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Executive	 Summary:	 As	 the	 world	 becomes	 increasingly	 globalized,	 the	 propensity	 of	
pandemics,	 such	 as	 COVID-19,	 increases.	 The	 United	 States	 Pandemic	 and	 All-Hazards	
Preparedness	and	Advancing	Innovation	Act	of	2019	(PAHPAI)	details	the	federal	response	to	
a	health	crisis	including	pandemics.	The	PAHPAI	has	hindered	the	nation’s	response	to	COVID-
19	due	to	 its	 lack	of	emphasis	on	diagnostic	 testing	(Burr	2019).	Rapid	testing	 is	critical	 to	
slowing	the	spread	of	 this	disease.	Ample	testing	will	 identify	 infected	populations	and	will	
allow	communities	to	take	necessary	precautions	such	as	staying	home	and	avoiding	contact	
with	others.	Widespread	shelter	in	place	would	not	be	necessary	to	control	the	spread	of	the	
virus,	therefore	reducing	the	economic	impact	of	the	pandemic.	We	propose	Congress	amends	
the	PAHPAI	to	institute	an	improved	testing	response	for	future	pandemics.	

	
I.	 A	 pandemic’s	 impact	 on	 public	 health	 and	
economic	stability	
The	COVID-19	pandemic	is	an	immense	public	health	
crisis.	 In	 the	United	 States,	 there	 have	 been	 over	 2	
million	cases	and	110,000	deaths	with	no	end	in	sight	
(Johns	Hopkins	University	May	2020).	The	social	and	
economic	 impact	 of	 this	 virus	 is	 also	 severe,	which	
mainly	resulted	 from	the	shelter-at-home	lockdown	
practices.	Such	practices	were	deemed	necessary	to	
limit	infection	rates	but	have	caused	other	issues.	For	
example,	 police	 reports	 in	 Brookhaven,	 GA	 have	
shown	 a	 16%	 increase	 in	 domestic	 violence	 and	
800%	 increase	 in	 suicide	 related	 incidents	 as	
compared	 to	 the	 same	 period	 in	 2018	 (Reporter	
Newspapers	2020).	By	the	end	of	March,	the	U.S.	saw	
its	 highest	 level	 of	 seasonally	 adjusted	
unemployment	 claims	 since	 1982	 (Department	 of	
Labor	2020),	with	the	unemployment	rate	increasing	
to	 14.7%	 and	 the	 number	 of	 unemployed	 persons	
rising	 to	23.1	million	 in	April	 (U.S.	Bureau	of	 Labor	
Statistics	2020).	These	issues	are	all	due	to	sluggish	
diagnostic	testing	implementation.	
	

In	 contrast,	 other	 hard	 hit	 countries,	 such	 as	 South	
Korea	 (Normile	 2020)	 and	 Iceland	 (Kolbert	 2020),	
have	 now	 mitigated	 active	 cases	 of	 COVID-19	 or	
eliminated	 this	disease	within	 their	border	 through	
universal	 test	 deployment	 and	 subsequent	 fast	
contact	tracing	(Figure	1).	By	May,	Iceland	had	tested	
nearly	15%	of	its	population	and	in	June	saw	one	of	
the	 lowest	 COVID	 death	 rates	 in	 the	 world:	 0.56%	
(Kolbert	2020).	The	extensive	testing,	disclosure,	and	

	
Figure	1:	Active	cases	after	the	100th	reported	case	
(CSSE	at	Johns	Hopkins	University	2020).	
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contact	 tracing	 implemented	 in	 South	 Korea	 is	
predicted	 to	 result	 in	 50%	 lower	 economic	 losses	
than	 the	 full	 lockdown	 model	 implemented	 in	 the	
United	States	(Argente	2020).	
	
II.	 Limited	 testing	 interest	 in	 pandemic	
preparedness	legislation		
The	 focus	 of	 current	 legislation	 for	 pandemic	
preparedness	overlooks	preventative	measures,	such	
as	 fast,	 widely	 available	 viral	 testing,	 that	 would	
eliminate	the	need	for	a	response	leading	to	negative	
social	and	economic	impacts.	Instead,	it	focuses	on	a	
threat-based	 approach,	 prioritizing	 preparation	 for	
bioterrorism	 and	 development	 for	 medical	
countermeasures	 such	 as	 treatments	 and	 vaccines	
(42	U.S.C.	300hh-10	n.d).	The	Nation	Health	Security	
Strategy	 (NHSS),	 created	 by	 the	 legislation,	
acknowledges	 the	risk	of	a	global	pandemic,	stating	
“early	detection	and	response	fundamental	to	saving	
lives	 and	 reducing	 medical	 costs	 and	 economic	
impact”	(Department	of	Health	and	Human	Services	
2019).	 However,	 neither	 the	NHSS	 nor	 the	 PAHPAI	
specifies	 a	 plan	 for	 early	 detection	 by	 nationwide	
deployment	of	testing.	Fast	test	deployment	is	critical	
to	 combating	 a	 pandemic	 as	 observed	 in	 the	 2009	
H1N1	 epidemic	 (see	 Appendix).	 However,	 this	
positive	response	was	not	seen	during	COVID-19.	The	
variation	of	response	indicates	a	need	for	a	plan	for	
nationwide	testing	that	would	alleviate	the	social	and	
economic	impacts	from	shelter	in	place	orders.		
	
III.	Policy	options	
	
i.	 Option	 1:	 Amend	 the	 PAHPAI	 for	 fast-track	 test	
deployment	
Amending	 PAHPAI	 to	 exempt	 diagnostic	 tests	 from	
Section	564	of	the	Federal	Food,	Drug,	and	Cosmetic	
act	 will	 allow	 for	 expedited	 test	 deployment	 by	
allowing	for	test	development	by	private	companies	
and	 test	 approval	 by	 state	 and	 local	 government	
during	 a	 declared	 pandemic.	 Rather	 than	 the	 FDA	
approving	all	tests,	the	FDA	would	set	requirements	
for	state	officials	 to	 follow.	The	successful	 response	
seen	in	the	2009	H1N1	pandemic	was	due	to	fast	and	
efficient,	 nationwide	 test	 deployment.	 This	 option	
seeks	 to	 replicate	 that	 response	 in	 allowing	 test	
development	 and	 deployment	 to	 occur	 at	 the	 state	
level.	
	
Advantages	

• The	 standards	 for	 the	 FDA	 to	 approve	 a	
sample	 do	 not	 have	 to	 be	 relaxed,	 i.e.	 the	
integrity	 of	 medical	 countermeasures	
(MCMs)	is	not	compromised.		

• The	 amendment	 is	 intended	 to	 free	 up	 the	
FDA	 for	 focusing	 on	 further	 MCMs,	 such	 as	
vaccinations	research.		

• The	 amendment	 will	 hasten	 the	 response	
time	 for	 deploying	 tests	 to	more	 states	 and	
provide	more	time	for	the	FDA	to	produce	a	
vaccine.	

	
Disadvantages	

• A	 de-localized	 system	 of	 diagnostic	 testing	
presents	the	risk	of	inconsistent	research	and	
safety	procedures.	

• There	 may	 be	 less	 accountability	 for	
scientists	 from	 local	 and	state	organizations	
to	 follow	 FDA	 procedures,	 as	 these	 will	 be	
scientists	who	do	not	work	 full	 time	 for	 the	
FDA	 but	 are	 being	 hired	 during	 a	 national	
emergency.	

• Test	approval	at	the	local	level	could	lead	to	
an	 uneven	 distribution	 of	 tests	 across	 the	
nation.	 Individual	 companies	 seeking	 the	
approval	 state	 by	 state	 would	 further	
exacerbate	this	uneven	distribution	of	testing.	

	
ii.	 Option	 2:	 Amend	 the	 PAHPAI	 to	 focus	 available	
funding	on	diagnostic	testing	
Amending	42	U.S.C.	300hh-10(b)(4)(F),	Coordination	
of	 Grants	 and	 Agreements,	 under	 the	 PAHPAI	 (42	
U.S.C.	300hh-10	n.d)	would	create	a	stipulation	in	the	
Epidemiology	 and	 Laboratory	 Capacity	 for	
Prevention	 and	 Control	 of	 Emerging	 Infectious	
Disease	 (ELC)	 Program	 where	 a	 portion	 of	 funds	
would	be	dedicated	to	research	and	development	of	
diagnostic	tests.	The	goal	would	be	for	each	state	to	
receive	the	typical	funding	from	the	ELC	Program,	but	
with	 a	 portion	 of	 that	 funding	 dedicated	 to	
developing	and	distributing	 tests.	This	option	seeks	
to	establish	a	system	for	test	development	even	when	
not	 in	a	current	pandemic.	As	with	Policy	Option	1,	
such	a	system	seeks	to	replicate	the	H1N1	pandemic	
response	of	fast,	widely-available	viral	testing.		
	
Advantages	

• The	 amendment	 would	 strengthen	 testing	
ability	by	creating	an	incentive	for	research	to	
be	done	specifically	on	testing	rather	than	the	
apparent	focus	of	MCMs.		
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• This	 amendment	 would	 also	 strengthen	 a	
state-level	response,	providing	states	with	an	
infrastructure	 to	 test	quickly	and	effectively	
in	response	to	a	pandemic.		

	
Disadvantages	

• Emphasizing	 a	 state-level	 response	 will	
further	 differentiate	 states’	 capacities	 for	
disease	 response.	 Certain	 states	 already	
receive	more	 funding	 than	 others,	 and	 thus	
could	be	better	prepared	than	others.		

• The	amendment	would	remove	control	from	
the	experts	at	the	Centers	for	Disease	Control	
(CDC),	 who	 would	 do	 better	 in	 ensuring	
response	equality	nationwide.	

• Funding	the	research	to	develop	a	test	would	
inevitably	remove	funding	for	other	medical	
countermeasures	such	as	vaccines.	

	
iii.	Option	3:	Inaction	
The	 PAHPAI	 outlines	 the	 U.S.’s	 response	 to	 a	
pandemic,	detailing	that	the	FDA	will	have	complete	
jurisdiction	 over	 both	 a	 virus’	 vaccination	 and	 test	
research,	resulting	in	equal	development	of	vaccines	
and	 testing	 for	 a	 pandemic.	 Without	 a	 statutory	
change,	 pandemic	 response	 will	 continue	 as	
described	 by	 the	 PAHPAI,	 as	 illustrated	 during	 the	
2009	H1N1	outbreak.	
	
Advantages	

• To	control	the	spread	of	a	pandemic	in	the	US,	
a	 unified	 national	 response	 is	 required.	 As	
COVID-19	spreads	disproportionately	across	
the	 nation,	 having	 a	 state	 level	 response	
would	 be	 highly	 varied	 and	 ineffective	 at	
controlling	the	spread	and	saving	lives.	

	
Disadvantages	

• Inaction	will	prohibit	rapid	testing	needed	to	
track	how	a	pandemic	is	spreading	in	the	US.	
As	seen	 in	 the	H1N1	outbreak,	 rapid	 testing	
procedures	 can	 alter	 the	 course	 of	 the	 viral	
impact	on	a	community.		

• In	 comparison	 to	 other	 nations	 during	 the	
COVID-19	 outbreak,	 our	 preventative	
measures	were	not	 sufficient	 to	weaken	 the	
spread	as	efficiently	as	some	other	countries.		

• Maintaining	complete	authority	at	the	federal	
level	 to	 develop	 and	 distribute	 tests	 may	
hinder	 the	 rapid	 response	 needed	 during	 a	
pandemic.	

	
IV.	 Policy	 recommendation:	 Amend	 the	 PAHPAI	
for	make	fast-track	test	deployment	
We	recommend	that	Congress	approve	Option	1.	This	
statutory	 change	 has	 the	 advantage	 of	 maintaining	
the	 FDA’s	 standards	 for	 approving	 tests	 as	 well	 as	
allowing	 the	 FDA	 to	 focus	 more	 on	 preventative	
MCMs	such	as	vaccines.	Though	a	delocalized	system	
of	diagnostic	testing	runs	the	risk	of	inhomogeneous	
practices,	 the	 pertinent	 need	 for	 testing	 overrides	
this	risk	when	coupled	 to	established	FDA	and	CDC	
guidelines.	Regional	testing	by	government	scientists	
will	 create	 a	 faster	 turnaround	 for	 private	 testing	
approval,	and	therefore	will	 increase	the	number	of	
tests,	 which	 is	 vital	 to	 dampening	 the	 spread	 of	 a	
pandemic	as	seen	in	the	ongoing	COVID-19	outbreak.	
While	 this	 state-level	 system	 could	 cause	
inconsistencies	 across	 the	 nation,	 in	 an	 event	 the	
national	 response	 is	 ineffective	 at	 containing	 a	
pandemic	this	option	will	be	vital	to	preventing	social	
and	economic	destruction.	

	
	

Appendix:	Comparison	of	COVID-19	to	H1N1	
	
The	2009	H1N1	response	is	a	stark	contrast	to	the	COVID-19	pandemic	as	testing	was	available	and	deployed	
rapidly.	The	real-time	PCR	test	developed	by	the	CDC	was	cleared	for	use	by	diagnostic	laboratories	at	the	FDA	
under	an	Emergency	Use	Authorization	on	April	28,	2009,	less	than	two	weeks	after	the	identification	of	the	
virus	(Centers	for	Disease	Control	2010).	Compared	with	the	spread	of	H1N1,	delayed	reaction	from	the	CDC	
and	flaws	in	preliminary	test	kits	postponed	the	US	response	to	the	current	pandemic.	The	lack	of	initial	testing	
allowed	the	coronavirus	to	spread	unimpeded	through	the	US	population.	COVID-19	has	a	higher	fatality	rate	
and	 is	 much	 more	 contagious	 than	 H1N1	 (Ries	 2020),	 the	 need	 for	 fast	 and	 effective	 testing	 has	 to	 be	
emphasized.	Members	of	Congress	must	evaluate	how	to	make	diagnostic	testing	a	priority	during	a	pandemic	
as	seen	in	the	2009	H1N1	response.	The	options	include	amending	the	PAHPAI	to	include	FDA	exemption	or	
dedication	of	funding.	
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