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U.S.	Department	of	Health	
	 and	Human	Services	
Office	for	Civil	Rights	
Attn:	RFI,	RIN	0945-AA00	
Hubert	H.	Humphrey	Building,	Room	509F	
200	Independence	Ave.,	SW	
Washington,	DC	20201	
	
	

Re:			RFI	on	Modifying	HIPAA	Rules	to	Improve	Coordinated	Care	
	

	
On	behalf	of	the	membership	of	the	Pharmacy	Health	Information	Technology	

Collaborative	(Collaborative),	we	appreciate	the	opportunity	to	submit	comments	for	the	RFI	on	
Modifying	HIPAA	Rules	to	Improve	Coordinated	Care.	

	
Pharmacists,	who	are	covered	entities	under	the	Health	Insurance	Portability	

and	Accessibility	Act	(HIPAA),	provide	essential	pharmacy	and	health-related	services	to	
patients.	Additionally,	pharmacists	use	health	IT,	including	electronic	health	records	
(EHRs),	while	preserving	the	security	of	protected	health	information	(PHI).		The	
Collaborative	supports	the	use	of	these	systems,	which	are	important	to	pharmacists	in	
working	with	other	health	care	providers	to	provide	needed	medications	and	transmit	
patient	information	related	to	overall	patient	care,	transitions	of	care,	immunization	
(historical	and	administered),	immunization	registry	reporting,	medication	lists,	
medication	allergies,	allergy	reactions,	patient	problem	lists,	smoking	status,	reporting	
to	public	health	agencies,	clinical	decision	support	services/knowledge	artifacts,	drug	
formulary	checking,	and	electronic	prescribing.	

	
The	Collaborative	has	been	involved	with	the	federal	agencies,	including	the	

Office	of	the	National	Coordinator	(ONC)	and	the	Centers	for	Medicaid	and	Medicare	
Services	(CMS),	in	developing	the	national	health	information	technology	(HIT)	
framework	and	standards	since	2010.			
	

The	following	are	our	comments	that	focus	primarily	on	the	existing	EHR	systems	
section	of	the	RFI	on	Modifying	HIPAA	Rules	to	Improve	Coordinated	Care.				
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30)	 In	what	scenarios	would	a	business	associate	make	a	disclosure	of	PHI	for	TPO	through	
an	EHR?	
	

As	covered	entities	under	HIPAA	and	users	of	EHR,	pharmacists	would	only	disclose	
information	that	is	required	for	TPO	(treatment,	payment,	and	health	care	operations),	just	as	
other	health	care	providers	do.	
	
32a)	 Is	the	system	able	to	distinguish	between	“uses”	and	“disclosures”	as	those	terms	are	
defined	under	Privacy	Rule	at	45	CFR	160.103?		
	

The	Collaborative	supports	systems	that	can	distinguish	between	uses	and	disclosures.		
Whether	a	system	could	distinguish	between	the	two	is	dependent	on	the	technology	that	is	
used	in	an	EHR	system.	The	Collaborative	encourages	the	adoption	of	pharmacy	systems	that	
can	do	this.		
	
32f)		 To	what	extent	do	covered	entities	maintain	a	single,	centralized	EHR	system	
versus	a	decentralized	system	(e.g.,	different	departments	maintain	different	EHR	
systems,	and	an	accounting	of	disclosures	for	TPO	would	need	to	be	tracked	for	each	
system)?	
	

As	mentioned	previously,	this	depends	on	the	technology	used	and	the	
arrangements	and	policies/procedures	between	the	departments	and	business	
associate	agreements	that	protect	information	and	allow	sharing	for	coordinated	care.	

	
32g)		 Do	existing	EHR	systems	automatically	generate	an	accounting	of	disclosures	
under	the	current	Privacy	Rule	(i.e.,	does	the	system	account	for	disclosures	other	
than	to	carry	out	TPO)?		
	

Some	pharmacy	EHR	systems	automatically	generate	an	accounting	of	
disclosures,	while	for	other	systems,	it	is	done	manually	(depends	on	the	pharmacy	
system	and	technology	that	is	used).		The	Collaborative	supports	the	use	of	both	ways.	

	
37)	 What	data	elements	should	be	provided	in	an	accounting	of	TPO	disclosures	and	
why?	How	important	is	it	to	individuals	to	know	the	specific	purpose	of	a	disclosure	–	
i.e.,	would	it	be	sufficient	to	describe	the	purpose	generally	(e.g.,	“for	treatment,”	“for	
payment,”	or	“for	health	care	operations	purposes”),	or	is	more	detail	necessary	for	
the	accounting	to	be	of	value?	To	what	extent	are	individuals	familiar	with	the	range	
of	activities	that	constitute	“health	care	operations?”	
	

As	covered	entities	under	HIPAA	and	health	care	providers,	pharmacists	take	
responsibility	to	disclose	information	upon	request.		It	is	a	burden	to	give	specific	details	
of	the	TPO	for	an	individual’s	general	request,	unless	there	is	an	inquiry	(complaint).		
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Providing	a	more	general-purpose	element	(e.g.,	for	treatment;	for	payment)	may	be	
sufficient	for	most	individual	requests.		The	Collaborative	does	not	believe	most	
individuals	are	familiar	with	the	range	of	activities	that	constitute	health	care	
operations.	
	
39)	 If	covered	entities	are	unable	to	modify	existing	systems	or	process	to	generate	a	
full	accounting	of	disclosures	for	TPO	(e.g.,	because	modifications	would	be	
prohibitively	costly),	should	OCR	instead	require	covered	entities	to	conduct	and	
document	a	diligent	investigation	into	disclosures	of	PHI	upon	receiving	an	individual’s	
request	for	an	accounting	of	disclosures	for	TPO?		
	

If	the	OCR	is	considering	moving	in	this	direction,	the	Collaborative	believes	this	
should	be	confined	to	complaints,	for	the	time	being,	and	applicable	to	those	complaints	
in	which	an	individual	has	been	harmed.		At	the	moment,	this	is	not	part	of	standard	
operating	procedures.		Until	that	time,	organizations,	particularly	small	organizations,	
should	not	be	forced	to	conduct	investigations	for	all	accounting	disclosure	requests	
received.		When	there	are	complaints,	then	it	would	make	sense	that	covered	entities	
conduct	and	document	a	diligent	investigation	into	disclosures	of	PHI.	When	there	isn’t	
a	complaint,	then	it	shouldn’t	be	required.			

	
40)	 If	OCR	requires	or	permits	covered	entities	to	conduct	an	investigation	into	TPO	
disclosures	in	lieu	of	providing	a	standard	accounting	of	such	disclosures,	what	
information	should	the	entities	be	required	to	report	to	the	individual	about	the	
findings	of	the	investigation?		For	example,	should	OCR	require	covered	entities	to	
provide	individuals	with	the	names	of	the	persons	who	received	TPO	disclosures	and	
the	purpose	of	the	disclosures?	
	

The	Collaborative	believes	that	only	information	pertinent	to	resolving	a	complaint	
should	be	reported	to	the	individual	about	the	findings	of	the	investigation.	

	
41)	 The	HITECH	Act,	section	13405(c)	only	requires	the	accounting	of	disclosures	for	
the	TPO	to	include	disclosures	through	an	EHR.		In	its	rulemaking,	should	OCR	likewise	
limit	the	right	to	obtain	an	accounting	of	disclosures	for	TPO	to	PHI	maintained	in,	or	
disclosed	through	an	EHR?	
	

The	Collaborative	recommends	that	OCR	follow	the	HITECH	Act	in	this	regard.	
	
 
***** 

The	Pharmacy	HIT	Collaborative	comprises	the	major	national	pharmacy	associations,	
representing	250,000	members,	including	those	in	pharmacy	education	and	accreditation.		The	
Collaborative’s	membership	is	composed	of	the	key	national	pharmacy	associations	involved	in	
health	information	technology	(HIT),	the	National	Council	of	Prescription	Drug	Programs,	and	
nine	associate	members	encompassing	e-prescribing,	health	information	networks,	transaction	
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processing	networks,	pharmacy	companies,	system	vendors,	pharmaceutical	manufacturers,	
and	other	organizations	that	support	pharmacists’	services.	

	
As	the	leading	authority	in	pharmacy	health	information	technology,	the	Pharmacy	HIT	

Collaborative’s	vision	and	mission	are	to	ensure	the	U.S.	health	IT	infrastructure	better	enables	
pharmacists	to	optimize	person-center	care.	Supporting	and	advancing	the	use,	usability,	and	
interoperability	of	health	IT	by	pharmacists	for	person-centered	care,	the	Collaborative	
identifies	and	voices	the	health	IT	needs	of	pharmacists;	promotes	awareness	of	functionality	
and	pharmacists’	use	of	health	IT;	provides	resources,	guidance,	and	support	for	the	adoption	
and	implementation	of	standards	driven	health	IT;	and	guides	health	IT	standards	development	
to	address	pharmacists’	needs.	For	additional	information,	visit	www.pharmacyhit.org.	

	
*****	 	

	
On	behalf	of	the	Pharmacy	HIT	Collaborative,	thank	you	again	for	the	opportunity	to	

comment	on	the	RFI	on	Modifying	HIPAA	Rules	to	Improve	Coordinated	Care.	

.	
	

For	more	information,	contact	Shelly	Spiro,	executive	director,	Pharmacy	HIT	
Collaborative,	at	shelly@pharmacyhit.org.	
	
	
Respectfully	submitted,	

	
	
Shelly	Spiro,	RPh,	FASCP	
Executive	Director,	Pharmacy	HIT	Collaborative
shelly@pharmacyhit.org		
	
Susan	A.	Cantrell,	RPh,	CAE	
Chief	Executive	Officer	
Academy	of	Managed	Care	Pharmacy	
scantrell@amcp.org		
	
Peter	H.	Vlasses,	PharmD,	DSc	(Hon),	FCCP	
Executive	Director	
Accreditation	Council	for	Pharmacy	
Education	(ACPE)	
pvlasses@acpe-accredit.org	
	
	
	
	

	
	
Lynette	R.	Bradley-Baker,	R.Ph.,	Ph.D.		
Senior	Vice	President	of	Public	Affairs	and	
Engagement	
American	Association	of	Colleges	of	
Pharmacy		
lbbaker@aacp.org		
	
Stacie	S.	Maass,	BS	Pharm,	JD	
Senior	Vice	President,	Pharmacy	Practice	
and	Government	Affairs	
American	Pharmacists	Association	(APhA)	
smaass@aphanet.org			
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Arnold	E.	Clayman,	PD,	FASCP		
Vice	President	of	Pharmacy	Practice	&	
Government	Affairs	
American	Society	of	Consultant	Pharmacists	
aclayman@ascp.com			
	
Amey		C.	Hugg,	B.S.Pharm.,	CPHIMS,	FKSHP	
Director,	Section	of	Pharmacy	Informatics	
and	Technology	Member	Relations	Office	
American	Society	of	Health-System	
Pharmacists	
ahugg@ashp.org	
	
Brad	Tice,	PharmD,	MBA,	FAPhA	
Senior	Vice	President	Pharmacy	Practice	
Aspen	RxHealth	
bradt@aspenrxhealth.com	 	 	 	 	 	 	 	 	
	
Peinie	P.	Young,	Pharm.D,	BCACP	
Director,	Technical	Marketing	
FUSE	by	Cardinal	Health,	Commercial	
Technologies	
peinie.young@cardinalhealth.com	
	
Jitin	Asnaani	
Executive	Director	
CommonWell	Health	Alliance	
jitin@commonwellalliance.org	
	
Samm	Anderegg,	Pharm.D.,	MS,	BCPS		
Chief	Executive	Officer	
DocStation	
samm@docstation.com	
	
Michael	M.	Bourisaw	
Executive	Director	
Hematology/Oncology	Pharmacy	
Association		
mbourisaw@hoparx.org				
	
	
	
	
	

Rebecca	Snead	
Executive	Vice	President	and	CEO				
National	Alliance	of	State	Pharmacy	
Associations	
rsnead@naspa.us			
	
Ronna	B.	Hauser,	PharmD	
Vice	President,	Pharmacy	Policy	&	
Regulatory	Affairs	
National	Community	Pharmacists	
Association	(NCPA)	
ronna.hauser@ncpanet.org		
		
Stephen	Mullenix.	RPh	
Senior	Vice	President,	Communications	&	
Industry	Relations	
National	Council	for	Prescription	Drug	
Programs	(NCPDP)	
smullenix@ncpdp.org			
	
Rebecca	Chater,	RPh,	MPH,	FAPhA	
Director,	Clinical	Health	Strategy	
Omnicell,	Inc.	
rebecca.chater@omnicell.com	
	
Parmjit	Agarwal,	PharmD,	MBA	
Director,	Pharmacy	Development	
Pfizer	
Parmjit.Agarwal@pfizer.com	
	
Lisa	Hines,	PharmD	
Vice	President,	Performance	Measurement	
&	Operations	
Pharmacy	Quality	Alliance	(PQA)	
LHines@pqaalliance.org		
	
Jeff	Newell	
Chief	Executive	Officer	
Pharmacy	Quality	Solutions,	Inc.	
jnewell@pharmacyquality.com		
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Michelle	Wong	
Chief	Executive	Officer	
Pharmetika	
mwong@pharmetika.com	
	
Mindy	Smith,	BSPharm,	RPh	
Vice	President	Pharmacy	Practice	Innovation	
PrescribeWellness	
msmith@prescribewellness.com				
	
Patrick	Harris	Sr.,	MBA,	CPhT	Director,	
Business	Development	
RelayHealth		
patrick.Harris@RelayHealth.com	
	
Ken	Whittemore,	Jr.,	RPh,	MBA	
Vice	President,	Professional	&	Regulatory	
Affairs		
Surescripts	
ken.whittemore@surescripts.com			
	
Steve	Gilbert,	R.Ph.,	MBA	
Vice-President,	Performance	Improvement	
Tabula	Rasa	HealthCare	
sgilbert@trhc.com		
	
Michael	Morgan	
Chief	Executive	Officer	
Updox	
mmorgan@updox.com		
	


