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USP 800 assessment of risk is a crucial component in the handling of hazardous drugs in healthcare
settings. The United States Pharmacopeia (USP) General Chapter 800 outlines the requirements for
the safe handling of hazardous drugs to minimize the risk of exposure to healthcare workers, patients,
and the environment. This article delves into the elements of USP 800, the importance of risk
assessment, and practical steps for implementing an effective risk management strategy within

healthcare organizations.

Understanding USP 800

USP 800 was established to provide a framework for the safe management of hazardous drugs (HDs).
It outlines standards for the handling, storage, and disposal of these drugs, addressing the risks
associated with their use. The chapter emphasizes the need for healthcare facilities to implement
policies that protect personnel, patients, and the environment from the potential dangers of HD

exposure.



Key Components of USP 800

1. Definitions and Scope: USP 800 defines hazardous drugs and outlines the criteria that classify a
drug as hazardous. These criteria include potential for carcinogenicity, reproductive toxicity, organ

toxicity, and genotoxicity.

2. Risk Assessment: One of the critical elements of USP 800 is the assessment of risk associated with
hazardous drugs. This assessment should consider the characteristics of the drugs being handled, the

processes involved in their use, and the potential for exposure to healthcare workers and patients.

3. Facility Design and Engineering Controls: USP 800 emphasizes the importance of facility design in
mitigating risks. This includes the use of appropriate engineering controls, such as Class Il biological
safety cabinets (BSCs) and compounding aseptic containment isolators (CACIs), to contain and

minimize exposure.

4. Personal Protective Equipment (PPE): Proper use of PPE is essential in reducing exposure risk.
USP 800 outlines the requirements for various types of PPE, including gloves, gowns, and respiratory

protection.

5. Training and Education: Healthcare personnel must receive adequate training on the risks
associated with hazardous drugs and the protocols for safe handling. Continuous education is vital for

maintaining compliance and ensuring safety.

The Importance of Risk Assessment in USP 800

Risk assessment is the cornerstone of USP 800 compliance. It provides a systematic approach for
identifying, evaluating, and mitigating risks associated with hazardous drug handling. The importance

of this process can be summarized in the following points:



- Protection of Healthcare Workers: Healthcare workers are at the frontline when it comes to handling
hazardous drugs. A thorough risk assessment helps identify potential exposure scenarios and

implement control measures to protect workers from harmful effects.

- Patient Safety: Ensuring that patients are not exposed to hazardous drugs during their treatment is
vital. Risk assessments can help identify areas where patient safety may be compromised and guide

the implementation of strategies to minimize such risks.

- Regulatory Compliance: Compliance with USP 800 is not just a matter of best practices; it is also a
regulatory requirement for many healthcare facilities. Conducting regular risk assessments helps

organizations stay in line with regulations and avoid potential penalties.

- Environmental Protection: Hazardous drugs can have detrimental effects on the environment if not
disposed of properly. Risk assessments help organizations develop plans for the safe disposal of these

drugs, protecting the community and ecosystem.

Steps for Conducting a USP 800 Risk Assessment

Conducting a USP 800 risk assessment involves several steps. Here’s a structured approach to

ensure a comprehensive evaluation:

1. Identify Hazardous Drugs:
- Compile a list of all hazardous drugs used within the facility.
- Reference the National Institute for Occupational Safety and Health (NIOSH) list of hazardous drugs

for guidance.

2. Evaluate Drug Characteristics:
- Assess the toxicity and potential health risks associated with each drug, considering factors like the

route of exposure and the population at risk.



3. Analyze Work Processes:
- Document the procedures involved in the handling of hazardous drugs, including preparation,
administration, and disposal.

- Identify potential exposure points for healthcare workers and patients.

4. Assess Current Controls:
- Review existing engineering controls, administrative policies, and PPE usage.

- Evaluate the effectiveness of these measures in minimizing exposure risks.

5. Identify Gaps and Risks:
- Determine areas where current practices may fall short in protecting healthcare workers and patients.

- Prioritize risks based on severity and likelihood of exposure.

6. Implement Mitigation Strategies:
- Develop and implement strategies to address identified risks. This may include enhancing
engineering controls, revising policies, or increasing training efforts.

- Ensure that all staff members are aware of their roles in maintaining safety.

7. Monitor and Review:
- Establish a system for ongoing monitoring of hazardous drug handling practices and risk
management strategies.

- Regularly review and update the risk assessment as new drugs are introduced, or practices change.

Best Practices for Ensuring Compliance with USP 800

To maintain compliance with USP 800 and ensure the safety of healthcare workers and patients,

healthcare facilities should adopt the following best practices:

- Develop a Comprehensive Policy: Create a robust policy framework that incorporates USP 800

guidelines and addresses the specific needs of the facility.



- Engage Multi-disciplinary Teams: Involve pharmacy staff, nursing personnel, environmental services,

and safety officers in the risk assessment process to ensure diverse perspectives and expertise.

- Conduct Regular Training: Implement ongoing training programs for all staff involved in the handling

of hazardous drugs, covering safe practices, new protocols, and updates on regulations.

- Encourage Reporting: Foster a culture of safety where staff feel comfortable reporting near-misses,

spills, or exposure incidents without fear of retribution.

- Utilize Technological Solutions: Consider adopting technologies that can enhance safety, such as

automated medication dispensing systems and monitoring software for hazardous drug handling.

Conclusion

The USP 800 assessment of risk is a vital process for healthcare organizations that handle hazardous
drugs. By understanding the standards set forth in USP 800 and implementing a comprehensive risk
assessment strategy, facilities can protect healthcare workers, ensure patient safety, and comply with
regulatory requirements. The commitment to safety and continuous improvement is essential for
fostering a safe environment in which both healthcare providers and patients can thrive. Through
vigilant risk assessment and adherence to best practices, healthcare facilities can successfully

navigate the complexities associated with hazardous drug management.

Frequently Asked Questions

What is USP 80072

USP 800 is a set of regulations established by the United States Pharmacopeia that provides
standards for the safe handling of hazardous drugs in healthcare settings to minimize risk to workers,

patients, and the environment.



What is the purpose of the USP 800 risk assessment?

The purpose of the USP 800 risk assessment is to identify potential hazards associated with
hazardous drugs and to evaluate the risks to personnel and patients, ensuring that appropriate controls

and safety measures are implemented.

Who is responsible for conducting a USP 800 risk assessment?

The responsibility for conducting a USP 800 risk assessment typically falls on the designated safety

officer, pharmacy manager, or a multidisciplinary team within the healthcare organization.

What are the key components of a USP 800 risk assessment?

Key components of a USP 800 risk assessment include identifying hazardous drugs, evaluating
potential exposure routes, assessing existing control measures, and determining the need for

additional safety precautions.

How often should a USP 800 risk assessment be conducted?

A USP 800 risk assessment should be conducted at least annually or whenever there are changes in

drug formulary, procedures, or personnel that may affect the handling of hazardous drugs.

What tools can be used to conduct a USP 800 risk assessment?

Tools for conducting a USP 800 risk assessment may include checklists, risk assessment matrices,
and software specifically designed for safety and compliance in hazardous drug management.
What are some common risks identified in a USP 800 risk

assessment?

Common risks identified in a USP 800 risk assessment include exposure to hazardous drug aerosols,

spills, improper disposal of hazardous waste, and inadequate personal protective equipment (PPE).



How does a USP 800 risk assessment impact staff training?

A USP 800 risk assessment informs staff training by identifying specific hazards and necessary safety

protocols, ensuring that employees are adequately trained to handle hazardous drugs safely.

What is the role of PPE in the USP 800 risk assessment?

PPE plays a critical role in the USP 800 risk assessment as it is a primary control measure used to
protect healthcare workers from exposure to hazardous drugs during handling, preparation, and

administration.

What should be documented in a USP 800 risk assessment?

Documentation in a USP 800 risk assessment should include the identified hazards, risk evaluation
findings, control measures implemented, staff training records, and any recommendations for

improvement.
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