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Learning Objectives

At the completion of this activity, the 
participant will be able to:

1. Describe the formulation 
requirements for compounding hand 
sanitizer

2. Review labeling requirements for 
patients and health care providers 

3. Discuss distribution to patients, at 
risk individuals and front line workers 
within the community

4. Define the storage requirements of 
compounded hand sanitizer
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https://www.papercitymag.com/culture/hand-sanitizer-how-find-compounding-pharmacies-
secret-stash-piney-point-haeckerville/ Accessed on 2-8-21

https://www.papercitymag.com/culture/hand-sanitizer-how-find-compounding-pharmacies-secret-stash-piney-point-haeckerville/
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Key Abbreviations

 ACS- American Chemical Society
 CDC- Centers for Disease Control and Prevention
 FCC- Food Chemical Codex
 FDA- Food and Drug Administration
 IPA- Isopropyl Alcohol
 NF- National Formulary
 USP- United States Pharmacopeia
 WHO- World Health Organization
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Disease Prevention

Hand Hygiene

 Hand washing

– Wash often with soap and water

– Wash for at least 20 seconds

 Hand sanitizer

– For use if soap and water are not readily available

– Doesn’t get rid of all types of germs

– May not be as effective if hands are dirty or greasy
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Application Recommendations From WHO

https://www.who.int/docs/default-source/patient-safety/how-to-handrub-poster.pdf?sfvrsn=9d2f6e89_4 Accessed 2-8-21

https://www.who.int/docs/default-source/patient-safety/how-to-handrub-poster.pdf?sfvrsn=9d2f6e89_4
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Application Recommendations From WHO

https://www.who.int/docs/default-source/patient-safety/how-to-handrub-poster.pdf?sfvrsn=9d2f6e89_4 Accessed 2-8-21

https://www.who.int/docs/default-source/patient-safety/how-to-handrub-poster.pdf?sfvrsn=9d2f6e89_4
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Guidance Documents

Information to Address Shortage

USP Compounding Alcohol-Based Hand 
Sanitizer During COVID-19 Pandemic

Temporary Policy for Preparation of Certain 
Alcohol-Based Hand Sanitizer Products During 

the Public Health Emergency (COVID-19) 
Guidance for Industry

FDA

USP
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Compounding Requirements

Keeping the Basics While Meeting a New Need

 Compounding is performed by trained personnel

 Source of ingredients 

– USP

– NF

– FCC

USP Compounding Alcohol-Based Hand Sanitizer During COVID-19 Pandemic. April 28, 2020;2:1-5
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USP Compounding Alcohol-Based Hand Sanitizer During COVID-19 Pandemic. April 28, 2020;2:1-5

Compounding Requirements

Keeping the Basics While Meeting a New Need

 Proper equipment, use and maintenance

 Prepare a master formulation record and compounding record

 Label preparation appropriately

 Assign a proper BUD
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Formulation Overview

Alcohol Antiseptic Topical Solution

 Alcohol

– Isopropyl alcohol

– Ethanol (ethyl alcohol)

 Hydrogen Peroxide

– 3%

– 30%

 Glycerin or glycerol

 Purified Water
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https://www.thoughtco.com/how-to-read-a-meniscus-606055 Accessed on 2-11-21

https://www.thoughtco.com/how-to-read-a-meniscus-606055
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https://www.usp.org/covid-19/hand-sanitizer-information 
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Temporary Policy for Preparation of Certain Alcohol-Based Hand Sanitizer Products During the Public Health Emergency (COVID-19) Guidance for 

Industry. Aug 7, 2020;2:1-20. 

1. The following ingredients are used
– Alcohol (ethanol) that is not less than 94.9% ethanol by volume; OR Isopropyl 

Alcohol, USP

– Glycerin (glycerol) USP or FCC 

– Hydrogen peroxide
– Sterile water

2. The alcohol is denatured
3. The following formula is used

– Alcohol (ethanol) (formulated to 80%, volume/volume (v/v)) in an aqueous solution; or 
Isopropyl Alcohol (formulated to 75%, v/v) in an aqueous solution

– Glycerin (glycerol) (1.45% v/v)
– Hydrogen peroxide (0.125% v/v)
– Sterile distilled water or boiled cold water

FDA Guidance
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Temporary Policy for Preparation of Certain Alcohol-Based Hand Sanitizer Products During the Public Health Emergency (COVID-19) Guidance for 

Industry. Aug 7, 2020;2:1-20. 

4. The compounder ensures active ingredient is correct and correct amount used
5. The compounder prepares hand sanitizer under conditions used to compound 

similar nonsterile drugs
6. The hand sanitizer is prepared as an aqueous solution, not a gel, foam or 

aerosol spray
7. Product labeling is consistent with FDA guidance 
8. Report adverse events as soon as possible but no later than 15 days after 

receipt of information

FDA Guidance
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Alcohol

Ingredient Selection

https://www.lipscomb.edu/news/college-pharmacy-compounds-hand-sanitizer-public-safety-
health-care-providers Accessed 2-11-21

 Isopropyl Alcohol USP (99%)

 Ethyl Alcohol (ethanol)

– Denature prior to use

• Ethyl Alcohol USP, 190 Proof USP

• Ethyl Alcohol USP, 200 Proof USP

 Do not use 

– ACS 

– Ingredients with unknown grade or 
quality
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Alcohol Calculations

 Understand how to calculate volume needed for concentration of final preparation

– Based on the potency of your active ingredient

USP Compounding Alcohol-Based Hand Sanitizer During COVID-19 Pandemic. April 28, 2020;2:1-5
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Denaturing Ethanol

Understanding the importance

USP Compounding Alcohol-Based Hand Sanitizer During COVID-19 Pandemic. April 28, 
2020;2:1-5

 Nondenatured ethanol

– Adverse events from accidental 
ingestion

– Can be deadly, especially in small 
children

 Denatured ethanol

– Bad tasting additives can deter 
consumption 

– Choose formula based on facility’s 
need/availability

• Ex.) For 10,000 mL of ethanol, add 500 
mL of IPA
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Purified Water

 Distilled

 Cold boiled potable

 Reverse osmosis

 Filtered 

 Sterile water USP

https://www.hawkinsinc.com/groups/pharmaceutical/usp-purified-water/ Accessed 2-7-21

https://www.hawkinsinc.com/groups/pharmaceutical/usp-purified-water/
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Formulation- Mixing

Mixing process
– Make sure measuring device is 

appropriate 
• Graduated cylinder grade and size
• Syringes
• Beaker

– Use an airtight cover to prevent 
evaporation when mixing 

https://tucson.com/business/tucson-pharmacy-fights-coronavirus-by-making-hand-sanitizer-for-first-

responders-public/article_5877a865-eac5-55a1-8ccc-7e662ab6bc19.html Accessed on 2-11-21

https://tucson.com/business/tucson-pharmacy-fights-coronavirus-by-making-hand-sanitizer-for-first-responders-public/article_5877a865-eac5-55a1-8ccc-7e662ab6bc19.html
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Lid Options

Packaging

https://pccarx.com/products/FINGERTIPSPRAYER24MMSPRFNGRTPSSA24-4106-1-8DTL/35-1540/DEVICES Accessed 2-7-21

https://pccarx.com/products/FLIPTOPCAP24MM24-410/35-1538/DEVICES Accessed 2-7-21

https://pccarx.com/products/EASYFILLADAPTER28MM%28E%29/35-2217/DEVICES Accessed 2-7-21

Finger Tip Sprayer Flip Top Cap Bottle Top Adapter

https://pccarx.com/products/FINGERTIPSPRAYER24MMSPRFNGRTPSSA24-4106-1-8DTL/35-1540/DEVICES
https://pccarx.com/products/FLIPTOPCAP24MM24-410/35-1538/DEVICES
https://pccarx.com/products/EASYFILLADAPTER28MM(E)/35-2217/DEVICES


22

© 2018 USP

Bottle Options

Packaging

https://pccarx.com/products/BOTTLE%2C4OZBOSTONROUNDNATURAL24-410/35-1539/DEVICES Accessed 2-7-21

https://pccarx.com/products/BOTTLE%2CPRESCRIP-OVALAMBERPLSTC%2C4OZ-CAP/35-1975/DEVICES Acdessed 2-7-21

https://pccarx.com/products/SPRAYMISTBOTTLE%2C32OZ-/35-1603/DEVICES 2-7-21

Boston Round Amber Bottle Spray Bottle

https://pccarx.com/products/BOTTLE,4OZBOSTONROUNDNATURAL24-410/35-1539/DEVICES
https://pccarx.com/products/BOTTLE,PRESCRIP-OVALAMBERPLSTC,4OZ-CAP/35-1975/DEVICES
https://pccarx.com/products/SPRAYMISTBOTTLE,32OZ-/35-1603/DEVICES
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Bottle Options

Packaging
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Patient Label

Temporary Policy for Preparation of Certain Alcohol-Based Hand Sanitizer Products During the Public Health Emergency (COVID-19) 
Guidance for Industry. Aug 7, 2020;2:1-20.
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Healthcare Personnel Label

Temporary Policy for Preparation of Certain Alcohol-Based Hand Sanitizer Products During the Public Health Emergency (COVID-19) Guidance 
for Industry. Aug 7, 2020;2:1-20. 



26

© 2018 USP

Distribution

 Available for purchase
– Appropriate sized containers for expiration 

date

 Donations
– Local clinics
– First Responders
– High risk patients 

Based on Community Needs
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Donations

Distribution
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Storage

Temperature 
 Store between 15-30C (59-86F)
 Avoid freezing
 Avoid excessive heat above 40C (104F)

BUD
 30 days 
 Room temperature
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