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MEASURES USED TO EVALUATE A 
COMPOUNDING PHARMACY 

 Objectives: 
 The learner will be able to: 

  List the difference between a 503A and 503B pharmacy 

  List items to evaluate when touring a compounding 
pharmacy 

  List resources to learn more about compound pharmacies 
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http://www.outpatientsurgery.net/surgical-services/cataract-
surgery/did-compounded-antibiotic-steroid-formulation-
cause-cataract-patients-vision-problems--04-27-17 

 

 

 

 

 

 

 
https://www.cdc.gov/mmwr/preview/mmwrhtml/mm5
149a1.htm 

 

https://www.cdc.gov/mmwr/preview/mmwrhtml/mm6141a4.ht
m 

IN THE NEWS 

MEASURES USED TO EVALUATE A COMPOUNDING 
PHARMACY 

Compounding definition: 
FDA:   

•  Any manipulation of a sterile or non-sterile product intended to 
produce a sterile final product. The Food and Drug Administration (FDA) 
recognizes compounding as a part of pharmacy practice, which does not 
fall within the agency's authority. 

 

USP <797>:   

•  Preparations prepared in accordance with manufacturer labeled 
instructions 

•  Preparations containing non-sterile ingredients or requiring non-sterile 
components and devices that must be sterilized before administration 

•  Biologicals, diagnostics, drugs, nutrients, or radiopharmaceuticals that 
possess either of the above two characteristics and include, but are not 
limited to, baths and soaks for live organs and tissues, implants, 
inhalations, injections, powders for injection, irrigations, metered sprays, 
and ophthalmic and otic preparations 
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 USP <797> 

 Intent: 

  To prevent harm and 
fatality to patients that 
could result from microbial 
contamination, excessive 
bacterial endotoxins large 
content errors in strength 
of correct ingredients, and 
incorrect ingredients in 
compounding sterile 
products 

MEASURES USED TO EVALUATE 
A COMPOUNDING PHARMACY 

 503A Compounding- 
Traditional Compounder: 

•  Regulated by State board of pharmacy  

• No mass compounding 

•  Restricted to providing compounded 
products to those with patient 
prescriptions only 

•  Ship within the state 
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 503B Compounding- 
Outsourcing facility: 

•  Regulated by FDA   

•  Provides large batch 
compounding 

•  Office-use is allowed 

•  Labeling requirements 

•  Ship across the U.S. 

 

MEASURES USED TO EVALUATE A COMPOUNDING 
PHARMACY 

 Reasons to Compound: 
  Limited resources – inventory storage 

  Drug shortage 

  Financial – Budget 

 Pharmacy consultant with limited compounding experience 

 Limited staff 

 Inadequate compounding location within facility 

  Quality expectations from payers 

  Regulatory & accrediting agency recommendations  

  Diminish risk of HAI 
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Choosing a compounding 
pharmacy: 

 

•  Assess and identify ASC needs 
•  Why do you need to utilize a 
compounding pharmacy?   
•  What do you need 
compounded? 
•  Is it available commercially? 
•  What volume will you need? 
•  What packaging options are 
needed? 
•  What storage capacity is 
available at the ASC? 
•   Who will oversee the 
compounding project? 

 

MEASURES USED TO EVALUATE A COMPOUNDING 
PHARMACY 

Choosing a compounding pharmacy: 

 

√  Identify and contact vendors 
√  Provide preparations and containers suitable for 
ASC setting 

√  Request information 

√  Request a proposal 

√  Visit the facility 
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 Choosing a compounding pharmacy: 

 Information request: 

•  Facility history 

•  Volume of CSP/ month 

•  Regulatory/ licensure status 

•  Description of products/ services available 

•  Ordering process/ turn around time 

•  Pricing 

•  Customer support 

•  Enforcement/ accreditation actions 

•  Emergency preparedness 

•  Delivery options 

  

MEASURES USED TO EVALUATE A COMPOUNDING 
PHARMACY 

 What does the IP need to look 
for: 

 Validate outliers in FDA 483 document are 
resolved as outlined 

https://www.fda.gov/AboutFDA/CentersOffic
es/OfficeofGlobalRegulatoryOperationsandPol
icy/ORA/ORAElectronicReadingRoom/default.
htm 
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MEASURES USED TO 
EVALUATE A 
COMPOUNDING 
PHARMACY 
FDA RECALLS: 
https://www.fda.gov/Safety/Recalls/defa
ult.htm 
 
 
 
 
 
 

Accessed 6/29/17 

MEASURES USED TO 
EVALUATE A 
COMPOUNDING 
PHARMACY Medwatch Form 

 
 
 
https://www.fda.gov/downloads/AboutFD
A/ReportsManualsForms/Forms/UCM163
919.pdf 
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 Choosing a compounding pharmacy: 

 Proposal Request: 

•  Standard terms of contract 
•   Name, number of organization contact person 

•   liability insurance 

•  Description of container systems, drug, strength, concentration etc. 

•  SOP 

•  Follow up documents for enforcement/ accreditation findings 

•  Handling and delivery procedure 

•  Statement that organization reserves right to cancel solicitation for services 
and reject any/ all proposals for any reason or for no reason 

•  Deadline date for proposal 

•  Date to initiate services 

MEASURES USED TO 
EVALUATE A COMPOUNDING 

PHARMACY 

 Facility visit and tour: 

  Condition of contract 

  Environment 
  HEPA filtration 

  Uni-directional air flow:  
laminar airflow workbench, 
biological safety cabinet, 
compounding aseptic isolator, 
compounding aseptic 
containment isolator 
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 Facility visit and tour: 

  Architecture 
  lighting 

  storage 

  buffer area 

  surfaces 

  ante room 

  Automated compounding device 

  Pressure differential, positive/ 
negative airflow 

  BUD/ expiration 

 

MEASURES USED TO EVALUATE A COMPOUNDING 
PHARMACY 

  Educated, instructed and skilled 

  Ingredients have correct identity, 
quality, and amount 

  Properly stored open and partial 
containers  

  Bacterial endotoxins minimized 

  Proper and adequate sterilization used 

  Equipment clean, accurate, appropriate 

  Potential harm evaluated before 
dispensing 

  Appropriate package for sterility and 
stability 

  Maintain environment to preserve 
sterility of items 

  Appropriate and complete labels 

  BUD appropriate and validated 

  Use of correct compounding procedures 

  Method to rapidly identify and correct 
deficiencies 

  Compounding is separate from quality 
evaluation 

Responsibility of compounding personnel: 
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 Facility visit and tour: 

 

  Cleaning/ disinfection 
  Germicidal detergent and 
water 
  70% isopropyl alcohol 

  USP <797> appendix II  

 

MEASURES USED TO EVALUATE A COMPOUNDING 
PHARMACY 

  

  Monitoring 
  Routine 

  Airborne particle 
test 

  Pressure differential/ 
displacement airflow 

  Temperature/ 
humidities 

  Surface disinfection 
sampling and 
assessment 

 

 Facility visit and 
tour: 
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 Facility visit and tour: 

  Documentation 
  Results:   
  Non-viable particles:  non living organisms that are shed i.e. dust, 
paper 

  Viable particles:  living organisms i.e. bacteria, fungal spores  

  Require non-viable particles to travel 

  Sampling plan 
  Specific 

  New facility/ equipment 

  Every 6 months minimum 

  After facility/ equipment maintenance including remodel, renovation  

  Problems with product identification, preparation, employee technique 
or if CSP suspected of source of infection 

  Temperature monitoring 
 

 

MEASURES USED TO EVALUATE A COMPOUNDING 
PHARMACY 

 What does the IP need to 
look for: 

 Request and view documents 
before tour 

  Cleanliness 

  PPE’s 
  masks 

  gowns 

  gloves 

  shoe covers 

  hair covers 
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 What does the IP need 
to look for: 

  Flow:   
  Traffic  

  Air 

 

Airflow demonstration with smoke pencil 

MEASURES USED 
TO EVALUATE A 
COMPOUNDING 
PHARMACY 

 What does the IP need 
to look for: 

  Flow:   
  Air 

 

Airflow demonstration with smoke pencil 
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MEASURES USED TO 
EVALUATE A COMPOUNDING 
PHARMACY 

 What does the IP need to 
look for: 

  Document displays 
  Publicly posted 

  State license 

  Pharmacist license 

  Pharmacy tech certification 
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 What does the IP need to 
look for: 

  Medication supply and storage 

  Packaging  systems 

  Transportation 

 

MEASURES USED TO EVALUATE A COMPOUNDING 
PHARMACY 

  Hand hygiene/ 
Garbing 

 evaluation 
  Hand hygiene stations 
  Hand hygiene 
competencies 
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 What does the IP need 
to look for: 

  Products used for cleaning:   

  Appropriate use 

  contact time 

  container lid closed 

  Appropriate for area 

MEASURES USED TO EVALUATE A COMPOUNDING 
PHARMACY 

Cleaning Chemistries 
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Label evaluation: 
• Name of active ingredients 
• concentration, strength, 

dosing 
• Prep date, BUD 
• Storage conditions 
• ID of responsible 

compounding staff 
• Control/ lot # 
• Auxiliary labeling – 

precautions 
• Device specific instructions 

 
 

 
 

MEASURES USED TO EVALUATE A COMPOUNDING 
PHARMACY 

 Competencies: 

•  Aseptic technique 

•  Cleaning and disinfecting procedures 

•  Compounding of hazardous drugs, allergen extracts 

•  Use of sterile devices  

•  Use of compounding devices 

•  Ability to fill pump reservoirs 

•  End product testing and sterilization 
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 Quality Assurance 

•  Mechanism for monitoring, evaluating, correcting 
and improving activities and processes 

•  Review and analyze objective data 

•  Use data to develop action plans 

•  Actively correct problems detected, improve activities 
and processes 

•  Re-evaluation of corrective action to ensure 
effectiveness and sustainability 

•  Documentation 

MEASURES USED 
TO EVALUATE A 
COMPOUNDING 
PHARMACY 
 International 
Academy of 
Compounding 
Pharmacists (IACP) 

 2013 developed Compounding 
Pharmacy Assessment 
Questionnaire. 

 1.  Licenses- Permits 

 2.  Compounding services 
provided 

 3.  Internal controls and quality 
assurance 

 4.  Testing and verification 
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Threshold questions: 
 
1. 503A vs. 503B 
2. Regulatory compliance 
3. Quality and patient safety 

measures 
4. Facility design and 

maintaining suitable facilities 
5. Environmental and personnel 

monitoring 
6. Equipment, containers, 

closures, and components 
7. Production and process 

controls 
8. Release testing, lab controls 

and stability/ expiration 
dating 

9. Packaging and labeling 
10. Medication safety features 
11. Service excellence 
 

MEASURES USED TO EVALUATE A COMPOUNDING 
PHARMACY 

•  Accreditation manual 
•503A 
•Regulatory compliance 
•Personnel 
•Facilities and equipment 
•Chemicals, compounds, and 
completed compounded 
preparations 
•Compounding records 
•Beyond- Use- Dating, potency, 
and sterility 
•Completed compounded 
preparations 
•Prescriber communication and 
patient education 
•Total quality management 
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 ASC Responsibilities: 

•  Shipping and receiving   

•  Verification 

•  Storage 

•  Documentation 

•  Practice aseptic technique 

•  Safe injection practices   
•   Appropriate use of SDV and MDV 

•  Report quality issues 

MEASURES USED TO EVALUATE A 
COMPOUNDING PHARMACY 
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http://www.pcab.org/
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Questions? 

 

 

Robin O. Novak, RN CIC 

Excellentia Advisory Group 

Director of Infection Prevention and Endoscopy 

Services 

636-485-2852 

Robin@excellentiagroup.com 

www.excellentiagroup.com 

 
HEALTHCARE CONSULTING EXCELLENCE! 

•      Excellentia brings healthcare consulting services to client companies within the ambulatory care, ambulatory surgery center and physician 

practice management niche industries. Excellentia consultants have years of hands-on experience in their respective fields. 

•      Partnering with an industry expert can save you both time and money. Whether you are looking to improve your reimbursement, add a 

physician to your practice, develop a new surgery center, or need an interim CEO to cover a maternity leave, we have the talent that can help 

you. Our staff has proven success in their respective field. 

•      Our engagements are flexible in length. We can accommodate projects that are divided into phases as well as long term coverage. 

Analysis, audits, training or plans of correction are just some of the areas we cover. Our pricing is designed based on the particular needs 

and can be estimated during our initial conference call once the scope of your project is understood. 

 

mailto:Robin@excellentiagroup.com
http://www.excellentiagroup.com/

