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A national shortage of hand sanitizer due to the COVID-19 pandemic has spurred federal agencies into temporarily 

suspending regulatory requirements that have been impeding the supply of alcohol and the manufacture of hand sanitizer.  

Under temporary guidance adopted by the Alcohol and Tobacco Tax and Trade Bureau (“TTB”) and the Food and Drug 

Administration (“FDA”), would-be suppliers of alcohol for hand sanitizer and manufacturers of hand sanitizer may provide 

their essential products without obtaining traditional regulatory approvals.  The information below highlights several key 

takeaways from recent agency guidance in this area. 

TTB Guidance 

TTB regulates aspects of the production of alcohol and the manufacture of alcohol-based products.  The agency recently 

updated its temporary guidance, “Production of Hand Sanitizer to Address the COVID-19 Pandemic” (“TTB Guidance”), to help 

address the national shortage of hand sanitizer.  Among other things, the TTB Guidance: 

• Authorizes alcohol fuel plants to manufacture hand sanitizer and to supply ethanol for use in the manufacture of hand 

sanitizer to certain TTB permittees without obtaining additional permits or bonds; 

• Allows distilled spirits plants to manufacture hand sanitizer consistent with FDA guidance without first obtaining formula 

approval by TTB;    

• Authorizes industrial alcohol user permittees to use denatured ethanol to manufacture hand sanitizer consistent with FDA 

guidance without TTB formula approval, and to procure additional quantities of denatured ethanol without filing a request 

with TTB; 

• Clarifies that non-beverage products made with ethanol (e.g., hand sanitizer) are not subject to federal excise tax; and  

• Permits transfers in bond of either denatured or undenatured ethanol between distilled spirits plants without additional 

TTB authorization or bond coverage. 

Despite these and other regulatory exemptions provided by the TTB Guidance, TTB permittees still must comply with other 

legal requirements when engaging in these activities.  Persons interested in manufacturing hand sanitizer that currently hold 

no TTB permit should consult with legal counsel on potential avenues for fast-tracking the permitting process.   

FDA Guidance 

FDA—which regulates the manufacture of active pharmaceutical ingredients (“APIs”) and of over-the-counter antiseptic hand 

rubs (i.e., hand sanitizer)—recently updated temporary guidance documents related to these activities during the COVID-19 

pandemic.   
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First, FDA recently updated its guidance titled, “Temporary Policy for Manufacture of Alcohol for Incorporation Into Alcohol-

Based Hand Sanitizer Products During the Public Health Emergency (COVID-19)” (“FDA Alcohol Guidance”).  The FDA Alcohol 

Guidance provides that the agency does not intend to take action against alcohol production firms that manufacture alcohol 

(i.e., ethanol or ethyl alcohol) for use as an API in alcohol-based hand sanitizers if those firms, among other things, ensure the 

following:  

• Alcohol manufactured as an API is not less than 94.9% ethanol by volume.  When meeting additional requirements, lower 

ethanol content alcohol may suffice where the ethanol comes from distillation or fermentation processes typically used for 

consumable goods. 

• Any water used to adjust the finished ethanol content in the alcohol API is sterile and is used as quickly as possible after it 

is rendered sterile or purified. 

• The alcohol (ethanol) is denatured consistent with TTB denaturing formula requirements either by the alcohol producer or 

at the point of production of the finished hand sanitizer.  

• Beyond alcohol, water, and denaturants (if added at the point of production), the alcohol production firm does not add 

other ingredients.  

• Alcohol production firms register their facility and list their products in the FDA Drug Registration and Listing System.   

Second, FDA recently updated its guidance titled, “Temporary Policy for Preparation of Certain-Alcohol-Based Hand Sanitizer 

Products During the Public Health Emergency (COVID-19) Guidance for Industry” (“FDA Hand Sanitizer Guidance”).  The FDA 

Hand Sanitizer Guidance provides, among other things, that the agency does not intend to take action against those that 

prepare alcohol-based hand sanitizers in accordance with the included formula, which is consistent with World Health 

Organization recommendations.   

Persons interested in producing alcohol for the manufacture of hand sanitizer, manufacturing hand sanitizer, or both should 

closely review all requirements contained in the referenced TTB and FDA guidance documents.  They should also consult with 

legal counsel to ensure full compliance with those and other regulatory requirements. 
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