
The Board of Pharmacy has received notice of the following product recall. The Board strongly 
encourages pharmacies to immediately review their quality assurance and recall policies and procedures 
to determine if any corrective action is required. 

Fearing Pharmaceuticals would like to inform you of a product recall for ENDOMETRIN (progesterone) 
Vaginal Insert, 100 mg, seven (7) blister strips with three (3) tablets each contained in sealed foil 
pouches. This action follows detection of Burkholderia bacteria in four (4) unreleased lots of 
ENDOMETRIN during final, routine quality control (QC). These lots were not released to the market. 
Burkholderia was not detected in any of the recalled lots. However, as a precautionary measure, Ferring 
has initiated a voluntary Class II (retail level) recall of all lots produced since January 2023. A Health 
Hazard Evaluation has been prepared by Ferring. Limited available information indicates that the 
presence of some Burkholderia species may be associated with a risk of maternal colonization/infection, 
which in tum could potentially impact implantation of the embryo or pregnancy loss. Of note, this 
limited information points to a potential association, however, no direct causation has been established. 
Further, these potential risks are also generally associated with infertility and Assisted Reproductive 
Technology (ART) treatment. 

Product: ENDOMETRIN (progesterone) Vaginal Insert, 100 mg 

NDC: 55566-6500-3 

Lots: AA200A, AA201A 

Expiration Date: December 2025 

 





Accessibility Report





		Filename: 

		061323_fearing.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

