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The Problem

• Demographics	of	the	U.S.	population	project
– Increased	demand	for	transplantable	organs
– Decreased	quality	and	low	to	modest	increase	of	
organs	suitable	for	transplantation



The Rationale

• Brain	death	is	physiologic,	cellular,	and	molecular	catastrophe	
that	compromises	organ	viability	and	function

• The	injury	sustained	in	the	donor	is	compounded	by	cold	storage	
followed	by	ischemia	/	reperfusion	injury	in	the	recipient

• Organs	procured	from	older,	less	healthy	(diabetes,	hypertension,	
obese)	donors	are	especially	vulnerable.		



Conceptualizing Research to Improve Organ Quality
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Research in Deceased Donors: A Paradigm Shift
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Authorization / Consent Issues, by Stage

Intervention Transplant Outcomes
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Step 2: Find Reinforcements  
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DMRCC	Meeting
Crystal	City,	VA

More Recent Timeline
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• IOM	reports	are	respected	by	the	public	and	healthcare	
professionals	as	independent,	objective,	and	evidence-based.	
§ Critically	important,	especially	if	issues	involve	ethics	and	controversy	

• Prior	IOM	reports	have	had	a	proven	transformative	impact	
organ	transplantation.

§ 1997:	 Non-Heart-Beating	Organ	Transplantation:	
Medical	and	Ethical	Issues	in	Procurement

§ 2000:		 Non-Heart-Beating	Organ	Transplantation:	
Practice	and	Protocols	

§ 2006:	 Organ	Donation:	Opportunities	for	Action

Why the IOM?
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� Population	demographics	impose	severe	limits	on	both	the	
quantity	and	quality	of	suitable	organs	for	transplantation	

� Research	is	the	ONLY approach	that	can	mitigate	the	injury	
that	results	from	brain	death	and	reperfusion

§ Improve	the	function	organs	that	are	utilized
§ Recruit	additional	organs	for	transplantation

� Heretofore,	ethical,	regulatory,	and	logistical	challenges	
have	stymied	innovative	in	research	deceased	donors.	

� Substantial	efforts	to	resolve	these	quandaries	by	partnering	
with	multiple	stakeholders	and	engaging	the	IOM	may	yield	
the	necessary	guidance	to	advance	discovery.	

Summary
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