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GOALS FOR TODAY

Keep it Simple Our focus today will be on the big picture 
and critical aspects that you need to know

Establish baseline & 
“actionable” knowledge

Rather than trying to understand 
everything all at once, we’ll focus on  steps 
that you can take right now  

Answer as many questions 
as time allows

Provide you with resources to seek 
out other answers



USP <800>         
WHAT IS IT?

• United States Pharmacopeia – Chapter 800

• “Hazardous Drugs – Handling in Healthcare Settings

• Effective Date – Dec. 1st, 2019

• Previous USP Chapters were created to protect patients by ensuring 
high standards for the preparation/compounding of pharmaceuticals 
(e.g. USP 795 & 797)

• USP 800 was created to protect healthcare workers 

• Follows research that frequent handling of chemotherapy drugs (& 
other hazardous drugs) can have detrimental long-term effects

https://www.cdc.gov/niosh/topics/hazdrug/effects.html


USP <800>

DO THESE 
STANDARDS 
APPLY TO MY 
FACILITY?

The short answer is “YES”

• Paragraph 2 of USP 800 reads:

“This chapter applies to all healthcare personnel 
who handle HD preparations and all entities that 
store, prepare, transport, or administer HDs (e.g., 
pharmacies, hospitals and other healthcare institutions, 
patient treatment clinics, physicians' practice facilities, or 
veterinarians' offices). 



USP <800>

I’VE HEARD THAT 
USP 800 HAS BEEN 
DELAYED. 

IS THAT TRUE?

• No… & Yes, but mostly No!
• It’s complicated… 

• On one hand, according to a statement from 
USP

• USP 800 is “Informational Only” until 
appeals to related USP Chapters (795 & 
797) that make USP 800 “Compendially
Applicable” are resolved

https://www.usp.org/sites/default/files/usp/document/our-work/compounding/compendial-applicability-of-usp-800.pdf


SO WHAT DOES THAT MEAN AND 
WHERE DOES THAT LEAVE US??



USP <800> 
Compliance & Enforcement

According to USP’s Statement on Enforcement

“State agencies (e.g., State Boards of Pharmacy), other regulators (e.g., 
Occupational Safety and Health Administration), and oversight organizations 
(e.g., The Joint Commission) may make their own determinations 
regarding the applicability and enforceability of <800> for entities 
within their jurisdiction…USP plays no role in enforcement.”

https://www.usp.org/sites/default/files/usp/document/our-work/compounding/compendial-applicability-of-usp-800.pdf


USP <800> 
Compliance & Enforcement

• In other words, regulators may still choose to enforce all or part of USP 
800 and/or associated best practices

• Minnesota Department of Health

• MN Board of Pharmacy
• OSHA
• JCAHO



LET’S BRIEFLY LOOK AT TWO OF THESE 

1) Minnesota Occupational Safety & Health 
Administration (MNOSHA)

2) Minnesota Department of Health (MDH) 



USP <800> 
Compliance & Enforcement

MNOSHA – MN Occupational Safety & Health Administration

• Significant overlap between HazCom & USP 800 Requirements

• OSHA Hazard Communication Standard (HazCom) 29 CFR 1910.1200
• Written HazCom Program

• Materials Inventory 

• Labeling

• Safety Data Sheets

• Training

https://www.osha.gov/laws-regs/regulations/standardnumber/1910/1910.1200


USP <800> 
Compliance & Enforcement

MNOSHA
• Many of the same standards developed in USP 800 can be 

enforced during OSHA audits 

• From MNOSHA’s website:

“Every employee can notify MNOSHA to request an inspection when he or 
she thinks there is a violation of an OSHA standard that threatens physical harm to 
employees. MNOSHA will maintain confidentiality of the complainant’s identity and 
will inform the complainant of any action it takes regarding the complaint.”

http://www.dli.mn.gov/business/workplace-safety-and-health/mnosha-compliance-inspection-priorities


USP <800> 
Compliance & Enforcement

Minnesota Department of Health (MDH)
• It’s important to understand that it is not so much a question of if but rather how and 

when USP 800 will become a survey focus.

Nursing Facilities – CMS Requirements under F759 / F760

• Medications must be prepared and administered according to:

• “Accepted professional standards and principles which apply to professionals 
providing services.”

• “Accepted professional standards and principles include the various practice 
regulations in each State, and current commonly accepted health standards 
established by national organizations, boards, and councils.”

https://www.cms.gov/Regulations-and-Guidance/Guidance/Manuals/downloads/som107ap_pp_guidelines_ltcf.pdf


USP <800> 
Compliance & Enforcement

What We Do Know –

• MDH has a statutory responsibility & jurisdictional authority to ensure that best 
practices are employed by all LTC facilities

• MDH has approached and been in conversations with the MN Board 
of Pharmacy about understanding how best to monitor and enforce 
the standards outlined in USP <800>



MY FACILITY WANTS TO GET STARTED 
WITH A COMPLIANCE PROGRAM -

Where do we start? 
It’s such a huge topic!!



What every entity that handles HDs must do:

Identify a 
Designated 

Person

Create a List of 
HD’s

Write Standard 
Operating Procedures 

and Perform AoR

Train Staff and Assess 
Competency



Identify a 

Designated Person



IDENTIFY A DESIGNATED PERSON

Each Healthcare Facility must identify a Designated Person 
who is responsible for:
• Updating the Standard Operating Procedures relating to USP <800>

• Maintaining the Hazardous Drug List and Assessments of Risk

• Providing access to the Safety Data Sheets for each HD

• Training other staff on proper handling of HDs

• Ensuring that necessary Consent Forms are up to date



Create a List of 

Hazardous Drugs



Create a List of Hazardous Drugs

• Includes any drugs or active pharmaceutical ingredients (APIs) on the 
current NIOSH list that are handled by that facility

• The list must be reviewed annually

• The list must be updated whenever a new HD is ordered OR a new 
dosage form is used



Create a List of Hazardous Drugs

The National Institute for Occupational Safety and Health (NIOSH)
created its first list of hazardous drugs in 2004.  This list has been updated 4 times 
since it was originally created, the most recent version from 2016. NIOSH compiles 
information from several sources to determine inclusion on this list.  To be 
considered “hazardous” by NIOSH a drug must pose one of the following risks:

 Carcinogenicity
 Teratogenicity or other developmental toxicity
 Reproductive toxicity
Organ toxicity at low doses
 Genotoxicity
 Structure and toxicity profiles that mimic existing drugs determined hazardous by the above criteria



Create a List of Hazardous Drugs

Resources to help with creating & maintaining your list:

• Your Dispensing Pharmacy
• The pharmacy serving your facility will likely have a record of all 

medications dispensed to your facility and might be able to help you 
generate the list

• They also must maintain a list of all the HDs that are or have been stored 
within their pharmacy and might be able to share that with you



Create a List of Hazardous Drugs

Resources to help with creating & maintaining your list:

• Your Consultant Pharmacist (if applicable)
• Your facility’s consultant pharmacist is always a great resource when 

working with new regulations



Create a List of Hazardous Drugs

Resources to help with creating & maintaining your list:

• The Facility’s eMAR software
• Some eMAR platforms have the ability to flag hazardous drugs
• They might also have reporting features to review those hazardous drugs 
• It’s worth asking the question of your eMAR provider what functionalities they 

have available to help you with identifying hazardous drugs



Write Standard Operating 
Procedures and Conduct 

Assessments of Risk



Standard Operating Procedures

USP<800> applies to all healthcare facilities and all healthcare 
workers as indicated on Slide 4

This means ALL facilities
• SNF 
• ALF 
• MR/IDD 
• Hospice

• Subject to the same standards, although different regulatory entities will 
be responsible for the enforcement of USP<800>



Standard Operating Procedures

• Creating Standard Operating Procedures can seem like a large & daunting 
task, so let’s look at what you can do to get started, if you don’t 
already have a USP 800 Program 

• Creating your facility’s Standard Operation Procedures

• Everything that needs to be included can be found in a bulleted list in 
Section 17 of USP 800

• Free download available from USP – Click Here

https://www.usp.org/compounding/general-chapter-hazardous-drugs-handling-healthcare


Standard Operating Procedures

Creating your facility’s Standard Operating Procedures
• Everything that needs to be included can be found in Section 17 of 

USP 800

• Hazard Communication Program
• Occupational Safety Plan
• Designation of HD areas
• Receipt
• Storage
• Compounding
• Use of Proper Eng. Controls
• Hand Hygiene and Use of PPE

• Deactivation, decontamination, cleaning & disinfection
• Dispensing
• Transport
• Administering
• Environmental Monitoring
• Disposal 
• Spill Control
• Medical Surveillance



Standard Operating Procedures

• First thing to note is some of the requirements don’t apply – or 
only minimally apply – to an LTC facility

• For Example:
• Designation of HD Areas
• Compounding
• Dispensing
• Transport



Standard Operating Procedures

• Understand the difference between:

“Shall” / “Must” & “Should”

• “Shall” & “Must” =  Required components of a USP Chapter
• “Should” =  The information is a recommended best practice

• For example, Section 6 (“Environmental & Quality Control”) & 
Section 18 (“Medical Surveillance”) are “Should” Chapters

• Understanding this distinction can help you prioritize where to start



Standard Operating Procedures

• Each facility is responsible for creating their 
own SOPs, assigning a designated person, 
training their staff, and maintaining appropriate 
documentation

• Pharmacy can assist by providing information 
and recommendations, but cannot “own” the 
responsibility on behalf of the facility

• The facility may choose to adopt some or all of 
pharmacy’s recommendations, but in all cases 
full responsibility falls to the entity itself

Example section of Guardian’s recommended SOPs for facilities



Assessment(s) of Risk (AoR)

• The Assessment of Risk is a process where the pharmacy and/or facility assess the risk 
of a given drug and determine whether alternative handling strategies may be adopted

• Per USP 800, “If an assessment of risk is not performed, all HDs must be handled 
with all containment strategies defined in this chapter.”

• Why do we need the Assessment(s) of Risk?

• The requirements of the chapter tend to be very strict
• Alternative containment strategies sufficient in many cases



• Example of what your List of 
Hazardous Drugs might look like, 
along with an AoR for each drug 

• Each risk category is coupled 
with a page of handling 
instructions

Assessment(s) of Risk (AoR)



Assessment(s) of Risk (AoR)

• Chart with recommended handling instructions for facility staff 
based on Risk Category



Train Staff & Assess 
Competency



Train Staff & Assess Competency

• Who Needs to be Trained?

• Each staff member that is at risk of exposure to HD’s must be 
trained, including:

• Nurses, Med Aides, Med Techs
• CNAs – some medications may be eliminated via urine and feces
• Housekeeping – if handling soiled linens



Train Staff & Assess Competency
• Every employee who will handle hazardous drugs must be trained on 

and demonstrate competency in the following areas:

1) Facility’s List of HDs and their risks

2) Review of SOPs related to handling HDs

3) Proper use of PPE

4) Proper use of equipment and devices

5) Response to known or suspected HD exposure

6) Spill management

7) Proper Disposal of HDs and trace-contaminated materials



Train Staff & Assess Competency

• Staff must also demonstrate that they understand the risks of handling 
HDs by signing a Risk Acknowledgement Form

• Per USP:
• “Personnel of reproductive capability must confirm in writing that they 

understand the risks of handling HDs.”

• Examples of this type of risk acknowledgement form can be found on the 
internet, or by working with your dispensing pharmacy or consultant 
pharmacist



LET’S REVIEW SOME OF THE COMMON 
QUESTIONS AND EVERYDAY PRACTICES 

THAT OFTEN COME UP

FREQUENTLY ASKED QUESTIONS



Do I need to wear PPE for every HD I give?

•Not Necessarily – Each situation depends on the AoR

•PPE required only when manipulation of the dosage form must occur
•Tablet splitting or handling cut tablets 

•Opening a capsule

•Crushing tablets 

•Drawing up an injection

•Pouring a liquid

•The resident that will be taking the medication does not need protection



Do I need to wear PPE for every HD I give?

Personal Protective Equipment (PPE) - Examples

• USP<800> requires appropriate PPE when handling HDs

• Chemo gloves

• Must meet the ASTM D6978 standard (or its successor)

• This is usually stated clearly in the vendor catalog and on any packaging

• N95 Respirator Mask

• Chemo Gowns

• Goggles / face shield (eye protection) if risk of splashes



Should I wear chemo gloves for all 
medication administration activities?

• Not Necessarily

• Two Potential Options to Consider

1) Use chemo gloves for anything “med cart” related
• All med passing / med administration, when the med must be 

physically touched and/or manipulated, are done while wearing 
chemo gloves

2) Reserve chemo gloves for handling HDs only & use regular 
medical gloves for everything else
• Staff identify HDs and don chemo gloves for those specific situations



Should I wear chemo gloves for all 
medication administration activities?

1. Use chemo gloves for anything “med cart” related

• Advantages of this approach:
• Only chemo gloves need to be kept on the med cart and staff 

won’t be at risk of failing to identify a HD

• Disadvantages of this approach:
• Chemo gloves tend to be slightly more expensive



Should I wear chemo gloves for all 
medication administration activities?

2. Reserve chemo gloves for handling HDs only & use   
regular medical gloves for everything else

• Advantages of this approach:
• Cost savings when chemo gloves are more expensive

• Disadvantages of this approach:
• Staff must have a consistent way to identify HDs during 

med pass



How do I identify which medications are HDs?

• Facilities List of HDs & handling requirements

• Some eMAR programs include functionality to flag HDs to assist the med 
passer while administering meds

• Labeling from Pharmacy
• Pharmacies should identify HDs on the labeling -

Some possible ways to do that would include:

1) Colorful auxiliary labels (indicating “Hazardous” or “Chemo”)
2) Note pre-printed on the pharmacy label



How do I identify which medications are HDs?

• Examples for how pharmacy might label hazardous drugs



Are there any special storage requirements?

• Medications delivered to your facility are typically in their “final dosage 
form,” so most of the requirements that pharmacies must follow are not 
also required of LTC facilities

• Recommendations

• Any HD in any form that could potentially “contaminate” other 
medications or surfaces should be isolated to the extent possible

• Liquid HDs, or other unit-dose formulations like creams or ointments, 
are best kept with the bottle inside a zip-lock bag to contain leaking



Can NIOSH-listed medications be crushed?

• Yes, but with certain restrictions and within certain 
guidelines

• When possible, it is preferable to get the medication 
changed to a liquid form

• Most HD medications can be crushed by facility staff while 
donning appropriate PPE



Can NIOSH-listed medications be crushed?

• We recommend chemo gloves and a mask (if powder 
inhalation is a risk) at a minimum

• When a med does need to be crushed,  we recommend using 
a closed system crushing device for crushing hazardous drugs, 
such as:

1. Silent Knight 
2. RxCrush

• If there is not a better option available, crushing the 
medication inside a sealed zip-lock bag is a reasonable option

https://www.youtube.com/watch?v=q9fwx3q4XDM&t=146s
https://www.rxcrush.com/


How do we handle spills of hazardous drugs?

• The Designated Person should ensure that some staff members 
are fully trained in containing and cleaning up HD spills

• Facility should be equipped with chemo spill kit(s)
• Many vendors provide inexpensive chemo spill kits that contain 

everything you need
• One possibility would be to keep one with every med cart 

• Ensure that the final step of spill cleanup is to decontaminate the 
area with an appropriate cleaning agent



How do we handle spills of hazardous drugs?

Spill kits should contain (at a minimum):
1. Chemo Gown

2. Goggles or Mask with Safety Shield

3. 2 Pairs Chemo Gloves

4. N-95 Respirator Mask

5. Chemo Bio-Wipe Bag (and/or chemosorb pads or other absorbent towels)

6. Approx. 15-gallon waste bag



How do we handle spills of hazardous drugs?

In the event of a spill:

1) Put on the chemo gown, goggles, N95 mask, & double gloves

2) Place hand in bio-wipe bag and wipe up spill. 

Or, apply chemosorb pads, wipe up resulting gel with towels

Or, use paper towels to wipe up spill

3) Place all materials in waste bag included

4) Decontaminate area with an oxidizing agent such as:
• Sodium hypochlorite (e.g. bleach wipes)

• Hydrogen Peroxide – various concentrations & commercial wipes available

• Peridox RTU – commercial product proven to remove HD residue



How do we dispose of USP 800 Hazardous Drugs?

• The section of USP 800 on Disposal is very short & will likely not change your 
current practices much or at all.

• Section 11.4 (“Disposal”)
“All personnel who perform routine custodial waste removal and cleaning activities in HD handling areas must be trained 
in appropriate procedures to protect themselves and the environment to prevent HD contamination. Disposal of all HD 
waste, including, but not limited to, unused HDs and trace-contaminated PPE and other materials, must comply with all 
applicable federal, state, and local regulations.”

• MPCA Regulations already require all medications to be treated as hazardous

 Continue to follow your current process for the removal of hazardous 
medications and trace-contaminated waste



ANY QUESTIONS?

SEND ME AN EMAIL:
CASEY.HALCROW@GUARDIANPHARMACY.NET

USP <800>
Hazardous Drugs – Handling 
in Healthcare Settings 

mailto:Casey.Halcrow@guardianpharmacy.net
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Useful Free Resources & Articles
1. Articles – USP 800 & LTC

• McKnight’s – How can your facility prepare
• JD Supra– Significant Challenges for Long Term Care Providers

2. NIOSH 2016 – Current NIOSH List of Hazardous Drugs
3. NIOSH 2020 Draft (New Proposed Categories) – Not finalized yet
4. OSHA Resources – Start page for Hazardous Drug Info from OSHA
5. MNOSHA – Compliance Resources from MN OSHA

• Scroll Down to “Hazard communication – employee right to know”
6. ONS Toolkit – Oncology Nursing Society – Toolkit for handling hazardous drugs

• Very good resource for all entities, even if you don’t ever administer chemo
7. JCR/BD Toolkit – Joint Commission Gap Analysis & Toolkit

• Create account, start survey, then “Request a Toolkit”
8. Crushing Devices

• Silent Knight
• RxCrush

9. Readyfor800 – Ready for <800> Resources for all types of healthcare entities
10. Spill Clean Up – Recommendations & Procedures 

https://www.mcknights.com/marketplace/marketplace-experts/how-your-facility-can-prepare-for-usp/
https://www.jdsupra.com/legalnews/usp-800-to-present-significant-56926/
https://www.cdc.gov/niosh/docs/2016-161/pdfs/2016-161.pdf
https://beta.regulations.gov/document/CDC-2020-0046-0003
https://www.osha.gov/hazardous-drugs
http://www.dli.mn.gov/business/workplace-safety-and-health/mnosha-compliance-resources-all-industries
https://www.ons.org/sites/default/files/2018-06/ONS_Safe_Handling_Toolkit_0.pdf
https://hazmedsafety.com/en
https://www.youtube.com/watch?v=q9fwx3q4XDM&t=146s
https://www.rxcrush.com/how-it-works
https://www.readyfor800.com/getting-started-people-and-processes/
https://www.pppmag.com/article/2298
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