
Our	Mission:	Healthy	hearing	available	to	all.

Director/Sr.	Director	Quality	Assurance 

Responsibilities: 
• In	partnership	with	senior	management,	establish	quality	philosophy,	policies,	prac=ces,	

procedures,	and	standards	by	which	all	Akouos	opera=ons	are	performed;	provide	quality	
assurance	input	to	Akouos’s	strategic	goals	

• Develop	and	oversee	a	quality	management	system	for	Akouos’s	GxP	ac=vi=es;	lead	
implementa=on	and	ensure	effec=veness	across	departments	

• Design,	implement,	and	maintain	QA	and	GxP	compliance	programs	and	infrastructure,	including	
document	control/change	control	processes,	internal/external	audits,	devia=on	review	and	
tracking,	inves=ga=ons,	and	correc=ve	and	preventa=ve	ac=on	

• Manage	training	programs	for	Akouos	representa=ves	overseeing	or	performing	GxP	ac=vi=es	
and	serve	as	an	in-house	advisor	on	GxP	compliance	

• Provide	guidance	in	prepara=on	for	and	serve	as	an	Akouos	representa=ve	for	regulatory	
inspec=on	and	diligence	ac=vi=es			

• Perform	vendor	qualifica=on	and	oversight,	including	for	GLP	study	tes=ng	facili=es,	Contract	
Reach	Organiza=ons	suppor=ng	clinical	ac=vi=es,	and	CDMOs;	maintain	quality	agreements		

• Enable	sustainable	compliance	with	interna=onal	quality	standards	and	applicable	programs	and	
ini=a=ves;	proac=vely	iden=fy	compliance	issues/risks,	within	the	organiza=on	and	with	its	
external	partners,	and	regularly	report	to	senior	management	on	compliance	ac=vi=es	and	
findings	

• Foster	rela=onships	across	the	organiza=on	to	encourage	discussion	and	evalua=on	of	best	
prac=ces	for	con=nuous	improvement	of	quality	and	compliance	across	programs	and	func=ons	

• Create	and	develop	Akouos’s	dedicated,	in-house	Quality	Assurance	team	to	meet	evolving	
business	needs	and	across	various	func=ons,	including	non-clinical	study	oversight,	clinical	
compliance,	and	product	quality	

Qualifications: 
• Bachelor’s	degree	in	a	life	science	required;	Master’s	Degree	or	PhD	in	management	or	scien=fic	

discipline	a	plus		
• 10+	years	of	relevant	work	experience	in	biotechnology/pharmaceu=cal	Quality	Assurance		
• Solid	and	demonstrable	knowledge	of	interna=onal	GxP	regula=ons	and	guidelines,	industry	

prac=ces,	and	experience	implemen=ng	Quality	Systems	in	a	regulated	environment	
• Ideal	candidate	will	have	broad	experience	in	product	development,	clinical	opera=ons,	

regulatory	compliance,	GxP	audi=ng,	and	at	least	5	years	of	direct	management	experience		
• Strong	organiza=on	and	=me	management	skills	
• Excellent	aYen=on	to	detail	with	an	ability	to	perform	cri=cal	review	of	various	types	of	

documents	
• Outstanding	wriYen	and	verbal	communica=on	skills		
• Ability	to	independently	solve	problems,	lead	projects,	and	influence	teams	
• Crisp	decision-making,	following	appropriate	consulta=on.	
• Experience	iden=fying	and	evalua=ng	risks,	and	execu=ng	efficient	and	effec=ve	mi=ga=ons		
• Demonstrated	ability	to	work	as	a	team	player	with	mul=-disciplinary	project	teams	
• Proficiency	with	commonly	used	word	processing,	database	systems,	document	management,	

and	other	so]ware.	

______________________________________________________________________________ 
Akouos, Inc. | Tufts Launchpad BioLabs | 75 Kneeland Street | 14th Floor | Boston, MA 02111 | www.akouos.com 


