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A Description of the Proposed In Vitro Diagnostic, and the Development Approach, 

Challenges, and Risks 

 
Emerging antimicrobial resistance is compromising our ability to treat bacterial infections. Current 

FDA-cleared antimicrobial susceptibility testing diagnostics are inadequate to address current and 

future needs. Specifically, available commercial methods are inflexible, have a limited antimicrobial 

menu, practically require one day before results are available, and often fail to properly define 

susceptibility in drug resistant pathogens. In consequence, multidrug-resistant pathogen isolates often 

need to be sent to reference laboratories in order to test agents of last resort or new antimicrobials by 

gold standard dilution methodology, leading to up to a week delay before actionable results are 

available to help clinicians navigate the few remaining therapeutic options. The delay between start 

of empiric therapy, the best guess as to what therapy may be effective, an increasingly uncertain 

prediction for drug-resistant pathogens, and institution of effective directed therapy, is what we call 

the "antimicrobial testing gap". The length of this gap is directly related to increased patient 

morbidity and mortality. To shorten this gap, we propose development of a platform that uses inkjet 

printer technology combined with novel microscopic assays to perform reference standard 

antimicrobial susceptibility testing for any antimicrobial at any desired concentrations at will for any 

of the 18 drug-resistant bacterial pathogens of highest concern in under four hours. The technology 

will be developed for testing isolated bacterial pathogens, and for direct testing of positive blood 

culture broth and patient urine specimens. Taken together, we predict that the envisioned platform 

will significantly reduce the antimicrobial testing gap, direct available therapeutic choices where they 

will be most effective, and save lives. 





Accessibility Report





		Filename: 

		Beth Israel Deaconess.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: 1



		Passed manually: 1



		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		Passed manually		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

