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366 | Chapter 13: Implementation Strategy and Planning

that implementation is a separate stage of the change process (Torenvlied
& Thomson, 2003).

The policy process must consider how to implement a policy decision
and how to promote that implementation. The Australian government
considers implementation so important that it established a Cabinet
Implementation Unit in late 2003 within the Department of the Prime
Minister and Cabinet.

The White House might want to consider a similar unic after the Obama
administration’s experience with the 2013-2014 rollout of the Web-based
insurance exchanges. One can make a substantial list of the basic require-
ments of effective program implementation that were violated in that

process.

LEVELS OF IMPLEMENTATION FAILURE

There can be many reasons for a policy to be adopted but not imple-
mented. Sometimes plans are unrealistic. Sometimes there is a failure to
execute critical elements of a plan, whereas other plans are foiled by much
more subtle (all too human) resistance. Still others are simply overtaken by
events—wars, budget crises, changes of government, competing technolo-
gies, or differing ideologies. Many social programs started at the federal
level with great effort and then failed in the field over time. McLaughlin
(1984), noting how often legislators develop and adoprt social programs
that miss their intended objectives, observed:

It is sometimes tragicomic to read the laws of entitlement, such as
the one guaranteeing equality of education for the handicapped and
exceptional children, and then see how they work out in group homes,
classrooms and clinics. Some have blamed public parsimony. Oth-
ers would cire professional narrowness, individual insensitivity, and
bureaucratic myopia. But much of the blame falls on the haste with
which public policy is adopted, implemented, and then displaced by
new policy. (p. 83)

The “deinstitutionalization” effort of the 1970s is a good exam
ure to execute. After early antipsychotic drugs beca
tient populations of psychiatric hospitals began to
mental healch centers created to serve people released from mental inst
tions were up and running in many areas. Medicaid and Medicare prOVlde
some funding, but despite promises to transfer budgetary reso
had previously gone into psychiatric hospitals to these ce

........ v meremrmimarimane rha fiindino never arrived in sufficient 2.1'110‘-‘“t

ple of fail-

me available, the inp3-

decline. Community
cicu-

urces that
nrers and othetd
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to provide both direct care and supportive services such as housin d
employm?nt training. An entire new population of homeless indivi%linl

appe_ared in our cities, and the terms revolving door and bag lady entered ris
p}lbhc vocabulary. Hospitals and community centers did not provide co :
dinated care; they were often separate systems that competed for the sar?qr‘
resources. Furthermore, many community mental health cenrers drifce:l
away from the goal of supporting deinstitutionalization of the mentally ill
and began serving a much broader spectrum of patients. As Torre ( 19);'7)
-'notfzd, “Once trained, however, the vast majority of these profe);sionals
decide to provide psychotherapy for people with mental health problems
rather than treat people who were mentally ill” (p. 185). It is not easy to

keep well-intentioned policies from goi
oing off the tracks. :
goes, “The devil is in the details.” going e tracks. As the saying

IMPLEMENTATION PLANNING

r-.ImpIementation planning arrives early and stays late. It is important to
nvolve all stakeholders, including the implementers. An Australian Cabi-
et Implementation Unit process guide referred to two implementation
rocesses: (1) implementation assessment, which contributes to the docu-
mentation that accompanies the submission of a proposal to the cabinet
and (2) 1mp!ementation planning, which continues that process in much,

reater detail once the decision is final. Figure 13-1 outlines the stages of
i Elh-i: Australian cabiner’s implementation planning process. Several tgopicq

- d (fussed below—scope, funding, risk management, and schedule (whicl:l
s discussed as part of the work breakdown)—may also be inputs, alongside

ot e i 5
g tﬁ m obJe‘ctwes., outcomes, and governance considerations connected
O the strategic decision-making process.

:E;Y a;‘;iill;ﬁ i:: an al;rtl, and the “wh.o, what, where, when, and how” may
B el o zu Ey 0(; SUESEat?mally. ‘Impiementers must be aware of
e B bl);t [i)tp‘t;?ved. T ere is a saying ch_at the camel was intended
v highfy e tedai 'e51gnef:[ by a committee. Note c}-:e resu.lt: cl.w
e frop o horsep Cono its em;rqnment, bur it 1s.somethmg quite dif-
. Operate. b anzet;luent y, it neeF[s a very different management
evaluate its ultimate performance.
;E:Z :?:Zrnsciafes of imlstlc?mentzl'tion, it is imPOL'tant to escab!ish lines
5 ccountability for implementation and to consider how

€ efforet i : ¥ iy
- tltore interacts with other initiatives and nroerams alreadv under wav.
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for precedent is usually a rational step in assessing a situation, but
there is lictle assurance that what an organization has been doing
is effective or will be so in the future. “Transformational leadership
continually brings forward the vision of the future organization
and indicates how the organization can get from where it is in the
present to where it wants to be in the future” (Upshaw, Steffen, &
McLaughlin, 2013, pp. 293-294).

7. Performance is assessed and rewarded. Effective policy change
requires that the organization be prepared to commit real resources
and provide support mechanisms for recognizing creativity and in-
novation. Personnel evaluation processes and procedures must be
in place to encourage implementers, as well as policy makers, to seek
new ways to get things done and to prepare for the changing future,

THAT ALL-IMPORTANT START

Starting right s critical. If a team is involved, especially a multidisciplinary
one (which would be the case for just about anything clinical), plan to offer
leadership throughout the team formation cycle, which usually progresses
through the following four stages:

1. Forming
2. Storming
3. Norming
4. Performing

Forming

The team needs to understand fully the factors behind the policy change
and how it links to the institution’s strategies. The team’s initial efforts
should be well supported and include rasks that are carefully chosen to
build a shared experience of success. At this stage, the team must also con-
sider whether it includes representation of all the important implementers.

Storming

Because health care settings are complex and have many built-in tensions,
team members often start out blaming, finding fault, or expressing dis-
trust of others. The team members have to be kept focused on their rask
until they begin to understand it and accept each other’s viewpoints.

Norming

The group can then set up norms of operation, detailing, for example, how
decisions are made and how work is allocated. Do we vote Do we have
to have a consensus? What do we have to clear with higher authority? Do
some professional groups have veto power?

Performing

After the barriers art each of the preceding stages are dealt with, the team
can get on with its assigned tasks effectively or, having addressed them and
failed to get over them, seek further guidance or facilitation.

PROVIDING FOR PERIODIC REVIEWS

Major change projects often require that multiple teams go forward in
parallel. Again, one or more of these may veer off on its own path, so it
Is important to stage periodic review sessions in which each team reports
what it is doing, compares its progress against measures such as budget
and schedule, and shares what implementation barriers it is experienc-
ing. This process enables management to assess overall progress and make
adjustments to the current plan where necessary. It also allows individual
team leaders to see where they need to interface with other teams in order
to meet their objectives and how to adjust their efforts to reflect what they
learn at the review. The larger and more complex the project, the more
important these periodic reviews become.

IMPLEMENTING POLICIES THAT AFFECT
'CLINICAL OPERATIONS

One of the more problematic areas for implementing policy involves getting
Professionals to change the way they carry out professional tasks. This has
een a topic of concern to those who study quality of care, provide continu-
ng professional education, or sell pharmaceuticals and other supplies to
he healch industry. The move toward greater use of evidence-based medi-
ineisa case in point. For example, Dopson and Fitzgerald (2005) provided
4 meta-analysis of a number of studies of implementing evidence-based
ractices in the U.K. Health Service, in which the concluding summary by
Ferlie (200S) emphasized the role of leadership, organizational support,
nd the differences between knowledge (i.e., information) and practice:

Implementing Policies That Affect Clinjcal Operations | 377
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In the best case examples, there appeared to be a circular relationship
between research evidence and experience—they reinforced each other
and were woven together. At other times, there was a tension between
craft knowledge and formal evidence. It should be remembered that clin-
ical practice contains an element of judgment and tacit knowledge more
reminiscent of craft skills than traditional conceptions of science. It may
be unwise to force a stark choice between the two modes (experience or
science), but there may be a need to balance both. (Ferlie, 2005, p. 188)

Paul Batalden at Dartmouth has suggested that professional training
include a microsystem approach to continuous improvement in health care,
operating alongside issues- and organization-centered efforts. Mohr and
Batalden (2006) identified eight dimensions of an effective, improvement-
oriented microsystem (a teaching clinic or hospital service):

1. Constancy of purpose

Investment in improvement

Alignment of role and training for efficiency and staff sarisfaction

Interdependence of the care team to meet patient needs

Integration of information and technology into work flows

Ongoing measurement of outcomes

. Support from the larger organization

. Connection to the community to enhance care delivery and extend
influence

BRSO YA BN

THE POSTMORTEM

Assuming that the group doing the analysis and planning will do this kind
of thing again, it is critical to review the group’s own performance. This
postproject analysis should be done by the planning group if the project is
small or medium-sized, or by an independent evaluator if it is large or mis-
sion critical. Evaluation should study two aspects of the project: process
and outcome. Process analysis should take place relatively quickly after the
final report is delivered and should ask this question: “If we had to do this
analysis again, what would we do differently?” Because this can be threat-
ening interpersonally, a little humor would not hurt. The list of phases ofa
project in Table 13-3 can be used to lighten things up a little and may also
point out opportunities for improvement.

Clearly, one has to avoid using the postmortem merely to assign blame
and to make sure that the accolades and rewards go to all those who really
contributed to the process.

Table 13-3 A Little Humor Might Help: Six Phases of a Project

Enthusiasm
Frustration
Panic

Assigning blame

Punishing the innocent

o3 %n B L e

Rewarding the noncontributors

Source: Reproduced from: W. A. Fischer, personal communication. Used with permission.

Outcomes assessment has to wait until the outcomes are evident. It
can only be justified for major policy proposals that were actually imple-
- mented; otherwise, a second analysis might be needed to focus on what
might have been done differently ro get that proposal implemented. The
failure to implement might be primarily due to outside factors. Either way,
one should be able to go back through the analysis and see how well the
- group defined the situation, assessed the technology, outlined the eco-
' nomics, adjusted to the political system, planned the implementation, and
presented the product to the decision makers. Such a review is a key to
- improved organizational learning about policy analysis.

'CONCLUSION

There is no silver bullet to make implementation easy; however, the ele-
ments of successful implementation are well known. They involve top
management consideration and support. They require an understanding
of the social context in which change takes place. Would-be implementers

must focus on the players, their roles, their barriers to action, and the roles

of leadership and influencers in bringing about change. From an academic
. viewpoint, all of these should be worked out so that strategic policies are
not derailed by the implementation details; however, decision makers are
usually not comfortable with that level of detail as they deal broadly with a
- Wide range of issues. They are very uncomfortable with surprises after the
fact, but they also do not want to be bogged down reading the fine print.
That is just a managerial reality. Perhaps the best answer is to turn to the
experienced presenters on the team who know the behavior patterns of key
 decision makers and ask for their assessment of the appropriate level of
~ detail to present at each stage.

Conclusion | 379
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(continued )

The ACA mnmm& up _aomm:n&m to &uoo% among n__mnocnn sources such
as 340B and their group _uc.nnrmmﬁm o_.mmnﬁmconm Hrm ACA &mo Bpam
“anumber of provisions to mﬂmsmnwmﬁ program. nnmmﬂa\

~ Section 1703 of the ACA nm:,mn_ man a romgamnm >nnocmn5m Ommnm

AQ>OV mnc&\ om n?w @nomnmns

e nrmm mmeEmm Ermﬂwmn n_.:umm Emﬁa.cmw mmmcma vw‘ nrn cov-
i vered muﬁnmm zn&ﬁ. ch mnomnma Eﬁmn mmnﬂo: quw Om the wﬁvrn
. Health wmnd_nm Act AAN Cm C. Nmmg Qmmmnnmn_ to E nm:m mmnﬂcn as
i cehe amaow vnomnmﬁd are nmnm::nm own:ﬁ& rm&nr nmnm mmgnmm :

n_ma Eummnﬂon

‘ - .”_@ wmnozzmzc>ﬂozm ?2 mon
e .@ mrmm Enram reco ammamconm o ‘the mo:os::m

oEmnnEmm.

._._._m Noj n._>0 m._.CU<

Hrmn mnc% ém,w Gmﬁn& E\ n_um Q>O 5 mm_unm:a_um_.. No: Hb mrmnoz&c.-
sions it noted: . j .

The 340B program: w=o€m certain Hunocﬁmﬂm within the U.S. health
care safety net to strerch federal resources to reach more eligible
patients and provide more comprehensive services, and we .mocﬁa
that the covered entities we interviewed reported using it for these
purposes. However, HRSA’s current approach to oversight does not
ensure 340B program integrity, and raises concerns that may be
exacerbared by changes within the program. According to HRSA,
the agency largely relies on participants’ self-policing to ensure

Case 13 | 383

compliance with program requirements, and has never conducted
an audit of covered entities on.n:.:m manufacturers. As a result,

. HRSA may not know when participants are engaging in practices

nrmn are not in compliance. mcnnrmnagm we found that HRSA has

:  not m_sﬁﬁ m.noSmmm covered mn_usmm and mncm manufacturers with
e .mcamumm that includes the nmnnmmm&\ specificity on how to comply
e with program requirements. .Hrmnm also is evidence to suggest that
”m.mﬁﬂn%mbnm may be i Snmnwacﬁm mcambnm in ways that are incon-
sistent with the mmmn&xm intent. m..BNEn wmnﬂﬂﬁmnﬁm “have litcle:
e ,.Enwnﬂcm to. noava\ with program requirements, @mnmcmm mwi have
- mmnma mwmnﬁoam for noncompliance.. ;

'PPACA [i.e, ACA] outlined a :Esvmn of mvncSEonm nrmn if
HEEmBm:nma will help i 5%35 5»5\ o.m the mhow program integ-

.EQ ssues we identified. For mxm:%ry PPACA requires HRSA to
L H.mnm:u@ mrmngQ for all covered entity types on an annual basis

>a9n5:m=$ wppﬂb.unmaEwm HRSA n,o. develop a monB& nrm-

: m:nm 1 o_CDos .process, Enr.a_;m ﬁnOnm&Emm for nOcmqmn_ enti-
ties to .ovnzs information from manufacturers, and- ‘maintain a

nm:nﬁbmmnﬁ rmn Om 340B .m:nmmlwn.csﬁodm that SOGE r&w ensure.
o<nnn& entities and Bmﬂ:mmnnﬁnmmm are better able to identify E.:.;m.
ammo?m.m:mm_mnnmm SoFEo:a. PPACA also nmmc:mmmwmbp to insti--

tute monetaty penalties for no<m_..mn_,mdmmmmw msn_.Bm::mmnncnonm “
. ...ér_nr m:\mmmwmomnma mmnsn:umunm more incentive to noBEw. S;r :

.vnomnpn: requirements. Finally, PPACA nmmEnmm IW@& to noaacg :

' more direct o<mnmﬂmrn of manufacturers, En_:nr:m nonmcn_ubm
; .mm_mn_ucm m.cn:_”m to ensure nTmn nrmw are nrmwmam nocnnma msczmm :
o nrm non._,mn_.. 340B price.: : : :

However, we identified other program _Bnmsz issues ﬁrmn‘

- .Iﬁm\w mrocﬁ also address. For example, the law does not require
7 HRSA _..o audic nOe.mRa entities or further mﬁmn&\ the agency’s defi-

nition ofa 340B patient. While HRSA has developed new proposed
guidance on this definition, it is uncertain when, or if, the guid-
ance will be finalized. ;

Because the discounts on 340B drugs can be substantial, it is
nﬁmonnmbn for HRSA to ensure that covered entities only purchase
them for eligible patients both by issuing more specific guidance
and by conducting audits of covered entities to prevent diversion.
Additionally, while PPACA included a provision prohibiting man-
ufacturers from discriminating against covered enticies in the sale
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MConﬁnued )

of 340B drugs, HRSA does not plan to make any changes to or
further specify its related nondiscrimination guidance.

Absent additional oversight by the agency, including more
specific guidance, access challenges covered entities have faced
when manufacturers’ have restricted d1str1bunon of IVIG at 340B
prices may continue and similat cha.llenges could arise for other
drugs in the fucure. (GAQ, 2011, PP 33-34)

HOW. IS THE PATIENT HELPED?

The ACA and the GAO Teport sald litcle. about gettmg the resultmg sav-

“ings to the pauent s bill. As the law has beer_x modlﬁed over the years,
the direct link to the low-income, ‘uninsured p ht has weakened. The

~ discounted drugs can even be used for comme:cmlly insured patients.
The 2011 GAO report found that “some covered entities passed 340B
savings on to patients by providing lower—cost drugs to uninsured
patients. For example, many covered entities determined the amount
that a patient is required to pay based on the lower cost of 340B-priced
drugs” (p. 17). The report noted that some covered entities had indi-
cated that w1thout the discounts they would have to close their phar—
macy or curtall other services.

For a number of reasons, operating the 340B program in the hos-
pital environment creates more opportumne for drug diversion
compared to other covered entity types. First, hospu:als operate
340B pharmacies in settings where both mpatlent and outpatient
drugs are dispensed and must ensure that inpatients do not get
340B drugs. Second, hospitals tend to have more complex con-
tracting arrangements and organizational structures than other
entity types—340B drugs can be dispensed in multiple locations,
including emergency rooms, on-site clinics, and off-site clinics. In
light of this and given HRSA’s nonspecific guidance on the defi-
nition of a 340B patient, broad interpretations of the guidance
may be more likely in the hospital setting and diversion harder to
detect. Third, hospitals dispense a comparatively larger volume
of drugs than other entity types—while representing 27 percent
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of participating covered entities, according to HRSA, DSH hospi-
tals alone represent about 75 percent of all 340B drug purchases.
(GAO, 2011, p. 29)

 OTHER IMPACTS OF THE ACA

The ACA added a number of classes of institutions, including affordable
* care organizations, freestanding cancer hospitals, clinical access hospi-

tals, rural referral centers, and sole community hospitals. Many millions
~of uninsured individuals are to receive insurance. This would greatly
“increase the consumption of 340B drugs, even though one might argue
. that the original need for the 340B program was partially mitigared.

lMANUFACTU RER PUSHBACK

; _:‘-.In early 2013 the Blocechnology Industry Organlzauon (BIO) issued
\ _:‘,"_a.whlte paper subtitled “A Review and Analysis of the 340B Program.”

It was cosponsored by the Community Oncology Alliance (COA), the
~ National Community Pharmacists Association (NCPA), National
‘__Pacient: Advocare Foundacion (NPAF), the Pharmaceutical Care Man-
- agement Association (PCMA), and the Pharmaceutical Research and

- Manufacturers of America (PhRMA). The report’s executive summary
- cited:

Areas of most coﬁcem included the following:

& Concerns that 'some unmsured mcllgent patlents may not be expen-
~ encing direct beneﬁt from the program’s existence.
+ Anecdotal evidence that clinical decision-making may be skewed by
efforts to take advam:age of the 340B discount.
Growing evidence of displacement of non-340B pfoviders who serve

a key role in providing patient access to important health care ser-
vices. (BIO, 2013, p. 1)

The same executive summary cited the concerns expressed in the GAO
report, as well as insufficient resources at HRSA to carry out its respon-
sibilities under 340B and the ACA, the need for clearer guidance, and
! RSA’s use of “subregulatory” procedures to clarify definitions and
establish interpretive guidelines.

The HRSA website contained the following observation:
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PROGRAM GUIDELINES

HRSA chose to publish guidelines in the Federal wm%.nmw mm.n_mn_. n.rm:
.nmwc_wmoam.no administer che Section 340B progran ,ﬂ:&mrbmw
are the quickest and most .mm%En way to convey to all concerne
vmnm_..mw ..mo.i. HRSA .mnnmnwnmwmh,.‘nrm._ Section waom.m‘nmmﬂ_nmamnnm.
 Guidelines are also used to disseminate procedures thatare accept-
able under the statute. To ensure that the mcmn_n:ﬂwm were as appro-
priate and responsive mm.wommmu._o to the legitimate nosnmn.nm of the
no.cmmm.ﬂ entities and Bmﬁcmm.mn.rwmnmv no.B.Bmdnm E,nnm m.ornnnmﬂ.o:

] _all of the mcﬂm:nmm._ummohm IWm>mEE_mrn& them ina ma.m.._,aoﬂn._.nn..

3 LE.R. BIO Ean paper cited the ,.nﬂmbm.m.n guidance nrwn_m;oﬁn& no<M.&
entities to use contract pharmacies as an example of .mwm> nxmpw anm
this program by administrative means. m._..&mnmcmn.ﬁ?‘&m.ncwpo %o g
340B contract pharmacy arrangements n.:a_un&. mnoB_.mvoE. } i
2010 to more than 9,000 in 2012, with more than 12,000 projected for

2012, The white paper claimed these ,mmﬂwnm.mﬂmnﬁm. mﬁm._..n.m,.oﬂnﬁm some

. .noBBﬂRJm.wr.ﬁBmﬂmm o.ﬁm..ow...‘_.u.‘.ﬂm,.immm._ ’

mmZ)._.O_ﬂ.Ogmm_..MJam INQUIRIES

Senator Charles E. (Chuck) Grassley (R-Iowa) Tmm Omn.,mm been mﬁﬂnw MM

nonprofit hospitals, and his concern about n..r_m,_w, _Ew_mﬂwuﬂpﬂo: 0 mmn
 340B mmomﬂi is just one example. His office m.mno,n._ follows up on pu i

disclosures that provide an investigative .ommmim.msa an opportunity

prod HRSA about its oversight of the program. -

The UAB Inquiry

For example, as ranking member of the Senate Judiciary ﬂoBBWMnH
he sent a lecter on May 19, 2012, to Dr. Carol Garrison, president of €
University of Alabama (UAB) Hospital, stating that:

The original intent of the program was to extend the Emn__.ﬁm_n
drug discount to the most vulnerable patients at PHS Clinics,
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- those who are mostly, “medically uninsured, on marginal incomes,
and have no other source to turn to for preventive and primary care
services.” . . . .

On February 16, 2011, Donna Evans, R.Ph., Senior Pharma-

cist, with University of Alabama (UAB) Hospital gave a presenta-
 tion ac the 340B Annual Conference in San Diego, California. In
this presentation, Em Evans stated that ﬂmm. purpose of the Pur-

. chasing non.ﬂ.amnn..mn.wm... among other ...T.Emmu".no “maximize savings

. opportunities.” Ms. Evan’s presentation goes on to state that UAB

.~ Hospital tracks the top drug expenses for “possible change in

BEE ‘.mmﬂmmmmosm& vuon,mmm...u As an example of this change in admission

process, Ms, mqmnm‘..mmﬂm the drugs Melphalan and Busulfan and

~ stated that the hospital “change[d] treatment protocol/location.”

' Furthermore, Ms. Evans’ presentation discussed the “discharge [of

_an IVIG patient] from [the] hospital to [a] Townhouse,” for the

~ purpose of maximizing savings opportunities associated with the

~ 340B drug discount provided in an outpatient setting,

. Ms. Evang’ presentation is deeply disconcerting (Grassley,

e s s e

m.ﬁ_m._now anmmrwm asked the hospital to ...o..mc.npnmn. the frequency and
economics of such changes in admission status and 340B discounts in
general, what the hospital did with che savings, and whether HRSA had
ver audited it. .

he North Carolina Major Hospitals Inquiry

_.Hm_u.gnﬂinng newspapers in Chatlotte and Raleigh, North Caro-
ina, ran articles about major hospitals buying up oncology practices
and substantially raising chemotherapy drug prices in these ourpa-
lent settings (Alexander & Garloch, 2012). In September 2012, Senator

- Grassley sent lecters to three major hospitals cited in the articles, ask-
. ing how much they earned by participating in the 340B Program, the
breakdown of the 340B payer mix, and how they had reinvested those
340B dollars into serving the most vulnerable patients. Senator Grass-

ley summarized their replies in a March 27, 2013, letter to Dr. Mary K.
Wakefield, HRSA administrator: :




Chapter 13: Implementation Strategy and Planning

(continued )

Firsr, all three North_ Carolina ho’sPiéails provided a summary 9{' :
revenue generated -b'y:partic;ipati'pg in the 340B program from

2008. Below is a rgvenu?_:_ summary ... . i

Caro]ihas Me:_di(_f:'a,l: et E ' ;.":'
| Center | UNC oo ADukel

2008: $12,970,012 | 2009: $33,087,329 | 2009: $88,953,570
2009: $16,697,soo, --20'10:.$3_é;4’_5’_1,o7§;'.='l 20‘1'_0.; f$-109,7,_o.o_,‘400
2010: $16,910,620 | 2011: 52,580,763 ‘2Q~1_1:$'1_31,75_9_,p91
2011: $21,065,620  |2012: $65-,r3_'9’1",u'sq'-:" 2012 $135;_§'3.?s459

These are not small amounts:.

i Tlhé‘s:e numbers p éiri:t a very sﬁ_i’rl_{ PlCtureofhow hospltals a;é_re_ap-.

ing sizeable 349B,_:diSCOLint$ on dmgsand rhen tummg ap.:mnd

and upselling them to fully insured patients covered by Medicare,

Médicaid, or private healch insurance in order FO'Irn?.xtm.;ze.:_thexr

- spread. (Grassley, ‘.2'0“1:?!)- P'Pf.jl‘-;z_')ﬂ o -
Al 'thréé hospirtals 'wétgi --Izii'j:le'fp. provide their 340B payer mix for the
period 20.08-'—;2010. The data for 2010 taken from Senator Grassleys.

lecter is presented in the table below:‘__,:.-' i

Hospital = .Me.c_[ica're' | Medicaid | Self-pay | Commercial
UNC. A ot Hogddl T i 008 | 22.6%
Evoling: Medical Center | 25.6% | 18.3% .__.1’_1-.3%., . 41.9%
Duke ‘ 19% 8% . |4% | e8%

' The Raleigh News ¢ Obsérver of April 3, 2013, repp_rced on I_?ena;j
Grassley’s inquiry and stated that “Last year, Duke Unwersu)él ose;;VEd
purchased $65.8 million in drugs through the program and rec e
$135.5 million in revenue. Duke says it saved $48.3 mllhon' buym.gde ;
drugs through the 340B program. That means the hospital ma

profit of $69.7 million, instead of $21.4 million if it had not particl-

pated in the program”(Alexander, Neff, & Garloc.h, 2013, p. 1‘&1). L
Sen. Grassley’s letter then goes on to ask a series of questfonls s
ingly aimed at getting HRSA to collect this type of data routinely.
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What seems to be the true intent of the 3408 drug discount program?

How would you go about clarifying t

What conclusions do you draw from
Grassley?

he legislative intent?

the data provided to Senator

What data would you like to make the covered entities provide to HRSA

on a routine basis?

Discuss the merits of using the “subregulatory” process versus the nor-

mal rule-making procedures.

As the ACA is implemented, what wil

| be the impact of the 3408 pro-

gram on pharmaceutical and biotechnology firms?

What are the merits of using disproportionate share as a screen for
whether acute care hospitals are covered entities? What about the aver-
age manufacturer’s selling price as a denominator in calculating the
discount? What alternatives would you recommend?

What are the merits of Senator Grassley’s investigative methods, given
that he holds formal hearings on health policy issues as well?

What events or policy shifts would su
of the 340B program?

pport the contraction or expansion



