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Hazardous Drugs Rule Requirement

On January 1, 2015 new hazardous drugs regulations went into effect for all health care settings in
Washington. WAC 296-62-500 et seq. details the requirements for safe handling of chemotherapy and other
hazardous drugs, regardless of “health care setting.” The definition for “health care setting” includes nursing
homes and is arguably applicable to assisted living centers, as well. (See WAC 296-62-50010.)

The rules resulted from 2011 legislation that required the Department of Labor and Industries to adopt rules
consistent with the National Institute for Occupational Safety and Health’s 2004 Alert on preventing
occupational exposure to antineoplastic and other hazardous drugs as updated in 2010.

The requirements in the rule related solely to those hazardous drugs being used in the workplace and only
apply if there is reasonably anticipated occupational exposure.

Hazardous drugs means any drug identified as hazardous by the National Institute for Occupational Safety
and Health (NIOSH) at the Centers for Disease Control (CDC) or any drug that meets at least one of the
following six criteria:

e Carcinogenicity

e Teratogenicity or developmental toxicity

e  Reproductive toxicity in humans

e Organ toxicity at low doses in humans or animals
e Genotoxicity

e New drugs that mimic existing hazardous drugs in structure and toxicity.

Each health care facility covered under the scope of this chapter must conduct hazard assessments in order
to determine the appropriate precautions to be taken. These assessments may be limited to the hazardous

drugs for which there is reasonably anticipated occupational exposure. Occupational exposure is defined as
“reasonably anticipated inhalation, skin, ingestion or injection contact with hazardous drugs as the result of
the performance of an employee’s duties.”

Some drugs defined as hazardous may not pose a significant risk of occupational exposure because of their
dosage formulation (for example, coated tablets or capsules that are administered to patients without
modifying the formulation.) However, they may pose a risk if altered (for example, if tablets are crushed or
dissolved, or if capsules are pierced or opened).

Oversight and compliance are monitored by the Department of Labor and Industries’ Division of Occupational
Safety and Health (DOSH).
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Timelines for Implementation

While the rules were scheduled to go into effect in 2014, the Department delayed enforcement for a year to
provide additional time to amend the rules based on input from a statewide Hazardous Drugs Advisory
Committee. There are three key dates for implementation:

o Written hazardous drugs control programs completed and implemented by January 1, 2015.
e Employee training implemented by July 1, 2015.

e Installation of appropriate ventilated cabinets completed by January 1, 2016.
Written Hazardous Drugs Control Program Components

Health care facilities are required to develop and implement a written hazardous drugs control program. The
hazardous drugs control program must, at a minimum, include the following:

e A written inventory of hazardous drugs in the workplace.

e A current hazard assessment for hazardous drugs for which there is reasonably anticipated occupational
exposure.

e Hazardous drugs policies and procedures including, but not limited to:
e Engineering controls (equipment use and maintenance);
e Personal protective equipment;

o Safe handling practices (receiving and storage, labeling, preparing, administering, and disposing of
hazardous drugs);

e C(Cleaning, housekeeping, and waste handling;

e  Spill control;

e Personnel issues (such as exposure of pregnant workers); and
e Training.

Elements of the hazardous drugs control program may be located in other documents such as the employer's
accident prevention program or other policies and procedures as long as they are referenced in program
documents.

Once the hazardous drugs program is developed, health care providers are required to review and update
the written hazardous drugs control program annually and whenever changes that affect occupational
exposure occur, such as introduction of a new hazardous drug, or a change in handling practices.
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Additionally, the provider must seek and consider input about the quality and effectiveness of the hazardous
drugs control program from employees who may be exposed to hazardous drugs as a result of the
performance of their duties

Jobs that may involve exposure to hazardous drugs include:

¢ Pharmacists and pharmacy technicians;

e Physicians and physician assistants;

e Nurses, nursing assistants and patient care assistive personnel;

¢ Environmental services personnel, including staff responsible for housekeeping, laundry and waste
disposal; and

¢ Employees in health care facilities who ship or receive hazardous drugs from the manufacturer or
distributor.

This is not an exhaustive list — the rules assume that there may be other personnel who may be subject to
occupational exposure.

A standard or universal precautions approach to managing occupational exposure to hazardous drugs is
recommended by NIOSH; however, due to the variety of factors that affect occupational exposure, some
health care facilities may find it more effective to institute precautions based on exposure risk. For example,
a tiered approach that effectively matches precautions to the nature of exposure may be used including, but
not limited to, handling, storing, cleaning, preparing and engineering controls. Facilities will need to
determine whether or not to take that approach.

Hazard Assessments

Health care facilities must conduct hazard assessments in order to determine the appropriate precautions to
be taken. These assessments may be limited to the hazardous drugs for which there is reasonably anticipated
occupational exposure.

Assessments must include the following elements, as appropriate:

e Personal protective equipment;

e Engineering controls;

e Physical layout of work areas;

e Types of hazardous drugs being handled;

o Volume, frequency, packaging, and form of hazardous drugs handled (tablets, coated versus
uncoated, powder versus liquid);

e Equipment maintenance (i.e., cleaning of the pill splitter/crusher);

e Decontamination and cleaning;
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e  Waste handling;
e Potential hazardous drug exposures during work operations, such as drug preparation and
administration; and

e Spill response.
Engineering Controls

Providers are also required to evaluate and implement appropriate engineering controls to eliminate or
minimize employee exposure. Closed system transfer devices, safer sharps devices, safety interlocks and
ventilated cabinets are examples of such controls. Alternate precautions may be used when the hazard
assessment determines a low occupational exposure risk while preparing drugs other than chemotherapy
agents, i.e., splitting and crushing tablets, drawing medications into a syringe, etc.) These may include (but
are not limited to) using personal protective equipment, designating a preparation area, and instituting
cleaning procedures.

Ventilated cabinets are required for the preparation of chemotherapy drugs, unless the employer can
document evidence of a clinical need (e.g., there is a nonroutine need to provide chemotherapy treatment,
compounding services are not readily available, and it is in the best interest of the patient to receive local
care). In such cases, alternate precautions must be instituted as described.

When ventilated cabinets are indicated, there are stringent requirements for performance criteria and
testing methods, as well as for ventilation and cleaning.

Personal Protective Equipment (PPE)

When there is reasonably anticipated exposure to hazardous drugs, each facility must conduct a PPE
assessment and provide and ensure use of appropriate PPE in accordance with WAC 96-800-160 (Personal
Protective Equipment) and WAC 296-842 WAC (Respirators). Workers must use PPE when handling body
fluids and contaminated laundry.

e Gloves:

o When handling chemotherapy drugs or chemotherapy contaminated items or surfaces,
workers must use powder-free chemotherapy gloves.

Latex-free gloves must be provided to employees with latex sensitivities.

o Two pairs of gloves must be worn when there is a significant risk of breakage or
contamination or permeation, i.e., during compounding, extended handling periods, or
cleaning up large hazardous drugs spills.

o Gloves must be changed every 30 to 60 minutes or when torn, punctured, or contaminated.

e Protective Clothing

o Whenever there is a reasonable possibility of a hazardous drugs splash or spill, gowns must

be worn.

Page | 4



WHCA Regulatory Issues Brief
Hazardous Drugs Regulations

o Gowns must be made of polyethelene-coated polypropylene or other nonabsorbent,
nonlinting protective material as determined by the PPE hazard assessment. The gown must
have closed front, long sleeves, and elastic or knit cuffs.

o Gowns must be appropriately discarded immediately after use or as soon as feasible after
contamination. Reusable PPE must be properly cleaned and decontaminated after use or
contamination.

e Respiratory Protection

o N95 or equivalent respiratory protection must be used during spill clean up and whenever
there is a significant risk of inhalation exposure to hazardous drugs particulates.

o Appropriate chemical cartridge-type respirators are to be used for events such as large spills
of volatile drugs, i.e., when an IV bag breaks or a line disconnects.

Safe Handling Practices

Facilities are required to label hazardous drugs containers in accordance with WAC 296-901-140, Hazard

Communication. Additionally, providers are required to store and transport hazardous drugs in a manner that
minimizes risk of breakage.

There are a number of requirements related to preparation and administration of hazardous drugs. A
designated work area for preparation of hazardous drugs must be provided — and access must be limited
during preparation. The tasks associated with preparing and administering hazardous drugs must be
coordinated to minimize worker exposure. Particular precautions are called out for IV tubing and syringes
used in administering hazardous drugs. IV lines must be spiked and primed in a manner that most effectively
limits occupational exposure, and removing the tubing from an IV bag containing hazardous drugs is
prohibited.

Pharmaceutical waste must still be discarded according to applicable state and federal regulations, and
disposable items must be placed in designated containers. Additionally, facilities must prohibit eating and
drinking in areas where hazardous drugs are handled, and handwashing protocols are reinforced.

Cleaning and Housekeeping

Providers must establish procedures for decontamination of areas and equipment where hazardous drugs are
present; contaminated equipment may not be cleaned in unventilated areas.

Spill Control

As with any hazardous chemical spill, providers must implement spill control measures, including written spill
response procedures based on the hazardous drugs present and the potential spill or release conditions.

Spill procedures must include, at a minimum:

e The description of who is authorized to respond and under what circumstances;

e  PPE for various hazardous drugs and spill sizes;
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e Location and use of spill kits or clean up materials;

e Risk of contamination and area containment and signage;

e Reporting and evaluating the circumstances surrounding spills and releases;

e Restricted access to hazardous drugs spills;

e Wasted

isposal; and

e Locating spill kits or clean up materials near all potential spill sources.

Employee Training

Beginning July 1,

2015, hazardous drugs training must be provided to all employees with occupational

exposure at the time of their initial job assighnment and on a regularly scheduled basis thereafter. The training

elements mirror

the requirements of WAC 296-800-17030, the requirements for training employees about

hazardous chemicals in the workplace.

¢ Provide employees with effective information on hazardous chemicals in their work area at the time of

their initial job assignment. Whenever a new physical or health hazard related to chemical exposure is

introduced into the employees' work areas, information must be provided.

Inform employees of:

The requirements of this rule.

Any operations in their work area where hazardous chemicals/drugs are present.

The location and availability of your written Chemical Hazard Communication
Program/Hazardous Drugs Program, including the list(s) of hazardous chemicals and/or
hazardous drugs and material safety data sheets (MSDSs) required by this rule.

Provide employees with effective training about hazardous chemicals in their work area at
the time of their initial job assignment. Whenever a new physical or health hazard related to
chemical exposure is introduced, the employees must be trained.

¢ Employee training must include:

o

Methods and observations that may be used to detect the presence or release of a
hazardous chemical in the work area.
Physical and health hazards of the chemicals/hazardous drugs in the work area, including
the likely physical symptoms or effects of overexposure.
Steps employees can take to protect themselves from the chemical hazards in your
workplace, including specific procedures implemented by you to protect employees from
exposure to hazardous chemicals. Specific procedures may include:

= Appropriate work practices

=  Engineering controls

=  Emergency procedures

=  Personal protective equipment to be used.


http://app.leg.wa.gov/WAC/default.aspx?cite=296-800-17030

WHCA Regulatory Issues Brief
Hazardous Drugs Regulations

O
O
O
Resources
1.
2.
3.
4,
Page | 7

Details of the chemical hazard communication program developed by you, including an
explanation of the labeling system and the MSDS, and how employees can obtain and use the
appropriate hazard information.

Tailor information and training to the types of hazards to which employees will be exposed. The
information and training may be designed to cover categories of hazards, such as flammability or
cancer-causing potential, or it may address specific chemicals.

Make reasonable efforts to post notices in your employees' native languages (as provided by the
department) if those employees have trouble communicating in English.

Hazardous Drugs Rule

NIOSH List of Hazardous Drugs.

WHCA’s DRAFT Hazardous Drugs Plan. (Please note - the WHCA plan will continue to be
amended and updated throughout the pilot process and is intended to provide general

guidance.)

L & | sample programs page (ideas about conducting a hazardous drugs assessment).



http://www.lni.wa.gov/Safety/Topics/AtoZ/HazardousDrugs/rules.asp
http://www.cdc.gov/niosh/docs/2012-150/pdfs/2012-150.pdf
http://www.whca.org/files/2014/12/Hazardous-Drug-Program-12-18-14.docx
http://www.lni.wa.gov/Safety/Topics/AtoZ/HazardousDrugs/ProgramGuides.asp

