Close Window

Ability to add relevant comparison groups

QOPI® Measures Summary Report

Oncolog

Heasure (%) Fall 2012 Fall 2012 Fall 2012

N o
Denom Max Charts Max

Core

Pathology report confirming malignancy 98.76% | 90.00% | 100.00% 98.42% 100.00%

Staging documented within one month of first office visit 84.39% | 43.48% | 100.00% 83.558% % | 100.00%
Pain assessed by second office visit 93.91% | 35.00% | 100.00% 91.05% e | 100.00%

::::]mtens-ty quantified by second office visit (Includes documentation of no 92.64% | 43.24% | 100.00% 90.00% % | 100.00%

Plan of care for moderate/severe pain documented 82.08% | 7.69% |100.00% 75.50% 100.00%
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*THE QUALITY ONCOLOGY
PRACTICE INITIATIVE
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Guidance Uptake and Demonstrated Improvement

QOPI Results

Measure #1

-t Measure #2

Spring Fall 2009 Spring Fall 2010 Spring Fall 2011 Spring  Fall 2012
2009 2010 2011 2012

ASCE

American Society of Clinical Oncology

Copyright © 2013 American Society of Clinical Oncology. All rights reserved.
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PRACTICE INITIATIVE

\_//_ QUALITY
OF CARE

Resources for Potential Gaps in Care

ASC@® University’

Fertility preservation

Treatment summary to patient

Infertility risks discussed
Treatment summary process complete
Smoking cessation counseling
@
)

Enrolled in hospice more than 7 days

Hep B virus test prior to rituximab (NHL : —
° ) R ASC@® University
Adjuvant chemotherapy recommended Stage IA NSCLC

(Lower Score - Better)

ASCE)

American Society of Clinical Oncology

Copyright © 2013 American Society of Clinical Oncology. All rights reserved.



Comparative
Results

Systematic
Process and
Tool

Continuous Quality Assessment and Improvement

( P °THE QUALITY ONCOLOGY
PRACTICE INITIATIVE ASCE)
na Excellence American Society of Clinical Oncology

Copyright © 2013 American Society of Clinical Oncology. All rights reserved.




Program Goal: Practice Improven

* Promote the highest quality cancer
care as defined by the clinician
experts

* Provide a trusted solution to satisfy
external demand for quality
activities.

QC

QOPI Certification Program

Copyright © 2013 American Society of Clinical Oncology. All rights reserved. 19



% Administration of
anticancer agents is
complex and fraught with
the potential for patient
harm

% Clinicians seek to
provide safe, high quality
patient care

% ASCO’s Quality
Oncology Practice
Initiative Certification
Program provides a
Pathway and Designation
of achieving safe and
high quality cancer care.

Copyright




QCP

QOPI C

~ b

E‘ r—t
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—
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There is growing appreciation that

Standards 2° the complexity of our interactions
increase, standardization of care
improves outcomes and increases
safety.

Copyright © 2013 American Society of Clinical Oncology. All rights reserved.




The QOPI Certification designation can be used by certified
practices to demonstrate a commitment to quality

BENEFITS OF QOPI CERTIFICATION INCLUDE:

* Practice Improvement — Benchmark performance, implement improved
systems, and provides structural standards to aid practice management.

A Demonstration of Quality — Benchmark against national standards and
demonstrate improved standards and processes to safeguard both
practice and patients.

* Improved Efficiency, Effectiveness — Translate policies and procedures
into practice and streamline interdepartmental communications to keep
better records and avoid costly errors.

* Public Trust, Competitive Edge — Achieve recognition from health plans
and incorporate QOPI Certification status in practice marketing materials
to patients, caregivers, and your medical community.

Copyright © 2013 American Society of Clinical Oncology. All rights reserved. 22



20 Certification Standards

Practices applying for QOPI Certification must meet the 20 Certific
based on the ASCO/ONS Standards for Chemotherapy Administration

PRACTICE Staffing

AREAS

Treatment Planning & Chart Documentation

Informed Consent

Chemotherapy Orders

Drug Preparation

Chemotherapy Administration

Patient Monitoring and Assessment

Preparedness for emergency situations

Oral Chemotherapy

Patient Education

QCP

QOPI Certification Program

Copyright © 2013 American Society of Clinical Oncology. All rights reserved.



=
Program Eligibility QCP

e Certification is awarded on the practice level. To be eligible to apply, a
practice must:

» participate in a QOPI collection round and abstract charts for the 5
modules required for Certification (symptom/toxicity management,
EOL, Breast, CRC and NSCLC) (Specialty clinics abstract only for
modules that apply.),

» follow the QOPI sampling methodology and meet your target
number of charts per module, and

» meet the scoring requirements.

Multi-site practices must participate in QOPI and apply with all practice
sites. For the purposes of Certification the defining feature of a
“practice” is use of the same policies and procedures. Practice must
demonstrate they are functionally integrated.

Copyright © 2013 American Society of Clinical Oncology. All rights reserved.




Where we are heading....

Current QOPI"

Ability to manual Improvement Training & Tools
abstract with

flexibility of focus Ql Training

Batch upload |Program .
of data for Virtual learning Pllot QO.PI to
Certification QOPI collaborative mternatlogal
Ql Toolbox members in QOPI

reporting ! 2013 and participation

PI-CME website explore satisfies PQRS
franchise reporting
models requirements
in 2014

Gateway to QOPI

mﬁem).,w CancerLinQ™

C P “THE QUALITY ONCOLOGY \, >( l, I
PRACTICE INITIATIVE

QOPI Certification Program

Copyright © 2013 American Society of Clinical Oncology. All rights reserved.




% Administration of
anticancer agents is
complex and fraught with
the potential for patient
harm

% Clinicians seek to
provide safe, high quality
patient care

% ASCO’s Quality
Oncology Practice
Initiative Certification
Program provides a
Pathway and Designation
of achieving safe and
high quality cancer care.

Copyright




ASCO/ONS Chemotherapy Safety Standards

Original Contribution

2013 Updated American Society of Clinical
Oncology/Oncology Nursing Society Chemotherapy

Administration Safety Standards Including Standards for the
Safe Administration and Management of Oral Chemotherapy

By Michael N. Neuss, MD, Martha Polovich, PhD, RN, AOCN, Kristen McNiff, MPH,
Peg Esper, MSN, RN, ANP-BC, AOCN, Terry R Gilmore, RN, Kristine B. LeFebvre, MSN, RN, AOCN,
Lisa Schulmeister, MN, APRN-BC, OCN, FAAN, and Joseph O. Jacobson, MD, M5¢




Favlew cinical Informatien and select regimen

+
Treatment planning and informed consent

Responss nd toxdcity monttonng

Figure 1. Cral chemaotherapy administration flow.




Table 1. ASCO/ONS Chemotherapy Administration Safety Standards: Definitions

Term

Definition

Adharence

Chematherapy

Chamatherapy regimen

Chamatherapy seting jste)
Clnical encountar

Complance
Parsisience

Praciitioner

The: degree of extant of conformity 1o the providar's racommendations about day-to-day freetment with respect to
fiming, doeing, and fregquency (Synonymous with compllance).

Al antinecplastic adents usad 10 ireat Cancer, given through ordl and paremieral routes of othar routas as spaciied
N the standard. 5 InClude targetad apents, akylating agents, antimetabolies, plant akaoids and
lerpencids, 1opoisomerase Inhibiors, antiturmor anfbiotics, monodonal antbodies, and Doiogics and refated
aents. Hormond therapies ara not inciuded In e defnition of chematharapy for the standards.

{ine ar mare II-’I'IHI'IEH'IET!.FELUG -HEH'IE- used alone of In combination In 2 wel-defined F-I'th}l:ill EE'l'I-Ef-H]'!.'
aciinistered cyclically.

Al chemotherapy treatment settings inpatient and culpatient).

Cnical encouriers Inciude each inpatient day, praciitionar wisks, and chemotherapy adminisiration visits, out not
laboratony of adminkratve visks.

The degree of extant of conformill o the provider's recommendations about day-to-day freatment with respect to
fiming, dosing, and fraguancy [Synonymous with adherance).

The ahility of 2 persan to continua o take medication over the prescribed and chronic course of an liness,
nciuding getiing and taking refits on Irifial prescriptions, often refiecting education.

Liceresed independent praciitionsr, ncluding physicians, advancad pracice nurses (nursa praciiioner or clnical
nursa specialist), andéor physidan assisiants, &= detemnined by ctaie .




Table 2. Summary of Changes and Additions to the 2011 ASCOMONS Chamotherapy Administration Safety Standards

Changes

2013

Public Comment (% *yes” responses rounded down) Standards

Aded “and S-HJ'E'MI'E"'IJ ol harardous chamother-
apy agants"
Abded “in the hedih care sating”

Proposed fertilty discussion/pregnancy screening

Fra EszEEEMEnt Of Damers Dedone nitiaton

oral chamotherapy

Proposad standand andressing drug siorage

Pro documentation of changes made to oral
chamotnerapy regimens

Pro lteme to Inciude In 2 prescrption for ol
chemaiherapy

Proposed communicalion for discontinuation of
oral chamatherapy

Additiores of Izbaling requirements spectic to oral
chamotherapy

Proposed standard io document patient
engagement

Proposed addiions to patient aducation matensis.
Proposed verfication of [V pump raie If applicabie.

F‘I'GFFEE-E!: E==ec=ment of adharence 1o oral chiemo-
therapy

Pro medication raconciiation and dnug-drug
teraction anatysis &b each cnical ancoUrTE.

Fro addiion of *monfioring ws=" to edsting
“fancaras

Proposed changes to enhEance comimunication

Pro standard 1o monitor adnensnce and
towicity In aral chermotharapy

B — MO chanpes mada. 10

B3 — MO changes mada. 1F

1% _SpitInfo two standards; pregnancy screening added to 2 and 2C and 180

fertiity exducation addad o 8
A5% —Proposad standard revised on e basiks of COmMmEens. 2l

£5% — MInimal edits made on the basls of comments.
£% — Mo chanpes mada.

B2 —Propo=ad standards evised on the basis of comments.

81% —Minimal edits made based on comments.

B5% — N0 Changas mada.

B9 —Comments rakEed concems about the -Elﬂlt"”l:l measE0Ia E'FEEI}EH'EFI'I
Dropped a5 a standard; concept Incorporated Into exssting standarg.

BE% —Revised to reflect spechic needs of oral chamatherapy.

88% —Edibad Enguage to Improve clarky and e ailty to assess.

AT —Considerations ralsed in public comment wene discussad at the
workshop. Changed from policy to process In place.

B0% —Minor edits from workshop discussion and comments. Revised
ext=ting standard.

£81% —Proposad change not made, as the standard incorparates sl typas of
VENE.

87%—Edibad curmeant standerd for clarty In rasponse o public comment.
E3% —NO ChEnges maoa.

Abpbredation: I, Imrasanous.




Table 4. American Sociaty of Clinical Oncology/Cncology Nursing Sociaty Chemotherapy Administration Safety Standards

Chematherapy Administration Satety Standards

Stafing-elefed Siandands
1. The practicadnziution has polcias, procedures, andior puideines for verficaion of iraining and confiruing aducation for clnical staf

A. Onders for parenteral and oral chemodherapy are wiitien and signed by Bcansed Independent EEWHHE‘M:: are defermined io be qualfiad by ihe
practice/nstitution according to the practice’sAnstitution's polices, procedures, and/or guidelnes,

8. Chemotherapy dnugs foral or parenterd) are prapared by 2 phamacist, pharmmecy technician, or nurse detemmined to be qualfiad according fo the
practice’s polcies, procedLres, andior guidelinas.,

C. Only qualfiad physicians, physicien a=sisiants, advenced praciice nurses, of registered nursas administer chamofnerapy.

. The practicadnstiution has a comprehansive educational program for new stail administerng chemotherapy, incuding & competency assecsment, of the
practice/nsiitution uses an estabilEhed educationsl p\rf_?amsgamng chemotharapy adminktration that ends In mmm:% aeseEEment. Education and
competency assecsment regarding chemotherapy administraion incldes all routes Of adminisiration used n the practice/nstitution sita jeg, parantaral,
oral, nirathecal, Infrapertonéal, Infavesicula), and safl handing of hazardous chemotherapy apants.

AN BYampie of an actshishad acucationsl program & the ONS Chemotherspy and Blofharapy Course,
£, The practicemstiulion has & standard mechanism for manitoring chamatherapy adminkstration compeatency & spacied intanaks,
Annual E‘EITF'H'-E'TE';' MEGSSECSMA [S racommended.

F. Theere must be at least one clinical SE3fT memier who maintains cument carifcation in baskc He support on she during chemaotherapy adminisiration i he
health cana setting.

Canficanion showd be fom a natonaly scoradfted course. Cincal staff inclioss Stafl imvohed in patiant cars; ANS, MDs, NPs, 8c




Table 4. American Sociaty of Clinical Oncology/Oncology Nursing Sociaty Chemotharapy Administration Safety Standards

Chematherspy Administration Safety Standards

Chemotherapy planning: Chart documentation standards
2. Baforg the first administration of a2 new chemotherapy regimen, chart documentation available to the practice/institution includes:

A. Pathologic confirmation or verification of initial diagnosis. If original pathology report is uncbtainable, note of explanation is in chart or a referance to primary
source pathology.

This sfandard does not imply the nead to rebiopsy i not chinically necassary.

B. Inial cancar stage or currant cancer status. Cancer stage is defined at diagnosis. Cancer status includas a cument descriphion of the patient's diseasa
since diagnosis/staging, if rekevant (ag, recurrenca, metastases).

C. Complete madical history and physical examination that includes, at minimum, height, weight, pregnancy screening fwhen applicable), and assassment of
ongan-spacihic function as appropriate for the planned regimen.

Eﬂ;ﬂ]ﬂb ?f asf;;assmm_f of organ-speciic function as appropriate for the planned regiman: pafiant plan for cisplatin requires prafreatment assassment of
ey function.

D. Presence or absence of allergies and history of other hypersensitivity reactions.

E. Documantation of patient’s comprehension regarding chemotherapy regimens (and associated medications), induding information regarding disease.
F. Assessment regarding psychosocial concems and nead for support, with action taken whean indicated.

Documentation of psychosocial concems may include copy of distress, depression, or anely sﬂremmgmrm in the chart; .’crenf saif-raport of disfress,
daprassion, or anely; or chart documentation regarding patient coping, adiusfment, daprassion, distrass, anxiaty, m‘rﬂ_rmal stafus, family support and
carg gving, coping style, cutiural background, and socioeconamic stalus.

(5. The chemotherapy treatment plan, including, at minimum, chemotherapy drugs, dosas, anticipated duration, and goals of therapy.

H. For oral chemotharapy, the frequency of office visits and monitoring that is approprate for the individual and the antineoplastic agent and is defined in the
treatment plan.

|. Before inttiation of an oral chemotherapy regimen, asuassrrnant of the patient's ability to cbtain the drug and administar & according to the treatment plan is
documentad, along with a plan to address any identified iss

Assassment includses socioaconomic, psychosocial, financial, adminisirative and reguiafory factors that may influence initiation and/or adharance to
prescribad ragimen.




General chemotherapy practics standards
3. The practica/institution:
A. Defines standard chemotherapy regimens by diagnosis with references readily available, and/or
B. Identifies sourcels) for chemotherapy regimens, including kocal or centralized institutional review board-approved clinical research protocols or guidelines.

4. For orders that vary from standard chemotherapy regimans, praciiionars provide a supparting reference. Heasons for dosa modification or excaption orders
are documantad.

Excaption ordars may inciude notation that standard treatment is confraindicated as a resulf of pre-axisting comorbidity, organ dysfunclion, or prior therapy.
5. The practica/instifution maintzins writhen stafements that determine the appropriate time interval for regimen-specific laboratory tests that are:

A. Evidanca basad when national quidalines axist (ag, Amarican Society of Clinical Oncology or National Comprehansive Cancer Network guidalines), or

B. Determined by praciitionars at the ste.

Documentation of regimen-spectic laboratory tests may be part of standardized regimen ordars.

6. The practicafinstifution maintzins a policy for how informed consant & obtained and documanted for chemotharapy.

The pra; fution may provida opbio: usa of chart documantation of patisnt consant or a signed patiant consant form) that afow for
vanation among practitionars in the p ]

. i the practica/insiitution administers chemotherapy that is prepared (mixed) off site, the practica/insfituion maintains a policy for quality control of that chemo-
tharapy.

8. I practicafnatitufion manages its onn pharmacy, the practice/insftution has a palicy ragarding the storage of chematherapy (including separation of look-a-
ke products, sound-a-ika products, and agents avaliable in multile strengths). Chamotherapy is stored in & designated area accarding fo reguiatory
quicklines.




Chemotharapy order/prescription standards

9. The practice/institufion does not allow verbal orders excapt to hold or slop chemoiherapy administrafion. Mew ordars or changes to onders, including changes
to oral chemotherapy regimens (eg, dose adjusiments communicated directly fo patients), are documented in the medical record.

Fax and g-mail onders are considaned wittan orders.
10. The practice/institution maintains and wses standardized, regimen-level, preprintad or electronic formes for parental chemotherapy prescriplion writing.
Standardired forms may be incorpovated into e-prescribing soffware or electronic heaith records.

11. Crder forms inclusively list all chemotherapy agents in the regimen and therr individual dosing paramaters. All medications within the order saf are listed using
full generic names and follow Joint Commission standards regarding abbreviations.

Brand names should be included in ordars anly where thare are muiiple products or whan including the brand name otharwize assists in identifing a wnigue
drug formuiation.

Complete ordars must include:
A, Patient's full name and a second patient identifier (eg, medical record number, DOE)
B. Date
C. Disgnosis
0. Hegimen name and cycle number
E. Protocol name and numiber §if applicable)
F. Appropriate criteria to treat (g, based on relevant laboratory results and toxicities)
G, Allergies
H. Reference to the methodology of the dosa calculation or standard practice equations (g, calculation of creatining clearance)
|. Height, weight, and any other variables used to calculate the dose
J. Dosage
[Doses do not include fraing zoros; use 2 kading Zero for doses < 1mg.

K. Route and rate {f applicable) of administration
L. Length of infusion (if applicable)
M. Supportivie care treatments appropriate for the regimen (including premedications, hydration, growth factors, and hypersansitivity medications)

N. Sequence of drug administration (if applicabls)

Practices/institutions are not expected to be in full compliance with this standard if they cumantly have elscironic ordering systems that prevent compliance.
Approprate changes should ba implemeantad as soon as possiblo fo ansure that alecironic ordaning systams infagrate afl of these slements. If the
information cannot be caplured in the decironic sysfem, i showld be documented within the patisnt record,




12. Complete prescriptions for oral chemotherapy include:
A. Patient’s full name and a second patient identifier (ag, meadical record number, DOB)
B. Drug name
C. Date
D. Reference to methodology of dosa calculation, height, weight and other variables (as applicabls)
E. Dosage
F. Quantity to be dispensed
G. Dosas may be rounded to the nearest tablet size or specify altemating doses each day to obtain the correct overall dosage
Dosas do not include traling zeros; wse a leading zero for doses < 1mg
H. Route and frequancy of adminisiration
. Duration of therapy number of days of treatment (if the medication s not fo be taken continuoushy)
J. Number of refills {including none)

Pracfices/instifutions are not expectad to be in full complance with this slandard if they cumrantly have alectronic ordering systems or electronic prescnbing
systems that pravent compliance. Appropriafe changes should be implamented as soon as possible fo ansure that elecironic ordening or prescnbing
systems infegrafe all of thesa alomants. If the information cannot be caplurad in the alsctronic systam, it should be documented within the patiant record

13. Orders for parentaral/oral chemotharapy should be writtan with a time imitafion to ensure appropriate evaluation at pradetermined intervals.

14. Tha practica/institution maintains procadures for communicating discontinuation of oral chemotherapy, including patient education ragarding time to stop
treatment, and patient education regarding disposal of remaining medication.

in cevtain circumstancas, it may be appropriate fo alart the dispensing pharmacy when the oral chemotherapy is disconfinued.




Drug praparation

15. A sacond person (a practitioner or other personnel approved by the practiceinstitution to prepara or administer chemotherapy) independently verfies aach
order for chemotherapy bafore preparation, including confimming:

A. Two patient idantifiers

B. Drug names

(. Drug doss

0. Drug volume

E. Route of adminisiration

F. Rate of administration

5. The calculabon for dosing (ncluding the varables used in this calcuiation)

H. Traatment cycle and day of cycle




16. Chemotharapy drugs are labeled immediately upon preparation, including, at minimum:

A. Patient’s full name and a sacond patient identifier (eg, madical record numbear, DOEB)

B. Full generic drug name

. Drug administration route

D. Total dosa to ba given

E. Total volume requirad to administer this dosage

F. Date of administration

(3. Date and time of preparation

H. Date and time of expiration when not for mmediate use
Immeadiate use must be dafined by instifutional policy, sfate, and fedaral reguiations (ag, use within 2 h)

|. Special handling instructions as appropriate

J. Administration instructions (oral agents)

K. Number of rafills (oral agents)

L. Prescriber name {oral agents)

Practices/instifutions are not axpectad to be in full compiance with this standard if il".IEllg currantly have alectronic systams that are unabie to meet thesa labaling
requiraments. Approprate changes should be implemeanted as soon as possibie to ensure that electronic labels integrate al of these alsmants.




17. Practices/insttutions that administer intrathecal medication maintain policies spacifying that intrathecal medication will:

A. Mot be prepared during preparation of any other agents
B. Ba stored, onca prepared, in an isolated container or location with 2 uniquely identifiable intrathecal medication label
. Be delivered to the patient only with other medication intended for administration into the CMNS

Patient consent and education
18. Bafore intiation of a chematherapy regimen, each patient is given written documentation, including, at minimum:

A. Information regarding his or her diagnosis

B. Goals of tharapy

. Planned duration of chemotherapy, drugs, and schadule

D. Information on possible short- and long-term adverse effects, including infertility rsks

E. Regimen- or drug-specific risks or symptoms that require notification and emergency contact information, including:
& How to contact the practice or crganization
& Symptoms that should ingger a call
& Who should be called in specific circumstances (oncologist or other provider)

F. Plan for monitoring and follow-up, including appointments with practitioners or laboratory testing

Pationt educafion matenals should be appropriate for the patient’s reading level/itaracy and pafient-caregiver understanding. Documentation shouwld include
patiant fasdback reflacting undarstanding and angagamant.

19, Informed consant for chemotherapy must be documentad prior to initiation of a2 chemotherapy regimen.
The consant process showd follow appropnate professional and legal guidaiines. For more information and sample forms, sas hitp./fwww.asco.ong/consant.

20. All patients who are prescribed oral chemaotherapy are providad written or electronic patient education materials about the oral chemotherapy before or at
the time of prescription.




Chemotherapy Administration Safety Standards
A. Patient education includes:
# Tha storage, handling, preparation, administration, and disposal of oral chemotherapy
& Concurrent cancer treatment and supportive care madications/measures fwhen applicable)
# Possible drug/drug and drug/ffood interactions

& Tha plan for missed dosas

B. The education plan includes famiy, caregivers, or others based on the patient’s ability to assume responsibility for managing tharapy.

iate for the pationt's reading levaliitaracy and pafient-caragiver undarsfanding. Documeantation should




Chemotherapy administration
21. Baiora chemotharapy administration:

A. A praciitioner who is administenng the chemotherapy confirms with the patient hiz/her planned treatrment prior to each cycle

B. Al least two praciitionars or personnal approved by the practica/nstitution to prepare or administer chemotherapy, venfy the accuracy of:
& [rug name
& [rug dose
¢ [rug voluma
# Rate of administration
# Expiration dates/times, if applicable; expiration datestime & not required if for immediate usa
(immediate use must be dafined by intuttional policy, stats, fadsral requiations, ag, use within 2 h)
# Appaarance and physical integrty of the drugs
¢ Hate sat on infusion pump, when utilzad

C. A praciiioner who is administering the chemotherapy documents that the varification in B was done

0. At least two individuals, in the presence of patient, venfy the patisnt identification using at least two identifiers (ag, medical record number, DOE)
22. Extravasation management procedures are dafined and align with cument Iiterature and guidelines; antidote order sats and antidotes are accassible.

23. Alicensad indapandent practitioner is on site and immediately available during all chemaotherapy administration in licensed infusion centars and acute cara
saffings.

A licensad practiionsr must be on site for the infttation of first dosss of parenferal chemotharapy and shouid remain avaiable throughout the administration
unless the patiant is fransifioned fo a home care or nonactite faciify. Patients/caregivers are educatad in procaduras for unplanned events and
circumsiancas whan subsequeant dosas ara aaministarad in aither a2 home care or nonacuto facility.




Monitorng and assessment

24, The prachice/inafifution maintains protocols for responsa fo ifa-threatening emergancias, including escalation of patient support beyond basi: life support.

It is recommandad that emargancy profocols ba reviewad annuall.

25. The practice/instifution maintains a written policy and/or procadura o complete an initial assessment of patients' adharence o oral chemotherapy. Tha
policy must include a plan for clinical staff to address any issues idantified within a time frame appropriata to the patient and regimen.

Examplas of assassmant for adheranca to an oral chamotherapy raatment plan inclids:
# Corfimation that the patiant flled the prescription as wittan
# Inquiry regarding concemns about freafment cosfs
¢ Vanfication that the patient understands how fo take the prescnbed oral chemotharapy (eg, fraquancy, with/without food, whole or crushed eft)
# Varfication that the patient undersiands what to do in case of missed doses
# Assassmant for potantial foxicty

26. On each cinical vist or day of treaimant during chemotherapy administration, staff:

A. Assess and document clinical status and/or performance status

B. Document vital signs and weight

C. Verify allargies, previous reactions, and treatment-related foxicilias

[1. Assass and document peychosocial concems and need for support, taking action when indicated

This sfandard applis fo ail clinical ancountars (inclliding each inpatient day, prachtionar wisits, and chemotherapy administration wisits, but not iaboratory or
adminisirative visits)




27. At each dlinical encountar, staff review and document the patient’s curent medications, including over-the-counter medications and complementary and
attemnative therapies. Any change in the patient’s medications prompts a review for drug-drug inferactions.

This standard appdies to all clinical encounters (including sach inpatisnt day, practitioner visits, and chematherapy administration visifs, butf not laboratory or
administraive visifs).

28. The practica/institution maintains refarral resources for psychosocial and other supportive care sarvices.

29, The practice/instifution has a procedura for documentation and folow-up for patients who miss or cancel scheduled vists and/or chemotharapy treatments.

Chemotherapy Administration Safety Standards

30. The practica/institution evaluates and documents treatment-related toxicities using standard dafinitions or criteria salected by that practica/institution.
Examplas include NCI Common Toxicity Criteria and WHO Toxicity Criteria,

31. The practica/institution has policies and procedures that idantify:
A. A process to provide 24/7 friage to a practitionar (e, on-call practitioner, emargancy department) for care of toxicitias
B. Consistant documentation and communication of toxcities, modifications in dosa or schedule, or discontinuation of treatment, within the practica/institution

32. The practica/institution has a system in place o promote a safe handoff batwean all sitas of cars, including evaluating and communicating appropriatanass
of, and scheduls for, chemotherapy administration in another sstting.

33. Toxcity assessment documentation is avalable for planning subsaguent treatmeant cycles.
34. The practice/institution has a process to track cumulative dosas of chemotherapy agents associated with a risk of cumulative toxicity.

35. The practice/institution maintains a plan for cngoing and regimen-spacifiic assassment of aach patient’s oral chemotherapy adherenca and toxicity. The
policy includes, at minimum, patient assessment for adherance and toxicity at each clinical encounter at the prachicevinstifution, as well as a plan for clinical
staff to address any issues identified.

36. Tha practice/institution uses standard, disease-specific processas to monitor freaiment responsa (g.q., use of evaluations, laboratory results, or
scansimaging) that are basad on published Iterature/guidelines or are datermined by the practica/instiution.

37. The practice/institution encourages the reporting of amors and near misses and has a formal process for evaluating the data. Error and near-miss reports are
reviewad and evaluated at least samiannually.




NOTE. Tha current varsion of these consensws standards refiects modifications that are intandad to extand the standards to addrass the safe usa of oral chemotharapautic
agents. The Amarican Sociaty of Clinical Oncology/Oncology Nursing Sociaty (ASCO/ONS) standards are nfendad to reflact currant thinking on best practices and, assuch,
arm intendad to ba a "Iving” document: futlre modfications ara axpectad

Alfhough the ASCO/ONS standards were not developed to address this issue, ASCO and ONG endorsa the safe handing of chematherapy agents. Publshad guideines

dafina the axpactafions for organizations and haalth care workers related to tha Lsa of safe handing precaufions (Amarican Society of Health System Pharmacists: Am J
Heatth Syst Pharm 63:1172-1193, 2006; National Institute for Cecupational Safety and Health: DHHS publication No. 2004-165, 2004; Occupational Saiety and Heafth

Adminisiration: O3HA tachnical manual, 1295; Polovich M at al: Pittsburgh, PA, Oncology Nursing Sociaty, 200%: US Pharmacopetal Convantion, Rockvile, MD, 2008).
Education, training, and competency validation for chemotherapy administration must necessarly include this aspect of practice. Organizations should focus ona cuffure
of safaty, becausa of the relationship between patient and haafth care workar safaty (Frasa CR et al: BMJ Qual Saf, 2011 Polovich M, Clark PC: Oncology Nursing Forum,
2012

Tha sfandards are not deamad comprehansive and do nof account for individual patiant vanation. It is the raspansibility of aach administaring agent fo datarming the bast
methods for chemotherapy administration for each pafiant, The standards are nof medical advice or legal advice, To the extant that the sfandards confiict with appicable
fadoral, stats, or focal lagal raquiramants, prachitionars should comply with those raquiramants. The administanng agant & solsly responstbia for, and assumes all isks of,
administanng chamotherapy dugs nofwithsfanding any acheranca to the standards harain. ASCO and ONG disciam any and al abilty with respect to the standards and
tha axacution of the standards by any party

Abbreviations: DOB, data of birth; NCI, National Cancar Institute; NF, nurse practitioner, RN, registered nurse,




ASCO/ONS standards were not developed to
address this issue, ASCO and ONS endorse the
safe handling of chemotherapy agents.

Published guidelines define the expectations
for organizations and health care workers
related to the use of safe handling precautions

American Society of Health System
Pharmacists:

National Institute for Occupational Safety and
Health:

US Pharmacopeia Convention

Education, training, and competency validation
for chemotherapy administration must
necessarily include this aspect of practice.

Organizations should focus on a culture of
safety, because of the relationship between
patient and health care worker safety.



Next Steps

e Review ASCO-ONS, CDC, and NIOSH
standards

e Next Meeting:

— Achieve consensus on infection control and
potency standard recommendations

— Send to DHMH what you think the standard
should be for infection control and potency by
Friday, August 29th

DEPARTMENT OF HEALTH
& MENTAL HYGIENE



