
      
    
   

   
    

  
    

  
   

    

 

 

FDA Extends Enforcement of 5 Percent Limit on Out-of-State Distribution of Compounded  
Human Drug Products  

The Food and Drug Administration (FDA) announced that it has extended the time period for states to 
decide whether to sign the final standard memorandum of understanding (MOU) entitled 
‘‘Memorandum of Understanding Addressing Certain Distributions of Compounded Human Drug 
Products Between the California State Board of Pharmacy and the U.S. Food and Drug Administration’’ 
from October 27, 2021 to October 27, 2022. Therefore, the FDA will not enforce the 5 percent limit on 
interstate distribution of compounded human drugs by compounding pharmacies located in states that 
do not sign the MOU before October 27, 2022. 

States may sign the final standard MOU at any time, including after the extension deadline of October 
27, 2022. Additional information on the intentions of the California State Board of Pharmacy to enter 
the MOU are included in the minutes of the April 2021 Board Meeting. 

### 

8/24/2021 

https://www.govinfo.gov/content/pkg/FR-2021-08-09/pdf/2021-16937.pdf
https://pharmacy.ca.gov/meetings/minutes/2021/21_apr_bd_min.pdf

	FDA Extends Enforcement of 5 Percent Limit on Out-of-State Distribution of Compounded Human Drug Products



Accessibility Report



		Filename: 

		enf_of_5_percent_limit_extended.pdf






		Report created by: 

		


		Organization: 

		





[Enter personal and organization information through the Preferences > Identity dialog.]


Summary


The checker found no problems in this document.



		Needs manual check: 2


		Passed manually: 0


		Failed manually: 0


		Skipped: 0


		Passed: 30


		Failed: 0





Detailed Report



		Document




		Rule Name		Status		Description


		Accessibility permission flag		Passed		Accessibility permission flag must be set


		Image-only PDF		Passed		Document is not image-only PDF


		Tagged PDF		Passed		Document is tagged PDF


		Logical Reading Order		Needs manual check		Document structure provides a logical reading order


		Primary language		Passed		Text language is specified


		Title		Passed		Document title is showing in title bar


		Bookmarks		Passed		Bookmarks are present in large documents


		Color contrast		Needs manual check		Document has appropriate color contrast


		Page Content




		Rule Name		Status		Description


		Tagged content		Passed		All page content is tagged


		Tagged annotations		Passed		All annotations are tagged


		Tab order		Passed		Tab order is consistent with structure order


		Character encoding		Passed		Reliable character encoding is provided


		Tagged multimedia		Passed		All multimedia objects are tagged


		Screen flicker		Passed		Page will not cause screen flicker


		Scripts		Passed		No inaccessible scripts


		Timed responses		Passed		Page does not require timed responses


		Navigation links		Passed		Navigation links are not repetitive


		Forms




		Rule Name		Status		Description


		Tagged form fields		Passed		All form fields are tagged


		Field descriptions		Passed		All form fields have description


		Alternate Text




		Rule Name		Status		Description


		Figures alternate text		Passed		Figures require alternate text


		Nested alternate text		Passed		Alternate text that will never be read


		Associated with content		Passed		Alternate text must be associated with some content


		Hides annotation		Passed		Alternate text should not hide annotation


		Other elements alternate text		Passed		Other elements that require alternate text


		Tables




		Rule Name		Status		Description


		Rows		Passed		TR must be a child of Table, THead, TBody, or TFoot


		TH and TD		Passed		TH and TD must be children of TR


		Headers		Passed		Tables should have headers


		Regularity		Passed		Tables must contain the same number of columns in each row and rows in each column


		Summary		Passed		Tables must have a summary


		Lists




		Rule Name		Status		Description


		List items		Passed		LI must be a child of L


		Lbl and LBody		Passed		Lbl and LBody must be children of LI


		Headings




		Rule Name		Status		Description


		Appropriate nesting		Passed		Appropriate nesting







Back to Top
