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Objectives

1. Describe building blocks of safe compounding

2. Outline temporary policy regarding personal protective equipment 
(PPE) practices for sterile compounding 

3. Discuss sterile compounding in the time of COVID-19



Building Blocks 
of 

Safe Compounding



The most important strategies pharmacies should keep 
in mind to stay safe and compliant in their 
compounding activities~

1. Know the contents and status of USP Chapter <797> 

2. Know your state regulations

3. Know accreditation standards

4. Practice full compliance to protect staff & for patient safety

5. Qualify & Requalify staff- include staff outside of pharmacy in 
appropriate training

6. Consider advanced training for the designated person who oversees 
sterile compounding

7. Evaluate environmental monitoring reports & take action based on 
the results

8. Use FDA resources



Know the Content & Status of USP <797>

USP <797> has not changed since 2008

• 12/1/2019 was intended official date of revised chapter

• Several pharmacy groups filed appeals to USP Chapter

• Key topics covered in the appeals included:

• Beyond‐Use Date (BUD) provisions

• Removal of Alternative Technology provision

• Applicability to veterinary practitioners



BUD

Current definition of BUD: The date (or time) beyond which the drug

must not be stored.

• Sell by/use by dating – does not include infusion time

Future definition of BUD: The date or date and hour
after which the CSP must not be used, because its required quality

characteristics (e.g., sterility, strength, purity) cannot be ensured.







Know State-Specific Regulations

USP<797>                   Federal                 State

Pharmacies need to follow the more stringent regulations, 
which may be on the state side.



Know Accreditation Standards

The Joint Commission



Practice Full Compliance

Safe sterile compounding depends on several factors

• use of personal protective equipment

• closed system drug-transfer devices (CSTDs)

• surface wipe sampling

• other best practices



Qualify & Requalify Staff

Core competencies needed to fulfil safe compounding requirements

• Training

• Guidance in policies & procedures



Consider Advanced Training

• helps compounding pharmacies meet optimal safety and reliability in 
compounding practices

• helps the pharmacy comply with the most stringent practices



Evaluate Environmental Monitoring

Clean Room ~ Clean Staff



Use FDA 
Resources



Temporary Policy 
Regarding 

PPE practices for 
Sterile Compounding 









• Use unused PPE that has expired

• Reuse masks during same shift

• Don non-sterile gloves if sterile gloves not available

• Do not reuse booties/use dedicated clean room shoes if booties 
unavailable

PPE Reuse-







• Temporary policy on PPE practices applies to pharmacy compounders 
regulated under section 503A. It does not apply to outsourcing compounding 
pharmacies registered as 503B, which are subject to Current GMP 
requirements and under which different PPE considerations apply

• NOT exempt from ((parts of) section 501 of the FD&C Act:



Sterile Compounding 
in the Time of 

COVID-19



COVID-19
At the time of this presentation recording…

• ensure that every effort is taken to minimize the risk for drug contamination 
especially with COVID-19 induced shortages in PPE

• focus on aseptic technique as well as cleaning and disinfection of the critical 
surfaces where sterile compounding is conducted-more frequent disinfection-
diligent about cleaning- extra documentation

• review how state rules & requirements are temporarily adjusting to PPE 
shortage

• limited beyond-use dates



BUD

• USP supports risk-based discretion related to BUD of critically short 
supply drugs required to care for ventilator patients.

• USP establishes standards but does not enforce them

• https://www.usp.org/compounding for updates

https://www.usp.org/compounding


COVID-19

COVID-19 demand for certain compounded sterile drugs that are in 
short supply-

• relevant sterile IV drugs listed on the FDA shortage list are drugs 
needed to induce or maintain sedation, neuromuscular blocking 
agents used for rapid intubation & analgesia to maintain comfort for 
patients under mechanical ventilation

• 503A pharmacies should be compounding for named patients only; 
not in large quantities requiring manufacturing quality control 
standards
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