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OBJECTIVES

• Describe the designated person’s responsibility for training personnel in 

hazardous drug handling

• Discuss the importance of the NIOSH list of hazardous drugs in performing 

an assessment of risk (AOR)

• List several precautions for compounding, handling, storing, dispensing and 

disposal of HDs

• Outline the importance of workflow in compounding hazardous drugs



USP 800

• The chapter is prescriptive, not descriptive

• How do you apply the standards to day to day activities?

•We will discuss practical application from a community pharmacy 

perspective



OUR COMMUNITY PRACTICE

• Compounding-only pharmacy for over 25 years

• First USP 800 compliant community compounding pharmacy in PA 

• 250 SF nonsterile-HD C-SEC, 50 SF sterile-HD C-SEC (ISO 7)

• PCAB/ACHC accredited in 2018 with hazardous distinction

• Reaccredited in 2020 and 2023 with hazardous distinction

• Three pharmacists, 2 nonsterile HD technicians, 5 nonsterile technicians, 2 

sterile/sterile HD technicians (also CS, HR, etc)



OUR COMMUNITY PRACTICE

• Image of sterile HD lab



NS HD LAB



NIOSH

• Assessment of risk must be conducted – using current NIOSH list with other sources 

(e.g. SDS)

• Active pharmaceutical ingredients (APIs) and finished products – manufactured or 

compounded

• Caustic substances – acids, bases, solvents (HCl, NaOH, Phenol, Benzalkonium 

Chloride)

• We store all HDs in C-SECs – sterile and  nonsterile HD labs

• We count manufactured and compounded finished preps in HD labs on dedicated 

trays – no counting equipment



AORS

• HD list and AORs reviewed annually and signed by the DP

• New AORs conducted with revisions to the NIOSH list

• New AORs conducted when new HDs are added

• AORs (would be) conducted with investigational drugs, where HD status is 

unknown
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DESIGNATED PERSON

Per USP 800, the DP must:

• Be qualified and trained to develop and implement appropriate procedures

• Ensure competency of personnel

• Ensure environmental control of the compounding and storage areas

• Identify, document, and contain the cause of any discovered contamination

• Maintain reports of sampling/testing performed, and act on the results

• Oversee compliance

• Oversee monitoring of the facility

• Review and document the review of SOPs at least every 12 months



DESIGNATED 
PERSON



DP IN COMMUNITY COMPOUNDING PRACTICE

• Two DPs responsible for HD compounding – both technicians

• First is DP of sterile and DP of sterile-HD with over 10 years experience in 

sterile and nonsterile compounding 

• Second is DP of nonsterile HD compounding with over 20 years experience in 

nonsterile compounding

• Both are CPhTs and are considering advanced certification

• State of PA does not require licensing or registration of technicians



HD PERSONNEL TRAINING AND COMPETENCY 
REVIEW

• Conducted initially before independently compounding

• Competencies reviewed annually

• All HD – related activities (PPE, receipt, drug handling, storage, DDCD, spills, 

disposal)

• Initial training on compounding each dosage forms and annual competency review

• Potency testing every 6 months on all dosage forms using independent lab testing

• All documented in individual portfolios and in compliance tracking software



HD PERSONNEL TRAINING



PRECAUTIONS FOR HD COMPOUNDING

• Donning and doffing PPE within line of demarcation

• Receiving new inventory of API and manufactured HDs – neutral space with proper PPE

• All HDs (manufactured drugs and APIs) stored in negative pressure space

• DDCD of C-PECs – solutions and methods in SOPs and training

• Compounding with one API (or group of APIs) at a time

• Proper hand placement within the C-PEC – ensuring they stay within the CVE

• Disposal of waste before exiting the C-PEC

• Cleaning and maintaining dedicated equipment



WORKFLOW

• Compounding software permits designation of APIs and manufactured 

products as HDs

• Master formulation records (MRS) identify HDs within the formula

• Compounding records are generated from MFRs for every compound

• CRs that contain HDs are printed with labeling during data entry

• HD CRs are routed to the appropriate area – nonsterile HD or sterile HD

• Work is prioritized by turn-around, API(s), shipment or pickup and dosage 

form



WORKFLOW

• Pharmacy uses color coding of labeling and compounding records

• Work is distributed based on color coding system (e.g. yellow clips = NS HD, 

red = NS, clear = sterile and sterile HD)

• Finished work is placed in HD pass-through for RPh check

• All HDs are bagged in zip-lock for non-antineoplastic and cytotoxic bag for 

antineoplastics

• Routing of work ensures it will be directed to proper lab and handled by 

trained personnel



WHAT WE COMPOUND

STERILE HDS:

• Mitomycin – bladder irrigation, ophthalmic injection 

• Testosterone injection

• Tacrolimus ophthalmic solution

• Cyclosporine ophthalmic solution

• Phenol injection

• Human and veterinary preparations primarily from active pharmaceutical 

ingredients (API)



WHAT WE COMPOUND

NONSTERILE HDS:

• Methimazole – transdermal, suspension, treats

• Zonisamide – capsules, suspension, treats

• Chlorambucil – capsules, suspensions

• Chloramphenicol – capsules, suspensions, treats

• HRT – estriol, estradiol, progesterone, testosterone – creams, capsules, 

troches

• Human and veterinary preparations primarily from active pharmaceutical 

ingredients (API)
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HOW WE COMPOUND

• CR record is generated and directed to appropriate area – NS, NS-HD, Sterile or 
Nonsterile HD

• APIs measured and mixed following formula/CR directions and documented

• CR also includes order of mixing and quality assessments (e.g. appearance, pH, 
color, viscosity, final weight or volume, number of units)

• CSPs tested for sterility and BET

• Final preparation labeled per USP with storage requirements

• All personnel involved document steps in the process for audit trail from data entry to 
final preparation



HOW WE COMPOUND

EQUIPMENT

• Analytical balances – calibrated and certified annually

• Each ingredient weight or volume is documented (printed) on the CR

• All equipment is dedicated to HD – (e.g. M&P, capsule machines, electronic mortars 
and pestles, ointment mill, RDT and treat molds)

• C-PECs are externally vented 

• C-SECs are externally vented and pressures, temp and humidity checked daily 

• Certification of HD labs performed every six months



ADDITIONAL CONSIDERATIONS 

• SDSs access at all computer terminals – personnel trained on access and 

review

• Spill team – consists of sterile and nonsterile HDDP and HR manager

• Spill drills conducted annually

• Quality and general pharmacy meetings every month – including discussion of 

issues with HD

• Hazardous communication policy accessible at all times

• Dedicated and laundered scrubs for HD team



CONCLUSION

• Community compounding practice meets needs of outpatients not met by 

manufactured medications and home infusion services (human and animal)

• Investment in facility and personnel requirements for community-based HD 

practice is significant

• Personnel training and competency reviews ensure compliance with USP 

standards

• There is no substitute for constant vigilance, which underscores the important 

role of the DP
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