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Objectives

By the end of this presentation, the participant

Defining a Hazardous Agent should be able to: ——— ~
« ldentify guidelines which define hazardous
agents/drugs

» Describe the characteristics which classify an
agent/drug as hazardous

» Design a list of agents/drugs which are
considered hazardous
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xposure to Hazardous Drugs
Safe Handling of Hazardous Chemotherapy Drugs in Teratogenicity Organ toxicity ure or
Uimited-Resource Settings Pan American Health Organization of the WHO; 2013 Sther Jo% doses icity of a new
developmental «Evidence of serious drug that mimics
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Oncology agents
QuapoS 4: Quality Standard for the Oncology Pharmacy
Senvios with Commentary, DGOP oV German Society of Oncology Pharmacy
ISOPP Standards of practice :"‘;e(;;if‘)"%‘ﬂi“C‘e'y of Oncology Pharmacy Practitioners All characteristics must be considered.
' . X A drug does not need to meet all criteria to be considered “hazardous” -
Bonnes Pratiques de préparation (BPP) ;Ez:::s')’f"ggg'fe (DRI IR ER et U O il it may be hazardous by only meeting 1 of the criteria above.
2 The handling approach may vary based on the risk criteria.

Suvapro: sécurité dans 'emploi des cytostatiques Swiss Accident Insurance Fund; 2004

USP <800> Implementation Details NIOSH Hazardous Drugs List (2016)

+ Asingle designated person must oversee hazardous drug handling in + Antineoplastic drugs . .
the institution * Identified by American Hospital Formulary Service (AHFS)
- P Classification 10:00
— Must have proper knowledge, training, and qualifications
* A health system must establish a hazardous drugs list « Non-antineoplastic drugs that meet one or more of the 6 NIOSH
— Must be based on the model list by NIOSH criteria
» NIOSH classifies agents into one of 3 categories based on personnel risk
— Must be updated annually
* Drugs that pose a reproductive risk for men and women who are
+  When implementing safe handling guidelines, the institution must also actively trying to conceive and women who are pregnant or breast-
annually evaluate the following feeding (as some agents may be present in breast milk)

— NIOSH classification of each agent
— Dosage forms used
— Need for manipulation based on presentation/patient population The NIOSH list has been updated about every 2 years since first published in 2004.

— Manufacturer’s packaging The next update is pending for 2019.
— The overall risk of exposure
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Dactinomycin FDA Pregnancy Category D Category D Estrog X; (see specific agent for more details) human dose; FDA Pregnancy Category C
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Group 3: Agents with Adverse Reproductive Effects Hazardous Agents: Next Steps

Select agents based on Pediatric Hematology/Oncology use; not a comprehensive list

Agent Acditional Detals » An institutional approach to classifying and
NP ) S8 o e e e T E e i handling hazardous agents must be established

Fluconazole
to maternal fluconazole during the first trimester . .
— The NIOSH model list must be used as a starting
Teratogenic and embryotoxic effects in lab studies; contraindicated in women who are H
Ribavirin pregnant and male partners of women who are pregnant; FDA Pregnancy Category X poin t
Tretinoin Black Box warning for severe birth defects; FDA Pregnancy Category X

The approach to safe handling will vary based
Valproatelvalprolc acid Black Box warning for teratugemcmy congenital maformations, including neural tube defects; .
FDA Prognancy Category D on the drug dosage form, preparation approach,
Ve FOA Pregnancy Category D toxicity characteristics, and more

Warfarin FDA Pregnancy Category D

Increased number of still births and decreased neonatal survival in lab studies at low doses; Addltlonal detalls On safe handling Of hazardous
I agents are discussed in other modules <

Zoledronic acid
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What’s Next?

Complete practice questions

. Review answer file Welcome to Global HOPE Education
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