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IThe findings presented in this document are the

sole product and responsxblllty of _the pa&thlpants
in the qamlng process listed on pagu vi dand do -
not necessarlly repr;sent the official position
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g ‘ _ PREFACE - -

The Hemophilia Health Education Planning Project (HHEPP) was .
developed jointly by the Office of Prevention, Control, and Education,
the Division of Blood Diseases and Blood Resources (both of ‘the National
Heart and-Lung Institute), and the, National Hemophilia Feundation. . The
project began as a research effort to design an appropriate educatlon -

- ptogram for the hemophiliac, his family, the general public, and the

Z

health profe551onal What at first appeared to be a relatively simple °
and stralghtfo*ward task, quickly proved complex. Thé design of.any

. educat ional program depends ultimately on its gcals and the context in

which the education might be %tilvered. Toc often health education
programs are 51mp1y "add-ons" \Hpre existent health care endeavors
and have not been carefully integrated into the purpose and design of

- the overall enterprlse. The net effect is thatreducation programg

are oftep| irrelevant, anqhsometimes counter-productive.
$ - ' . .

Probiems began with the HHEPP because neither the operative goals
nor the context (system of care) were clear. To proceed, we had to give
substantiel effort to identifying (and, as it turned out, developing)
the hemophllla care system, and to deflnlng goals. Early in our efforts
with hemophilia education, we reccgnized not only the obligation but
also the opportunity to develop and test a planning procedute that would
delineatexthe structure of the care system and aliow the development of

11

' an educational program approprlate to that system.t However, planning.

was problematic because ‘of several factors: . o
!
\. Il

e Sparse and inaccurate ‘data.
° Interlocklng systems, i.e., the hembphllla care system,and
" the blood distribution system. oo
e Imponderable future events such as the enactment of Nztional
Health Insurance. ‘ T 4
’ - ]

Faced with these diffi¢ulties, we hypotheéized tﬁ;t a planning process .
utilizing gaming might enable us to simulate’future events and make
present judgments about appropriate courses of action.

! Y . . . ‘s

"* The situation encountered by the Hemophilia Health Education
Planning Project is rot unpigue, and our experience might help others. -
Therefore, in the ‘following material we have fully outlined our process:
and rationale, our deliberations, and ‘our conclusions. From the,
beginning, we considered our efforts experimental. ¥For the partl- .
cipants, the projqft,waé apparentiy .satisfying and 1nf6rmat1ve, and

therefore successful The long—term impact of our work remalns to :
be seen. o "t
) - ) \ Ay .
, T AR I
4 . - J /’- . .
: ‘ .
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This document is ibng because we have written it .for several audiences.
Individuals primarily concerned with the care of the hemophiliac may want
to start with the "Summary and Recommendations" and work backwards to
determine how we arrived at them. Planners and staff of health care

-systems may want to read the whole document. Gaming”enthusiasts will
~find- a theoreticail description. in the first section. A judicious use
of the index will -be helpful to zll readers.

In conclusion, we must emphasize the experimental nature of our
work. Our approach held promise, but not certainty. Any success is
attributable to the enthusi¥sm and dedlcatlon of fthe partiéipants;: their
investment of time and effort was substantial, Also, our heartfelt.
thanks go to our "gamers" and consultants. This ‘document is the product
of all, part1c1pants and consyltants, and special credit goes "to Drs. Cathy
ureenblat ‘and John Gagnon for Section I and to Ms. Caroline Petit for

Jthe rest. :

Harrison Owen .
\ B Project Officer
.\ N N ' ’ * x.

» . . . -
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-
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ErI LI HEALTH CARE LPN&IKG AND EDUCATION:
#- GAMING APPROACH

The gaming project began in Sertember 1974 and ended in June 19753

under the official title of the Hemophilia Pilot Planning Project.

It was Jjointly sponsored by the Office of Prevention, Control, and
Education (OPCE), the Division of Blood Diseases.and Resources (DBDR)

of the National Heart and Lung Institute (XHLI), and the national offices
" of the National Hemophilia Foundation. The project was designed for
hemophilia, but was also intended to have broader implications for

“he work of the NELI. There were two major objectives of the project!
{1) to créat= a set of tools useful in hemophilia planning and education,
andv(éi;to create a planning model for other diseases with similar
ifactors. Gaming simulation is particularly useful for program planning
when both manifest and latent conflicts of interest occur am»ng the
members.of the social System or organization that is the sucject of

the planning. Because a number of. nonquantifiable factors, such as
self-interests and group interactions, created difficulties in using
traditional plannlng procedures for hEmODhllla health care, gaming

was used in the project. -

- f : S

It was hoped that~-some of ‘thé data from the pianning gamegvﬁight
be usable in developing materials for school curricula (elementary
grades;to medical sc¢hool classes) concerned w1th the medical care
delivexy system. The original document of intent thus included the
following statement: "Assuming that the process.outlined above runs -
to completion, it is reasonable to exchE general side benefits in terms
"of educational packages which might be-used in situations as dlsparate
as high school soV}al studies ahd graduate courses .in ‘health care
administration..." 1In fact, such a game was developou and -will be
published separately under the title of Bbopd keney.'

: {
GAMING SIMULATION AND PLANNING--BACKGROUND '

A simulation is a dynamic model of the central features of a system.
It not only exposes the state of a system at any given moment, but \
also demonstrates the.processes by which-the-~system changes. To under- -
stand the power of a simulation, we can contrast the static model of
the solar systém created by students in a'high school science class-—a
set -of fixed balls of. various' sizes set at various distances--with’ the

'operatlng modi}/of the same system in a planetarium. The planetarium

i

dlsplay offers/a look at the changing bhaxacterlstlcs of the solar systen
- N 1

.
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through time/ and by 1nc01porat1ng more feazures of . the systom, it
provides more complex .nlormdtlon than the-set of fixed balls about
the dynamic pIOerLl(q of the planetary system.

S

KB,
~

.Such a simulation abstracts the essential eleménts and processes

of- the real-world system, . and thon creates a simplified, abstract model

to represent the ‘system 1n a more immediately understandable way. Some

‘aspects of the system are disregarded either because they make little.

difference in the real world or for the purposes of the simulation. As
with alil abstract constructions of the world, the usefulness o
simulation depends upon selectlng particular features and

them salient. The same system may be modeled in differer

different purposes; ~hgnce, a road map, a surveyor's map,

estate zoning‘map of the same region will all be differc... .

features selected for simulation will depend upon its purpose.

Simulations can operate in several ways In some situations 'the
simulation may involve only a computer which plays through a combination

- of previously programmed elements; in "person-machine" slmulatlons,

)
persens and computers are mixed and the decisions of both 1ﬁ?luence
the outcomes; and finally, in. "all-person" simulations, allkof the roles
and the célculatlons of consequences are managed by the human participants.

Conventionally, the "pegépn—machine" and the "all—person" simulations
are referred to as "game—simulations," "gaming-simulations, " or "simulation

" games." The. term ygame” is applled toc those simulations involving human

decisions because the environment and activities of the participants have

7
.the charatteristics of games: players have goals, sets of activities to

perform, .constraints on what can be done, and pay-offs (both good and

bad) which are the consequences of their actions. Since the .gaming-

simulation is patterned on real life--that,is, the roles, goals, activities,

- constraints, gonsequences 1and the linkages among these elements simulate

the real world——part1c1pants experience a social situation but in a
game-1ike cway. Therefore, although the players can play the games
serlously, they are not in a real-risk situation. . The novice pilot Ain
the simulator . "plays at" landlng ‘the . a1rcraft but he also takes ity
serlously because eventually he will have real responsibility for life

‘and property. - The gaming simulation h1gh11ghts the important. - processes
-of a system at the same time that it offers. the players hon- -risk exposure'

to new roles, ‘new act1v1t1eo, new constralnts, and new consequences. .
] i >~ \ A
Players can experlence these novelties in play time, a compressed
or expanded time frame. Gaming s1mulatlons .reduce a set of: complex
elements and processes to a manageable size. By collaps1ng time and
space, they permit wrapid comprehension of the fundamental principles

of the situation being simulated. .

S
o
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Also, assimulation can reveal the‘underlying sociological conflicts
of a situation because the players are actively involved in cooperative
and vonf1if+1nqqgct1v1t1es They- can.begin to see how covert and overt

i commonality of purpose or disparity of interests can influence-decisions,
1nd how V&IlOQS declslons can affect the system as a whole.

‘ Camlnq is important and useful since it offers an act1ve, synthetic
a[proath to learning, communlcatlon, and planning. It is getive beoause
;sthe plaVers explore environments; look for clues to system constralnts,
opportunities, rewards, and punishments; interact w1th others; and,
through participation, modlfy ‘their perceptlons responses, and strategies.
It is synthetie in that it provides an~opportun1ty to understand many \
aspects ‘of a social system and the interrelatedness of decisi - mad
wlthln it. "4 . >

s, /"

As a plannlng tool, games offer an opportunity to exXxamine alLe...ative
forms\bf social. organlgatlon, resource allocatlon, and ‘distributidn of
decnslon aklnq power as a-test of the ‘efficacy of :‘different ideas, the

R c0sts #hd rewvards of various options, and the ease or dlfflcultyfof moving
. from“the present to some desired future state. Possible futures can be .
/ explored in microenvironments. ' ) -

i B A ~

'

. THE HEALTH DROBLEM--HEMOPHILIA

..,

Hemophilia is a hereditary disorder‘in'whiéh the ‘patient's blood
clots very slowly or not-gt/all, leading to uncontrolled bleeding during™

N injury or surgery unless the appropriate clotting factor- (Factor VIII
"'or Factor IX) is ‘supplied promptly. External bleeding from small wound
is less of a problem than internal hemorrhaging 1nto joints. & v

k) . . i
Presently, there ;re between 25, OOO and 30 000 hemophiliacs in
the United States. Although this number is not large, hemophilia does:
constitute a major health problem for several reasons. First, treatment
must be ‘continued throughout the patlent s lifetime at enormous costs; §.
the alternatives are disa@blement and death. The disease could be
controlled effectively by prophylactlc care,. but such therapy would
" cost between $50,000 and $60,000 per patient annually. Second,. treat-
ment of hemoph111a places a large demand on the nation's blood supplv
Even if a payment ‘mechanism were avallable through., a Natiorial Health
Insurance, the costs would still be great "and such massive prophylactic
‘treatment would severely affect the ‘natidnal blood supply. - Third, the
social, psycholegical, and economic ,impact of hemophilia on the’ pathnt
and his famlly is immense and serlous.
Medidal management. of: hemophllla has progressed in the past two
decades, but complete’data on the dimensions of the health problem
~~ and the delivery system are lacking and should be collected. A central
aim of this project’ was to develop a better understanding of the *hemo-
phllla care system ahd its operation. g :

14 | )
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PROCESS OVERVIEW: THE PLANNING GAME

There were three components to the overall project. (1) two
planning sessions, (2) preparatlon Bf a Fact Book, and-(3) designing
and playing the planning games. N ' < p

1. Two Planning Sessions

The initial planring of the project emerged from two preliminary- .
all- day sessions. of the Hemophilia Education Planning Group, composed of
all staff and partic1pants listed on pages ii-iv of this, report.. The

. meetings were peld at Mount Sinai Hospital in New .York City in October
1974 and February 1975. Minutes of .both meetings were sent to all
participants, and between the two sessions a shr ' article describing
the- rationale and nature of gaming was sent.

The agenda for both meetings was .as f. = ke
) - : 72
. L 7
a. Introduction of the planning procedure and participants.’
, "~ b. Goal setting.. The group was asked to establish tentative R
N ' - five- and ten-year goals for the care of the hemophiliac

patient. Individuals ‘formulated goals privately at first;
" subsequently, these goals were discussed and debated

by the group as.a whole. _It_was emphasized that these.

goals were only preliminary statements and were therefore

open to.constant revision during the .plarnning process.

)

c. Flow chart. Given the stated goals, an attempt was made
to construct a logical and coherent chain of events which
would yield ‘those outcomes (knownvor hoped for).

d. _Summary and ‘preliminary, definition of areas for’ gaming.

¢°  'The flow chart was analyzed” ki for unanswered, substantive '
_questions, and (2) for highly ‘ambiguous areas for which gaming
might be used. :

. . Y

2. Preparation of a Fact Book
] , y
After these two meetings, a comprehensive Fact Book was prepafed by
N Ms. Caroline Petit, based ‘upon many resources and contacts. The purpose
of the Fact Book was to desoribe ‘the current state of the hemophi1ia
care system, to recognize issues; and t¢ point out the -lacks in our
knowledge about hemophilia care; thus, its purpose was not to collect
.new data but rather to father and synthesize existing information and
opinions mhis 65~-page document was sent to participants before the
first gaming session with sufficient time“to permit them-to study it
“in_advance. ) - e W

B
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3. Design and Plgy of the Plannlnggfames S

o

Issues and scenarios. On the basis of the dnformation revealed in
the preliminary sessions and in the Fact Book, a number of events and
issues were considered for gaming. The twq main Roints of concern
expressed by the participants were the 1ntroduct10n of Natlonal Health
Insurance and the development of comprehensive . care centers for the -
treatment of hemophlllacs.. Both were highly desired, but the impacts .

, were ambiguously defined in the discussions. / Hence, 'six perturbatlons
1nvolv1ng these two issues were developed and scenarios were wrltten.

The general character of the part1c1pants task was'desCribedf@oi'
them as fOllOWS - o . 4 o ‘
o . . b . . , o
' "over the course of the next few hours, and Ehen continuing
the next ,time we meet, we are ~r‘ ~ . as if some events tha

seem ' “ely future develog ‘11ly occurred. Some
- of the = may seem extremely ..tous cvents with positive
%consequences for those congerned with heémophilia care, whereas

others will® seem less promlslng, -perhaps™even highly threatening
. to your Lnterests and conerns. ~We may assume that all-will

o \prove to hdve mixed characters upon further’ e—‘Toratlon. Our
‘ concern is to develop a better un&erstandlng of the 1mpact such

"+ events would have on the hemophilia care system as it ex1sts and

—as- 1tols likely—to develop over the--next: decader-*q—« EenTEIEE

‘n

P

4

"As an attempt to 'tease out' some of the impdcts, we will
simulat€ the initiation of the event by telling you what has
happened and will ask you to work in groups to develop responses.
to the event to help determine some of the less obvious dimensions

of the system and its stress points. Thus, vour thoughtful .respons
to the events should help rewszal where work : 5 needed t make those

=nd -where work may be ne ded to

things you desire come abou:z _
zz emerge in the simulation from

‘prevent other consequences
happenlng 1n reallty.

r
-
-

‘2re presented, participants were

As the issues or evente- -2
cements in response to three quedtions:

asked to formulate group ste:

b
s

HOW WILL THIS EVENT AFFECT YOU?

o - WHAT WILL YOU DO OR TRY TO BECAUSE OF IT?.
youwalter your behavior, operatlons, etc.’)

[ ]
(1 e., How will

WHAT SHOULD OTHERS Iﬁ THE SYSTEM DO ABCCT IT?

Role Specification and Allizz-zzon. Players Gere divided into four
rours representing the four sectors of the syste# iéentified in the’
r¢ ,1iminary session: Care, Prccwzet (blood), Payment, and Research and
Tucation. The” were urged to -i== themselves, with their own values,

’

m'nio
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L1 3 . . . "
knowledge, interests, and political views. They were asked, further-
more’, to broaden their perspectlves to consider the 1mpacts on their -
sectos (e.g., Care) as a whole--that is, to speak both as.a representa-
tive of the sector and as an individual.

The Games in Operation. . In actual operatlon, the games sought to

generate the highest level of "reallty" pOSS¢ble. Once the initial and
- scenario had been presented, the participants\began to plan strategy and

to barga1n with their co-players in order to create a mean1ngful and,
workable response from the point of v ,‘of their group s sector (Care,
Product, Payment, Research and Educaé{iq) At times these interchanges -
became fairly hehted, and it was in the pressuiy of exchange that the
positions and working strat@gles of the various groups came to light.

' The- general atmosphnere more arly resemb’ed a negotiating session than
a closely reasoned discussion. There are advantages and disadvantages
to: this approach. On the negative side is a certain lack of clarity and
fine detail. On the positive s1de, tHe particirau.s appeared to respond
as they might under "real" pressure and not a: chey thought they would
or should respond. : / : t

During the sessions, the variofs 1nterchanges were recorded .and
summarized, with not only the content but also the interactions noted.
This material is reproduced in aAppendix A. " The reader .ig urged to
peruse this material, for no desorfptlon of the ganes can illustrate

-wtheumethod~and~proeess as- effectlvelg &< the proceedlngs Canwe -~

[ - ’ ‘ - .

. After each gaming sess1on, an e =4 :"‘“"criﬁt of the proceedings
was sent to all padrticipants to prov:: an rzoortunity for more reasoned
reflecéion ‘than was Fossible durlng tne gEes.

Preparatlon of Recommendations a... == ~.nal Report. Prior to the
last meeting of the planning sequence (i~ 17, 1975), the entire process

was summarized. A draft of recommendatiorn: was carefully debated, and
several recommendations were reworked !or +tir entire participant group.
There .was essentially no disagreement aiisut recommendations of a sub~

stantive nature, w::ch .is noteworthy =mnsidering the disparate nature of A
the group.+ The re.: ommendatlons form “=ction Two of this report. The. o
entire”report as presented here, wa: -aen pyripared by NHLI staff and

consultants and circulated to all par. .cipar+*s for edizorial comments.

o
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" education prograns. The ‘planning process used in this project, and:

" The P._anning Sessions

Section Two
oeLion NS

THE' PLANNING PROCESS IN PERSPECTIVE: .~ . iy )
7 ‘ MAJOR RECOMMENDATIONS

INTRODUCTION

The.Hemoph;}ia Health Edupation Planning Project was initiated -
to explore the implications of foreseeable changes in the  health care
system on the del}very of hemophilia care and how these would -affect - :

uwplalned in the preceeding section, described the overall goals of

the project and helped us identify data needs and the conflicts among
competing interest groups. One can view ‘this planning process as a

series of steps. What follows is a summary of the planning sessions and
ouriconclugions and recommendations. , g .

o . . . \ .

- In 1971, a study b the- National Heart and\Lung_Institute estimated o
that if comprehensive care were extended to all sympcomatic hemophiliacs,'
3 to 8.7 million units of .plasma annually would bé?xequired just to
treat-episodic bleeding. If all severe hemophiliacs were maintained on’
a’prophylactic Frogram of cryoprecipitate, 13.5 million units of whole
blood would be r=eded to prepare this Factor VIII conéé trate. Currently, ,
about 2.2 millicn liters of plasma and 8.0 million units of whole.blood

are collected arnually. Beécause NHLI is charged with studylng all:

aspects of managing the country's blooi resourc=s, this potential demand
for blood products is of wvital concgrn to the Institute.

A REVIEW OF THE PLANNING PROCESS

.
. o . /

. rarticipants decided that the primary goal of hemophilia care
shquld be physical freedom for ‘the hemophlllac ~atient. - Physical freedom
could best be achieved by adequate home therapy and by the repair and

prevention of physical deformity. To attain this goal, a number of

objectives were identified: .

v
1. The evaluation, improvement, and standardization of treatment
fac111t1es, and biood products. ' .

2. An epidemiologicxgtudy of the distribution of patients and
the severity of their disease, and the establishment of a
b " Hemophilia Registry.’

3. Further research on the prevalsnce, risk, and effective
management of inhibhitors.

Ry
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4. An education/information program for patienté, health care
' professionals, and the public to create 1nformed participation
and support oﬁ treatment programs,
j : -
5. A strengthened organization, primarily through the Natlonal'
Hemophilia Fcundaticn, to provide personal and group support
" for patients.

N . .
“

These'objectives, 1t was assumed, could best be implemented through’

".a national network of comprehensive care centers supported by :an inter-~

connecting network of satellite- centers.“'These comprehensive care Fenters‘
would be evenly distributed acrdss the country, covering 50%. of the
hermophilic population within five years and 100% in ten years. The
pasticiom e fuess o aosuead that universal entitlement, most likely .
Nationai ueaith “asurance, mrght well o2ccur in the future. National
Health Insurance could be the catalyst for: comprehen$1ve care centers.
With National Health Insurance, payment for medical sarvices most . : ~
likely would to to a care center and not to the individual phy51cran or
patient.. Ancther necessary prerequ151te for comprehe351ve care centers
would be a well-organized blood supply system/to minimize problems of ,

dlstrlbutlon and czost. - . v
, « :

-

z . .
uring the second planning session;_the participants acknowlecged
the necessity of creatlng an advisory/regulatory commission--(a- Hemophilia -
Commission) to nrepare the way for establishing (1) a coordinated. network

of comprehensive care centers, (2) a uniform payment system, (3) a distri-

bution system for blood products a:t a reasonable priz=, and (4) standards
for evaluating hsalth care delivery. .

» .

.

i

The Gaming Sessions . e

-The players were d1v1ded into four groups represent ing the four
sectors of hemophilia care; Care, Product (blood) ;. Pdyrant, and

. Rese2arch and Education. Thelr p01nts of Vlew are summarlzed below.

N

Care, Sector.’ In the gaming sessions, the Care Sector defined some
of the quctions of a Hemophilia Commission. Members felt that ‘the -

. Cormmigsien should be similar to the board proposed in the bill H.R.I., .

which is concerned with -the type of care delivéred, the qualifications ‘.
of prov1ders, and determination of reasonable reimbursement charges for

a service. The group recommended that the Commission endorse a group—/
provider approach to hemophllr care and that it de—empha51zex51ng1e—
physician care and prophylaxis. The planners recognized that ‘a Hemophilia
Commission would have to work closely with the American Blood Commigsion
(ABC) bgcause hemogphilia care depends directly on the blood supply

system. Working with thé ABC, the Commission's first official act

would be to set stamdards of care: RE

10 N
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throughout the country. . “

© e
R ¢

The question then arose, "What is the best care?" The answer is
not known. The care group therefore recommended that clinical trials on
prophylaxis and home care be started at once to answer that question,
and that the_Cqmmission.set standards and monitor care. When model
comprehensive care centers are instituted, the centers would become the
yardstlck against which the Commission would measure hemophllla care

.

An NHLI study found that often a phys1c1an creas vy ONLYy e
hrme: iliac.  Scmé group members questioned whether adeguate ‘care can

Pives “ .  .ysician having .limited experience with this diso=der.
wo agreemen. was reached as to whether the Comm1551on should monitor
individual physician care. . - -

Yt

The Care 3sector's response to National Health Incuratce was the -

' providers wcualis be overwhelmed: Curgently, most programs offering

comprehensivz zare have sparsesstaff and faL;lltleS. With universal
entitlement, Zaily operation-and centrallzatlon of services would become
imperative, -t dlfflcult to ach*eve.. : . .

To Crea—= a.system of‘comprehensive care centeré initi&l’capital
outlay and ez>ly operating money must be found. Hemophllla care ;s

'spec1alty caz= that requires a base population before it can be offered

At first, th-= base population may not be present, and there would
be no-guaran—ze that- enough hemophlllacs would use these. centers to
justify of fe~ing spec1alty services. Operating funds would be, needed
to allow the centers to functlon W1ﬁh a complete staff before there
were adequat” numbers of patients. & .
. v _

The Care Sector believed;that there is:a need’forna'satellite
program. The satellite program would be smaller centers. that had
been carefully evaluated by the larger, complete comprehensxve centers
to determine whether:primary or ‘secondary care should be provided by
the satellites. _A satellite could consist of one private physician

. with a limited number of hemophllla patiénts. Satellite staff could

be educated and ¢are could be monitored hy closed-circuit television
from the parent center to the satellite, As an enticement far’ satelllte\
tenters, money should- be’made aVallable to upgrade care and sexvices.

Pror:luct.Sector.s In the: pranning sessions, the Product Sector felt.
that if.the ABC developed as expected, blood products would be -manu-
-factured and distributed within a rational system. The \consehsus was
_that a Hémophilia Commission ought to be delegated a review function by
“the ABC to OQErsee the wuse of blood prodUCts required by hemophlllacs..

IS

In th~ gamlng sessions, it was clear that much more must be known

_about the use of blocd products before any rstional_system for production

y

i3
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and distribution could be devised. How muci: product is required for

each level of care--crisis, home care, pror ‘lavis, ;-1 surgery?

Data on demand are lackingi The group ~hat collection-
data on blood product usage should beg. ac oossible with t
ABC acting as the data collection body. L. -ata, as the

gamfﬁg exercise demonstrated, could result in vane. :ssary expapsion by
the pharmaceutical industry. - , , N

The product c¢roap recommended that hemothlla centers be associated
with regional planning networks, such as regional blood centers and
regional medgcal pPrograms. Req1onal blood centers would have expertise
in stdring, Managing, and colietting data on blood, and this expertlse
should be utilized. 1If regiocnal blood centers are created, the players
decided, blood products for hemophiliacs should be‘dlstrfbuted tﬁrough
these blood centers to:*he homophilia centers and not to ihdividual
physicians or pharmac1esuf Somp part1c1pants manted to exereise moreﬁ
control over pzoduct-dlstfﬁgutlon. )

€ Y-
~ S

E R : A al
The suggestlon was made that 25 natlonal leaders 1n‘;emoph1lla\\gie
be assembled. and* that they achieve a 95% agreement on care under most N
circumstances. A list of questlons Based on the 95%(agreement would
be administered to physicians treatlng fewer than three hemophlllacs.\
This questionnaire could serve as a contlnulng educatlo qualifying

requ1rement 0 . v A

* -y,

. ., ¢ v

Gaming sugdecsted that th demano for product would 1ncreese 1n
the event of 'Naticral Health "Insurance and/or the establlshment of . >

comprehensive care centers nationally. Physicians would have to- be o

prevailed upon to use the most efficient produkt The . cOst of Factor

-
—

VIII and Factor IX concentrates would rise as the-demand for other -

fractionated blood products decreased proportionately because more of -
the cost.fo fra tionation would be assigned to. hemophllla blood
products, | coﬁnreract th1s rising cost of antlhemophlllc factor,

it was rec ended tkat a government -fractionation center, be sestablished

as a model. This center could become *he rec1p1ent of pooled plasma *L

obtained from reglonal blood centers as dlrected by the ABC. These .
products, priced at cost, would be the competltlon for the pharmaceutlcal
lndustry s. blood products. > 1 .

.

Payment Sector. In the plannlng sessions, it was assumed that

‘slngle source funding. (National Health Insurance) would lead to a more

=

\qentrallzed system of hemophllla care. In the qamlng sessions, itz was
realized that the reverse very probably would cccur- - “hemophilia care
would become profitable and physicians would compete for hemophilia
patients. Consequently, the payment group devised different strategies
to encourage patients to use centers, which would be regulated to
provide optimal care. ’ ,

A

12
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¢ " First, using the Bureau of Health Insurbnce in- the Soc1al Seourlty
Admin &tratlon as a third party payer, there would be a two-tigr payment
system. Nonlnstltutlona; prov;oers physicians, and pqarmaolsts would T4

W

N

be reimbursed for the actual cost of care--the audited cost. The
patient's money should go farther in a center because centers would be

able to practice ‘economies of scale. If regional blood centers
distributed products, 'then third party paxfrs would also be able to

, reimburse them their full costs. The regicnal blood centers' costs
' would be the actual, audited cost for product. The payment system
also would be designec .to include research as part of thd’audlted,
- cost of care. . L : L

If th{s\;wo—tier payment %lan is not sufficient iéducement for
- patients, ight be possible to mandate a' fare package jor té develop
\ a reimbursement plan which would only pay fo care~obtaineo/ﬁtom an

v approved _program. . .
To compare care _systems, the payment group advised radual 1n/t1- _
tution of a center system. At the beginning, there would be’two dlfferent
ystems with enough centers to proV1de a»ternatlges-to xisting care.
Data would be accumulated on the cost and ality of care of the two
stems to ascertain i one system:is more fficient. . .

» .
Education and Research‘Sector\, e planhling sesslons,*lt was
con51dered essential to have an. educatlon/lnformatﬁon o}ogram to ensure
part1c1patlon ‘by informed patients and health professionals and to.
» foster public support. Patient 1nvolvement in the centers program was
to-be further strengthened through the Natfional Hemophllla Foundatlon,

the patlent organlzatlonvfor hemophlllacs. ' . . v . ' .

o . o

During gaming the Education and Research Sectbr proéosed that, tq
ensure an education/information program component of thé center system,
an educational director at, each center should be responsible for. gon-
tinuing éducation for the: hea;th profe551onal and paraprofesslonal. Lay "’
and patient education -7ould be a cooperative ventugg;gg the centers and - -
the local .National Hemophilia Foundation.chapter51 : ; . -

S

To increase patlent 1nvolvement in planning for care’, patient'
N representatlon on the Eemophilia Commission was recommenfed.. Players
were concerned that patients' rights as consumersjto~seek~or not to —
seek oare‘must be respected, and the Commission would have to balance
the rlghts of a hemophiliac against the rights of society which. has {
to bear; the-burden if he bhecomes debllltated and unproduct1Ve bacause . ‘.
he did not seek &are. . .o » A
o N . * U ) ‘
' ‘Durfing the gaming session on National Health Insurance, the National
Hemophillia Foundation's response was to modify its activities, becoming

3
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~aﬂconsumer protection agency for all blood diseases groups. It would
design information programs to inform this new constituency about which 1
care was quality care. The Foundation .Should seek a precise ‘legal
definition of ‘hemophilia in drder to 1dent1fy ¥he patient popgﬂatlon
more closély,. ' . v '( vV
P ; : . ‘ — - ey
s 1 < 4

Prlorfto the establlshment of centers,, the Fou dation might request °

he

a’grant to determine who would use the centers and kto measure the increase ‘%

1;t9émand ‘for such services. After estagllshmen of t§e centers, the : /p)
National Hemophilia Foundation would Lcontinug itg caseflndlng functions. L
It would also support efforts to 1ncreasetéyord1natlon among centers, .
assist in standardizing nomenclature, and set guidelines to prevent* \\4

@verlapplng research and. other act1v1t1es. » N
-( During gaming the group made some pollcy suggestions about research.
" (1) gore bas1c research’ should be supported than clinical research;
(2) research into|blood products shquld be conducted by regional blood
authorities, if they are created;: qd (3) all research money shouldq\
be awarded compet tlvely on the basis of a project s merits. o~

‘Concern was also e péeg’éd that because hemophllla care is experl-

mental established dards must permlt wide latitude in care and .
center operatl'on.h ' \ . e ™ - /;;
N ﬁy RN \ /
RECOMMEB{DATIONS“ . . . e -
i . —_
S

At the final se551ons, the part1c1§§nts summa 1 ed thelr findings
and made the follOW1ng recommendatlons.

-

Establlshment of a Natlonal Hemnphllra Coordlnag(ng Body & A
. e f‘ . e .
Planning for hémophilia care today eannot be based only‘on hoped
for events of tomorréw. Even if Nat;onal Health Insurance were, enacted
tomorrow, it would not be operﬁtlonal until 1980. At least two years
wculd be devoted to planning& :ts implementation.» “Then, 1mplementatlon
must be gradual so as not isrupt the country' s health care system. }
§lan for hemophilia care must offer serv1ces that can be accompllshed
no

. ~ . .
. - .

xl . ‘ . (4
- Hemophil ia_oaxsg,r%s to. be_ centrallzed_bggause_utrhemophmus__“
a rare disease and hemophiliacs are dispersed throughout the country,-

ande(2) hemophilia: equ1re§ specialty care; a highly trained, multi-

' specialty, closely coomdlna d staff; and a sophisticated laboratory.

" The centraldzation of hemophilia care-will have to occur ,without the
~_catalyst qf Natlonal ‘Health Insurance. Gaming demonstrated that unlve
" Zentitlemen ‘could/lead to competition among/pglvate physicians. for

hemophilia patients instead of effecting increased c¢entralization,

Therefore, . :

v o ' -

ERIC

Aruitoxt provided by Eic:



o ’I‘HI-J‘ HEMOPHILIA HEALTH EDUCATION PLANNING GROUP RECOMMENDS
THAT “I#E FIRST STEP TOWARD ORGANIZING HEMOPHILIA CARE BE
THE CREATION OF A NATIONAL HEMOPHILIA COORDINATI_NG BODY.

3 ‘ ’ ) “a. ’
Sﬁch a coordinating body may be established (a) as a National Hemo-
phiﬂia‘Commission, by executive order; or (b) as a standing committee.
.of the Amerlcan Blood Cqmm1551on with special responsibility for
hemophilia’ - : ’ .

-

The majority of- the planning'group favored a National Hemophilia
Commission; but, in either c3se, the coordlnatlng body must- possess

- real authcrity to affect the flow of payment and product asthese - — - ¢
elements relate to. the needs of and quality of care for the hemophilia&: *
Design and Implementation of a System of Compréhensive Care Cen%ers

. —
The rimary functlon of the Hemophllla Coordinating Body would be

to design and 1mp1ement a national system of comprehen91ve care' centers
Although several modes forithe delivery df care may be appropr*ate,

‘the planning group concluded that the focal point for these modes
should be a syst . of comprehenslve care centers. Througﬂ“these centers
and fblated satellites, critical_and scarce health” manpower and blpod
reaources conld be carefully managed; Many detafis main to be clarified;

< however; tﬁmfge eral shape of the planning gro cond%pt may be seen
-in .the section vf this report des¢ribing: the initial- planning- sesslons- S
. {Appendix A, Part II) T » . <7 i
- N, . LT } a2
Other Specific Action Recommendations = oo T
.- . . i * -

- In the development f a functional center. concept -{or conceivably
the development of alternatlves), the plaﬁnlng group recommends that
the‘%emophllla Coordlnatlng Body coucentrate its 1ni§1§l effort in -
the follow1ng six areas., A ) ' e

s * :
I. * Data Collection™ T " ' o Ty

»a i o . : N - ’ ’ .

’ Al . Collect data on product“use. L e ; o f .

Lo : R - R -
- 1. Estimate product. use forfevefy level of -
' . = treatment--grisis, Qome care, prophylaxis,
surgery, and moderate and severe hemophilia.

’ ‘ .25 Construct e_profile of current product use”

P and proposed product use. . :

Ve ) 1

) L ‘3. Estimate how much whole blood is fraction&ted.
. \\ : ’ .

;"' L "4.  Estimate how much plasma is<fractionated for- )

X .0 antl—hemqphlllc products. _ -
,[ ‘ - ~ ’—’> » 3' . 'v E
; ' r :
.o . 1 N . . . L .
N _ 15 . -
vt . )
b} ( r ’ \) -
5 _ - 'Y - .
L. 25 . ( ‘

O
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5. Detormlne how many plantg havé the.capacity
{ : to tldctaonate '
. j
B. Initiate an euldemlolog*c1l study on patlent distriw
bution and condition. :

C. Establish?a registry. of hémophiiia patients.
b. Determine présent availability of and future nceds

for psychosocial services.

%

IT. -kEvaluation of Care Systems - &
S - L8 . ’ ; .
- A. Examine the organizational structure and delivery ' }

of care in hemophilia centers and other categorical
diseaseqeentérs\in all major areas including psycho- .’
soqial evaluation and treatment.

._,A\'j . N .
IV B. Compare the dellvery of care in hemophilia and other Lo
disease centers to that deliVared by private phys101ans.-
C. Design studies tc evaluate the care delivery capacity
B and organizational structure of these centers.
. III. Education . ‘ :
\ : . o 3 : , o
) A. Design studies to determine how patients -learn about
s their disease,. ¢ .
B.- . Design studies to identifytcurfent educational programs
to evaluate their effectiveness, and to assess changes
in these programs that patients and professionals would
like to-make; : _ - : -
: L . . e T
- .G, Explore ways to educate the individual who is delivering
) : care. ) : . - 2
1 . N . .
D. Explore ways, to educate families apbout new treatment
3 -~

modes and about how they can cope with the psychosocial
problems of hemophilia.

E. Explore ways to make the public mdre aware of the
physical capabilities of hemophiliacs. '
- | o :
- ~IV. Research .
) L . :
Request “hat clinical .trials on prophylaxis be started
by the National Institutes.pf Health.

I3

.‘ \ . .. . 26 Vl . ..) '- '. J
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Fractionation Center

© Study ‘the need for and -the feasibility cf establishing
a Federally funded fractionation center. -Questions that
should be answered include:- ”

-How many plants do or do not produce AHF?

-What is the pricing structure?

-What is the American Red Cross plannlng to do in thlS
area?

VI. Model Building .
A Develop standards of care delivery based on the above
data gathering. 1In effect, these standards would o
become models for hemophilia treatment

B. Solicit proposals from existing centers to establish

" model centers. 1In metropolitan areas, exXisting centers
cculd act as a consortium, initiating coordinmation

among centers and reducing competition for patients,

and funds. Eventually, these conscortia might be able

to develop a centralized product procurement and payment
system for hemophilia care similar, perhaps, to a
_ﬁealth Maintenance Organization.

t

~
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Appendix A .
RECORD OF PROCEEDINGS

The material in this sect1op is essentlally edlted versions _of
the interim documents produced during the gaming process We include
them in their entirety for several reasons. First, we feit that the

_process we engaged in was almost as significant as thé results we

achieved.. Indeed, we hope that a similar approach might be used in
other areas of health care. With this thought in mind, we have. tried
to provide .the reader with sufficient material to see not only what
happened, but also how it happened. Second, much of this useful infor-
mation does not fully appear in our Summary and Recommendations. Third,
one of the most valuable aspects of this exercise was our increased
awareness of the interactions between the variou. components of the
care systemvﬁhder the different circumstances presented during the

.gaming process. The fact that certain alignments of self- 1nterests or

conflicts appeared should be borne in mind as the hemophllla care system
evolves in the future. .
This Appendix has three parts. The first, entitled "Hemophilia'
Health Education Planning Project," is the basic protocol of the goals
and proposed operation. With some minor modification of dates, and. a
certain telescoping of activities, the procegs described was run to o
completion. The second part, entitled "Hemophilia Planning Meetings,”
describes the outcome of the two planning sessions held in October-1974
and February 1975, which outlined the basic goals for hemophllla care
and -designéd a system to achicve these goals. Areas of ambiguity or
uncertainty noted during these sessions formed the basis,of the scenarios
that were "gamed" in subsequent sessions. The last part, and the
largest, is a slightly condensed description of each of the games, * <
with full instructions given to the players, and the players' responses.‘

N bl

Note: Reference is made at several points to thé Hémophilia Fact Book.
This book is published under separate cover and is available upon request
from the National Heart and Lung Institute under the title, Hemophilia,
Hemophiliacs and the Health Care System, DHEW Publicatign No. fNIH)
76-871. L
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BOMOPHILIA HEALTH EL ZITON PLANNINT PROJE T:

PROJECT _Z: 731 PEOTOCOL
T TION AllL SPECIAL CONSIZDEZZTI .S .
‘o
octive ,-.dmlnu for hea. . =. ‘Lon. proc - rimar: P
< »f the cf Pret nt o o zrol and . JPCE) .
,hé'ty; areas of _Jo.iol... message, .i¢ .ic © techt gue,
ar o H>f fut - - education -Srco s ¢ 5t considar cen -ssent . al
state ‘the-art re = r- 3t .ength of -~olunt - Jencie |,
t nt ar: : roposed lec _Jh. The plann ng pr .=3 is no
d there can be no ¢ . #2 I success.
the 2Lkove considerctic s, ’CE 1s propesing a pilot proiect
‘n tion with the Naticnal = 1ilia Founcztion (VHF) and ¢ e
i 'f Blood Dlseases and Ezw.our 2s (DBDR-NHLI) t =2st the : - fec-
tiv e of a planning process das: :d by OPCE This sject will be
col d essentially as an in-hcus. ooperatlv%' ‘esear .. prog;g£
Rey: Lbility for the project will - shared eq% zlly - Mr. Hea¥frison
Ower.~ OPCE) , Dr. Harvey Klein (DBDF, and Dr. Louis Alciort (NHF) it

is stipulated in advance that each party .involved in this project shall’
have the irrevocable right to unilaterally éermlnate the proyect at the
conclusion of any one of the various phases enumerated below, if in.his
view the potential value of the project does not meet his expectations.
It is¢ further understood that this project is a pilot study which,
although it concentrates on hemorhil:ia, is intended to have broader
épplications. Therefore, all information about the conduct and develop-
ment of the proposed planning process shall be available to NHLI as.a
whole. Confidentiality of any material shall be malntalned only upon
the specific request of a prOJect part1c1pant.

-

PLANNIWGQDESIGN - _ '
AS gresently concelved the planning design is organized into five
phases. ‘ :

~

Phagse 1 - Goal Sétting

e

e e N A ) \ ’ e

. Schedule: Projected for late\Rﬁgust or early September 1974 with five
to sixsﬁgoplq from ‘the Hemophilia Foundation plus represen-

tatives’ of OPCE and DBDR. :

. ) e M . V)

“Objective: To establish concise goals for health care services for

hemophiliacs on five~ and ten-year timetables. These

. . 53
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Joale may c=rxy well chioige iilloarng 2 coure=s I planning,
but thay will neve: the =s¢ tiz==: a bzseline fcr
-future efforts.

‘hase II ~ Creztion of a Data ook

schedule: Sej zemier-November .974

Objective: To :om; ile a Hemopr lia ! o “rising:
4
Numbers affected
Pcyulevion descript-on-—adge 4CH “wztion, eccrcmic level
Reizted diseases
Annual cost--treatment, -“ob

Patient education ne=ds
Frc-essional education nesc
Exisztent educational rescur
Associated governmental ages
Escociated voluntary agencis-
Existent lecislation

Pending legislation

Felated non-health organizat. -s

It is not the dbjective of this ph- ©  =ngade in any extensive

‘new research. ‘Essentially, we will com: zrailable information.
~ The purpose of this Data Book shall be - wu +ly background information

for the entire project.

Phase III - Creation of a Flow Chart

~
-~

Schedule: December 1974, a one- to two-Zi © s:=ssion involving six to
ten people from the Hemophiliz _urdation plus representatives
from OPCE and DBDR. . ya '

Objective:‘To arrange a timetable of evermt=z - stivitisr which will
positively or negatively infl:er-: = attainmant of -the
described goals (Phase I), ani -z =z:Zicate-events -.that )
we think will happen and thoss zhz. = hope will happen. //
The net result of -this exerciz: =~..1 »e to describe the /

' - . aeneral parameters. of activit: .c¢r an overall hemophilia -
* program. From this information, we would identify certain
classes of activity: (1) things we ‘definitely want to
happen in situations.where we avre reasonably cl=ar as to

the potential results,.and (2) :=h’-.3r we are ardiguous
about because of lack of ‘clarit :oncsrning’otential
results. :
N - -
- A
' ‘ 23 :
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Itens identified unde 2 are -ctertial candldates for gaming
1 Thase TV. Further refi: zent of isszes will  Tobablv be necassary
D

o clearly descrike n: mors -han - ree areas as szu:bject matter For
-arse gares.

aar2 IV - Gaming

-zhedule: - February-arril 1¢735, three waekend garing sessions with a
raximum of -en pe>ple zach sassion frc~ the r-mophilia
Foundation =nd NELI.

zje ctive: To present specific s znarios based on the critical areas
identified in Phase III and designed to stress the system
in order to producze rezlistic simulations, of potentlal out-
comes. All participants in a game would in =ssence play
themselves znd repxesent their institu-ions'- interests.
Each gaming situation would probably achieve the following:

® C(Clarification of issues.

® IdentlflCathn oI cormmon and confllct_ng Viewpoints
e among the participants.

- ® Creation of riew solutidns. A .
N LY

Each game would analyze rrocess and subsZance, and the
) results would be used for future modlfAcatlon of the
° flow chart.
J ) .
rhase V - Flow Chart Modification and Preparation of Reccmmendations

Schedule: A one- to ~wo-day session in June 1975 with D*lmarlly the
‘sane pedpla part*c1pat1ng in Phase III. R
Jbjective: To modify +he flow chart model according to the insights
" gained in Phase IV. Definitive activities would then be
outlined and programmed at this or subsequent sessions.

OTHER POSSIBLE OUTCOMES

Some beneficial “tde products mizat evolve out of the planning
process, such as edu=ztional Dackages that cculd be used in- situations
as disparate,.as high =:chool social s*ud;es and graduaze courses on
health care administr = tion. The gar-ng material developed here might )
be’ turned into educat-onal unlts tha= would allow students, at whatever
leveI to part1c1pata V1carlously ir. ‘actual health decisiong.



$AYT TWO

HE. .. - . A PLZTTING MEETINGE : ~
CTTOBEER 37~ .. FEBRUARY I 1¢
The pur ose c¢i th=se p_:——ing me2etings is to cc ~-:rugt zetical
-0zel for hemophil-.a treatmer- =z =—o ident: 'y =rea f dis=-_: -~ -nt
r confusior as thes su-jectsz - —w- _atex plzzninmg s ions .- & - il1
.32 gaminc tecchniques., The © .Irzioozal, and O L cel . in ex
roitrary. mewure oI the mode . mus- 2e emphasizec. ¥lile thos model

i

n\ ooy

represe-= the thinking ¢ <hc:z
basis f-r departure, anc _s =
rable mciZification.

present, it has be=2n us-i only
-z—efore certalaly rulject =o zon-

N

)

I
i

JROGRAM GOALZ 7 D DIRECTICNS Tz TZEATMENT CF ~‘;I"*‘“"IP (TTERIN
STATEMENT): ]

The central concern of t:.is =7fort is to desigr ar - elaborate a
system of czre which will havs max:mal ben=ficial impact upon the
hemophiliac with minimal disrupticn oI the bloéd- supply system. Atten-
tion ‘has also keen civen to the phased development of this syster over
2 ten-year period arbitrarily divided by five- and ten-year goals.

Goals

In the five-y=:ar period the primary patient-related goz_. was
zated as: C

"Phrsical fre-Zom for the patiernt through zZeguate home

care agnd trerzment for thysical deformity.”

» Closely connected =2 this goal would be the usezual participation by
the patient in the job market, society as a whole, and family life.
As a general statement, this goal would apply tc the ten-yezr period .
as well. .
Obﬂectl”es. The objectives of tra five-yezxr period were @ follows:
1. Evaluation, improvement, anc stahdard;:ation of treat—ent,
faciiities, and produzts < '

2. An epidemiologic stufv ci patient dizs:zribution and ccondition.
Compilaticn of a Regmstry of Paties=s.

,3.“’ Further research =o Jetermine prev ._zmze, - sk, and =ffective
management of inhibi=ores. .

o

O
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4. b sal ent men 'r: side ade.aate  ayme - mac. a 1-ms
: atient . L.ort. '
5. = re_svant ec .zation ‘clon procram t. i .-e informazd
ipati 1 ths cere swstem by -at: - s, the
c 83, 8l .~Z the public. Iric. ded iwm t-is,
n 1 éi arphasis and ts-=.  ies, would
T xe- izt islaticn dirs - :€ naticael,
1 bod_ .o
6. rthening >f pati:zz. rrazizatior., prirzarz - through the
Nz<innal Hemorhilia 2 z=.on, te provide e zenal andé. group
gzt rt fcr pat: =nts.
\, _ . ’_' . A .
. Prc: zion of zcdszuate mizinizz of blood preduc- of suitable
guz....ty at resrcnable o=z *
8. Dev: -~>ment ol zomprel nz:i = Jiagmostic/care c-atsrs sufficient

tc covar 5C% of the pa::ienv orulation evenly

i@ pcirt heze2 is that sit

—

across ths ccuntry. =
the East Coast (even
would not be adec:.ate.

The creat.on of comprehensive cars csn—ers was seen

e=zsentiz ] oo

only a major gcal, but also an

achieving the other gecals.
Ten-Year Goals.

were less deatiled:

The stzued bjexzives

~=tributed

1=t may cover 50%

ugh t:

zo be not’
pivotal mechciism for

of time ten—' :ar period

5ly coverinc
of 'the patients)

i. - 100% patient coverzc
care facii:= =as.

hensivea

2. Davelopment and av—-.azbility of

svynthetic prcduct

PROGRAM DEVZLOPMENT

zhrou:-t &

r=gional svszem of compre-

zafe, ~ .:le, _nexpensive,

.

A potential mechar iz fr- =he ~:hievems1t cf the goals described

above woulé be the cre:-ticn -z

= r=rtwork

¢Z coxcTEherssive care centers

R o

country-wics=,

suppecrt=s o &
The rationa_e for thi= apzrci:h

iTT2ronnec

ratw orl ¢

il

satzllites.

dezzves from thes T t=: th2 hemo-

philiac regquires a c_oselv coc—iim=zed, imcs—diszciy iinary approach

for treatme—t and su—port. {ow

the ceogr=zorical dospersion of

the identif:-ed patiemts is such
representat-on of ne=deé ser~izes

o

econcmics maclude adequate

..... all a-=as. N
5 .
O

~
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To zrhies the defired gozls, the follov nc a . _.viz; stepz were
s :estec (see ttached fiow chart EOQ?illust:a:iCt

Act. "ity I - Creatliorn of a Nactional Eemophili: Ze-= Qualit:
‘ ‘ Revi=": Board

Act:i it I - Cata 2clle-zion zné Evaluaxic

@]
1
Ll

Act: ity

Faymsn<t ar ° Fund.ng Rational
Actovity L - Protaesl -« Szanc.csdize Cent s

Activity ¥ - Zvaluztic c¢u Existant Faci

T_.lct Zoanters

T
)
t
"
ot
o

1

L
[}
<
{4
'...J

'3
3
M
ol
0
th

Activity - - 3Sets=llite - 'ogrews

L

©
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.FIGURE 2
\SUMMERY FLOW CHE-™

Acti&itv Deta Aosproximate Trime:
Collection Running _Tact.
1. IhStruct%on of plawers Tape "2 minutes TT-3:75.
a. General charzcter of what
will happan
b. Roles they are to play
c. Division intc sub-groups
2. Presentation of Scenario ] Tape T ~inutes 5:2.-9:20
3. Instructions on gquesticns to " Tape T nutes t:l7-8:35
- ba answered and statements to
be prepared
4. Discussion of questions 'and . Observers 47 ringues o120
preparation of statements (in (cne/group’ :
sub-groups) : L :
5. Open discussion: presentation Tape A5 mimuTas 10:I5="005
of statements on thre= questions ‘ ’
by each group; minority reports, y
if any; cross-group c¢iscusdion -
. K4 ©
"© 6. Reformulation (i desired) by © Obsarvars 5 numes 1 3E-11:20
sub-groups of origiha]ystatements
1% Brief pre§entétjon@of changes; © Tap= TLometes TTOIm-11:35
- —~ 1imited discussion
LUNCH , ' . 40 winutes 1 [¥-12:15
. s
8. Presentation of Consequence A As zhove 80 - mutes Te:1:-7:35
Iterate steps 3-7 allotting 30, -
30, 10, and 10 ~vinute segments -
9. Presentation oijonsequence B As aboue o matez Tl 55

Jterate steps 3-7 allotting 30,
30, 10, and 10 minute segments

CLOSE UNTIL NEXT WEETING

Lay 2: Same as zbove, but replace Scenario 1, Consaguence A amd Conseau:.ince B
with Scenarios 4, 5, and 6.

'

-~
A
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Activity A - Creation ¢° a National Hemophilia Care Quality Review
) B Board ' S

* At present, no sitcle organization with regulatory power reviews
hemophilia care. Both the NHLI (DBDR) and the Natiocnal Hemophilia
Foundation exercise ovarview functions, but not in any systematic way.

If a truly comprehensi—e care program is to be created and provided
through comprehensive zi~e centers and satellites, some knowleageable

and authcritative agency or group must be designated to plan, initiate,

and monitor the system. For example, treatment standards must be set

for the centers. Qualifications for center designation must be formulated.
New centers must be sited in the most appropriate places. A National
Quality Review Board (NQRB) could perform such functions, and the
effectiveness of the total program proposed here will be directly

related €o\the quality o such a board. ’

No conclusion s reached about composition or source of authority

of such a board; how=zaver, several possibilities were considered.
The board could exercise its function either as a moral or a legal

force, or as both. <Cleacly, the board should be composed of recognized
authorities in the Zielé . with,sufficient representation from patient

and other groups to e e fecti The function of the NQRB might be
materially improved if I = had certain legal or quasi-legal attributes,
such as:
1. Legal charter “rom the Federal government - This might come
from sp=cial- . agislation or through an existing organization
A ' such as EZRO. = o
2. Fﬁnding Contrc 1 - At present, funding\for the care of‘hemo-

philiacs oceurs on a per patient basis from multiple sources.

{ Assuminc that flational Health Insurance is enacted, single
source funding becomeés a possibility, and through such funding
programmatic control may also be realized.

3. Product Control - Assuming that the American Elood Commi ssion
) (ABC) . develops as expected, and that the preseat dual {voluntary

and cormercial) blood system is unified, the production and
distribution of blood products will also be controlled. . The
hemophilia care system, at least on the regulatory side, would
be substantially strengthened, provided that the NQRB were
delegated authority or review function from the American Blood
Commission relating to the use of blood and blood products for

hemophlllacs. !

o

In summary, the creation of a.central review agency might be
essential for the successful development of any program. Its member-

.ship, responsibility, and authority must be determined. -
. r
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"Activity B -~ Data Collection and Evaluation
} . -
Degpute the Booze Allen study (1972), perhaps more is unknown
than kfiown about the hemophiliac and his. treatment. Therefore, an
essential first step would be the estaﬁllshment f a data collection

~ and evaluation system t6 study: : }

) -

1. Patient distribution.

2. Social assimilation of patients. . s t ,
3. Availability of treatment and other patlent services. ' !
4. Qualification and availability of approprlate health manpower.

5. Fayment mechanisms.

6. Availability and quallcy of blood resources. —

The development, contrzol, and malntenance of the hemophllla care
system obviously depends on an adequate data base. - Existent datar;
such as it is, can be used to set standards for the prellmlnary efforts
in developing a Centers prégram. However, prior to any national
extension of centers, more accurate information must be collected .

Respon51b111ty for data collection must be advantageously placed;
the National Quality Review Board would be a logical site. Close cgl~
laboration between the NQRB and the ABC, however, 15 essential to N
coordlnate need with flow of blood products.

goestion: Should the NQRB operate as the delegated agent of the

- ABC for the collection of information on blood usage and need? If
° it did, the NOQRB could gather the relevant blood data along with other
data peculiar to ,the care of the hemophiliac.

1 ¢ *

Activity C - Payment and Funding Rationale N

- -

_ . Cufrently, payment for patient services’and capital funds for
- program development come from multiple sources. Funds from whatever
source are‘better than no funds at all, but some g$ecure base of capital
funding will be necessary for the stable evolution of the centers
program. Efforts must be made soon to estimate long—term development
costs and to ascertain their source. ..
Funds for patient care represent another problem:. At present they,
come’ from the patlents, third party payers, and state and local govern-
ments. Since syst®ms inevitably conform to some extent to the shape &~
of their funding base(s), and since the current pattern of funding is
unsystematic, it is not surprising that hemophilia, care is unorganized. !
h Y ) .

’ Question: Does the present attembt to secure patiept coverage
actually contribute to furthér ;rrationality of the present provision

of care?
38
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The answer would seem to be yes,- but theflmmedlate alternatlves
are limited. . However, if one as5umes the imminence of National Health
Insurance (NHI), the possibility of a single source of funding becomes
more real. Work should be done now to determine ways in wbicﬁ NHI
will not only cover needed patient care costs, but also dd/‘t in a
way that will foster the development of a rational system.* Given the
model used here of comprehensive care centers, MNHI payment could
(1) cover actual costs, (2} allow for growth and develooment, nd
(3) Be system-oriented instead of patlent—or%ented i.e., direct
payment would be made to certified centers on™the basis Oﬁ/patlent
volume, rather than to individual patients. Responsibilify for the
development of this payment plan might naturally be with \the NQRB.

- There are a number of contingencies to this approach: * (1) proposed
NEI must permit this approach; (2) ‘a center certification- program must
- be.established prior, to the advent of WHI; (3) - centers must be operational
prior.to the advent of NHI,.and {4) mechanisms must be established to.
allow for "out-of-area payment for patient care rendered at other
than the patient's -"regular center."” 4

Activity D - Protocol to Standardize-Centers

«~

N Before actual centers are developed basic standards should e
established for such things as: )

\

1. Number of patients, to be served.

2. Treatment mgéalities dvailable.
. #3. Professional staff required. .
. 4. Inter-relationships with other community resources,(i.e.,
= hospitals, social services, employment, etc).
. . - 7~

Activity £ - Evaluation of Existent Facilities

There are presently 9-12 facilities tHa® could conceivably qualify
as comprehensive care centers. These centers should be assessed by the
standardized protocol developed in Activity D above. Those centers
that meet the standards should be recognized as centers. . Responsbility
for such assessment should be with the NQRB.

Aetivity F - Deveiopment of Pilot Centers

Given Act1v1ty E, the locations and quallty of’ treatment faclf&tles,
both formally "accredited centers" and others, will be known. It
may be assumed that this coverage will not be adequate, necessitating
an increase in the numbeY . ana disbursement of centers. This need
occasions a new problem. Alt':ough there may be some consersus about
what a center should be, up, to this point no one has ever created.one;‘

o . ] A
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hence, it would be impcrtant to op@iste & pilot -Trogram in which two or
* more centers were created from ground zerc. It wes sugcested that’
while cne cr two c: thise tanters might be startaz in areas that seemed
‘par:icularlyfféceptivé to -~enter grcwth, attentiorn should alsc be given
ftg an area where the nz=ed 'ay be grezt, but the —ezources nat favorable.

In acdition to imple: :nting treztrzt raguiri—ents, thes= pilot
centers must give detailec attention =o Zesvelopizic system—orianted
aspects. IFor examp. .2, pi_ot centers —ms- astablisy workable —elation-
ships with the ABC, or, more appropri=ztelyv , witZ £a1e Regional Blood
Center (REC). It is by no means cieax wni—: =he or=zimal relationship
mignt be, and therefore .a variety of arge—izational arrangements shoulc
be explored.

’

The pilot centers should alsc exver—- ~t withk modes of payment.
,JUnder "Activity C we discussed the possit=l y of rayment going directlw
to the center instead of =—o the patient. zis patzern has advantages
for syster formation and aintenance, but =here ars undoubtedly large <

problems in actual operatzon. -
\

Special Note on Existing Tenters

Centers certified under Activitr E zxoulid have a defined role

in the pilot programs. The primary issw= zifressed in the pilot program
" is how to develop new centers. Howevs=. arganizational problems

relatlve to the ABC and to payment mecnar—sms (HHI) might most appro-
prlately be addressed through the exiszimg cent=ars It might >e the
special responsibility of <ie NQRB t:» es==zblish, Mrplement, and monitor
an overall program involvirny zll comromzsts of the hemophilia care
system. - &

H

< -
Activity G - Satel..ite Procrams

The widespreac population of hemozhiliacs, Z¢ say notning of
economic factors, ~;kes iz impossible arnZ undesizable to create encugh
centers tc segye a__. patlan:s within a re.zsonablz proximity. A solution
to this dilemma world be zhe c;gutlon of =zatellizes for certers. The
process wculd be aralagous zo the cenzer rrogram described in Activities
D, =, and F. Esserzially. a standard o—rctocol fcr satellites could be ,
developed by the NORB. E:uxisting facil.ities that might cualmfy as’
satellites should be evaliiazed by —he —=otocol: those quallfy ng would
be certified as satellites.

& .

This procéss should give an accur=te estimate of present capa-
bility and should orient Zuture develooment. Pilot projects tc develop
satellites could then he= _nltlated and ewaluated. Special attention.
must be- given. to the relationship betwesn the satellites and the:
treatment centers. Management structuors. patient flow, and funding
shgugg be designed in v=rZous ways to provide alternatives and the
'ff" ot Ly

L : : a
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best possible options for various circumstances. Attention should
also be given to ensuring some -sort of representative geographical
spread- for the pilot efforts. -

Responsibility for the development of the satellite program and
the certification of satellites might belong to the NQRB. However,
it would seem reasonable to expect that each center (new or existent)
should have the résponsibility for:elaborating a satellite program
that will be responsive to local needs. In-the final analysis, the
NMORB could havé responsibility for reviewing and approving overall
center and satellite programs.

“EQUENCING OF PLAN DEVELOPMENT

There are four major forces operative in the development of
this system:

s

1. rThe need to prov1de adequate coverage for the hemophiliac as

qulckly as possible.
2. The rate of development and 1mpact of Natlonal Health Insurance.
3. . The rate of development and 1mpact of an Amerlcan Blood
"' Commission and its regions. ' :
4. The practical and.political problems attendant to the organ-

ization and deployment of the Comprehensrve Care Center
and Satellite Programs.

Fcr the system to be maximally effective, certain components and
related systems must come "on line" simultaneously. Placing actual
« dates on these happenings is somewhat problematlc, but the seouenclng
is relatively clear.

Impact .Point I

National Quality Review Board and American Blood Commission. Pre-
requisite to the development of the total system as outliried is the
close ‘cooperation of the NQRB and the ABC. Therefore, the NQRB (no
matter what its form) must be effectively organized-and in place to
interact with the ABC. ‘

National Quality Review Board and National Health Insurance. The
form of NHI and its- governance -is by no means determined; however, at .
Impact.-Point I, the NORB must have a close relatlonshlp w1th’the developers
©f NHI to ensure cdmpatible development of both systems.

M

Impact Point TII

When the ABC/RBC and NHI become operative, the comprehensive
hemdphilia care system must be ready to deliver because control of
product and payment will be essential to development and maintenance
of the hemophilia system. If no e€ffective hemophilia system exists »f

~.

~— 3 . h
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whén @..th product and payment are avallable, it is to be expected that
both pLoduct and payment will move "ocutside" to the patient with no
regard for any system.

\

ISSUFS TO BE DISCUSSED

The Sujport of Research N~ .

‘uring the discussions, the issue of research and its place in the
overall system development was discussed with no agreement. Essentially,
two positions emerged. On the one hand, it was argued that payment for
research costs should be a part of the total reimpursement for center
costs. This in essence would be basic, non-differentiated supporb, and

might come as a sort of "surtax" on patient care charges. Clearly,

this would provide a relatively stable support base for research. =

On the other hand, it was argued that the'fundi for research
should come in essentially the same way as at present, i.e., through
NIH and foundations on .a project-by- project basis. The rationale was
that the present method of approval ensures guality by peer review.
prior to award and accountability by isolating research funds, thereby

showing where. they went.
-3

-

The Education Program

. specific issues might be addressed in these games:

. Discussion of the education pregram 7as deferred pending further
devolopment of the system design through the gamlng process. Neverthe-
less, several areas of need emerged

1. Educatlon of the public and of legislators to descrlbe and
advance the development of the system. :

2. Education of health professionals to ensure ‘informed input
and participation in the system. 3 -

3. Patient education’ to ensure informed utilization and informed

critique of the system and thereby secure system modification
appropridte to patient .needs.
4.  Education about methods and management of hemophilia for
patient and physician.
&

THE NEXT STEPS

"The preceeding material has described a hypothetical model of
care for the hemophlllac based on the thoughts :of the experts in the
field. Many important areas remain to be explored, and that exploration
will be the central concern of the gaming process. The following

»

1. The Impact of National Health Insurance.

<
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2. Mandated Home Care.. - The model described posits a central
focal point in centers and satellites. TFunds would @lowlthrough the
centers, and patients would relate essentially to these centers. The
logic and structure of this-program would be severely tested if the
impetus moved from the center to the home. If funding shifted from
the center to the patient, who would negotiate for his care? Question:
Could the system survive under these'cifcuﬁstanéés, and if so, what
would the cost be?

H
3. Other Issues. Three othier issues might be considéred, though
possibly not incorporated into complete individual games:

o Composition and Role (Authdrity) of the NQRB. .
e Support or Resources for Research.
® Appropriate Role of Education.

—

-
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Part Three
OUTLINE OF SESSION I

I. Instruction of Players

A, General Character of What Is to Happen
B. Roles the Players Are to Assume
C. - Division of Participants into Subgroups

II. Presentation of Scenario 1

III. Instructioc' ° on Ques:tions to be Add. esse: zand Statements
to be Prepz.ed

A, Catastrophiz Zis=ase MNational Heal:t: Insurance Act

1. Group St-tements by Participar :s

a. Procuc: Sector
b. Czr= S=ctor
C. Pavman— Sector

d. Eduzat-on and Research Seztorx
2. Floor Discuzsion:

Care Sectoxr

. Product Sector -
Payment Sector
Education and Research Sector

.

3. Reformulation of Opening Statements

a. Product Sector
! b. Care Sector
c. Payment Sector
d. Education and Research Sector
B. Presentation of Consequenqe A
13,000 Additional Hemophiliacs Entering the System

1. Group Statements by Partibipants
a. Education and Research Sector
“b.. Payment Sector

c. Product Sector
: oo . & d. Care Sector’
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2. Floor Discussicn:

. Education and Research Sactor
AN , ' Product, Sector
' Care Sector

C. Presentation of Conseguence B: .
$5,000 Ceiling on Hemophilia Care Zer Individual

3

) Group. Statements by Participants
a. Research and Education Sector
b. ~Paymeht Sector
c. Care Sector

4. . Product Sector

39
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OUTLINE OF SESSION II

Players

I. Instruction of

IT. Presentation of Scenario 2

D
\

A. Establishment 6{ 15 Regional Centers

1. Group Statements by Participants
a. Care Sector
b. Education and Research Sector

» e, Payment Sectq;

d. Product Sactox
. . \\\

2. Floor Discussion -

'B. Presentation of Consequenc:\A~ :

Flve‘Centers Named to Carry on Hemophllla Research

v a

™ Group.Statements by Partigcipants
a. Product Sector i
' b. Payment Sector
c. Care Sector
d. ~"Eplucation and Research Sector

C. Presentation of Consequence B:
National Hemophilia Centers to Become Deotg ;or
Blood Products

1. Group Statements by Participants

«B
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2. Floor biscussion

Care Sector

Education and Reséarch Sector
Payment Sector

Product Sector
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HEMOPHILIA GAMES: SCENARIOS AND RESPONSES

'SESSTON I
March 10, 1975

I. INSTRUCTION OF PLAYERS

A. General Character of What .s to Happen

Over the course of the next few hours, and then continuing next
time we meet, what we are going to do is to act as if-some events that
seem likely future developments have actually taken place. Some of
these may seem extremely fortuitous events with positive consequences
for those concerned with hemophilia care, while others will seem less
promising if not highly thrggtenipg to your interests and concerns! We
would assume that all will eventually prove to have a mixed character
upon further exploration.

our concern here is as was expressed during our last sevefal meetings:
to develop a better understznc.ag of the impacts that such potential ‘
events would have on the her.:-.lia system as it exists and as it is
‘likely to develop in the nex: deq?de.

To try to tease out some of these impacts, then, we will simulate
the initiation of the event by telling you what has happened, and then
“ask you to work in subgroups to develop responses to the event that will
help unearth -some ‘of the less obvious dimensions of the- system and its

‘stress points. Thus, your thoughtful and thorough responses to the
event should help reveal where we may need to work to make those things
you desire come about, and where work may be needed to prevent other
consequences that emerge in the simulation from coming into being in
reality. ' ' :

B. Roles the Players Are to Assume . : -

~In a few minutes, we will present the first event and explain the
terms in which we would like you to respond to it. But first, let me
explain something about the role we hope you will play.

All of you gathereé here repreégnt important contributors to the
actual plannihg of hemophilia care in this country because of the’ special
expertise you have demonstrated in your work and the eminence you've .'
gained'from:it. At the same time, you represent for purposes of gaining
better understanding of the shape and character of the hemophilia care

AN "j . : s
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system, @ type of interest or constituency. For example, Dr. Aledort is
the director of a dare Center at Mount Sinai, and as such has a gdeneral
understanding of the concerns and needs oOf physicians who treat hemo-
philiacs and who administer treatment centers. Dr. van Eys not only
does his own research, but. has a general understanding, as a researcher,
of the needs and problems and concerns of other researchers in other
places, albeit they may work oh a smaller scale or in -less well-~equipped
surroundings. What we are asking you to do is to try to respond to the
events and the questions in those more general roles, rather than in
‘your ‘specific roles. ‘That is, when we ask, "How will‘this*affect you?"
we are asking "How will this affect people in your sector?".
4

; To‘adswer in these general roles.will sometimes be complex and
require that you say something such as, "“Those in.small ill-equipped
centers will do X and those in major centers will do Y." That type of
distinction, howéver, is critical for our understanding of the impacts
of the events, and you are the people best equipﬁed toodeal with such
questions and nuances. - ‘ Lok

¢

-

C. Division of Participénts into Subgroups

“
'

To get us started in the first game,~you will be divided into-
supgroups,mgach representing cne of the major sectors of the hemophilia
care system. Somé of the activities of the day will take Place simul~
taneously by each droup, while others will involve you in.gne large
group discussion. Therefore, we are seating each group at a separate

~table spaced far enough apart to permit private discussions, but close
en%t?h together to allow subsequent full discussion.

N
The four subgroups represent concerns with PRODUCT, PAYMENT, CARE,
and RESEARCH AND EDUCATION.. Within each will be people with that
general concern and with special expertise in that area; but, as you
will .notice, the group may not be homogeneous in the nature of their
interests. For example, the PRODUCT group contains representatives of
the private and the public spheres who have both convergent and
divergent interests in product development and aﬁssemination.
;- .
Ii. PRESENTATION OF SCENARIO 1 . , . : .

We are ready, then, for the first "News Bulletin." The event you
are about to hear is to be considered a "fait accompli." If you.don't
like it, it's too late to do anything about it; if you do like it, it's
too late for anyone else to alter it.

o,

~ .
- -
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U.S. DEPARTMENT OF HEALTH, EDUCATION, AND WELFARE

_ o National Institutes of Health ’

PRESS RELEASE e ? William E. Sanders (301) 496-5343 .
Monday, March 10 1975 \\\ :

WASHINGTON, - D.C. --ﬁongress today overwhelmlngly approved an all-
inclusive Catastrophlc Disease National Health InQurance Act. 1In a
carefully orchestrated move by Senate and House leaderq, '‘the compromise
bill which had dgone to a conference committee to resolve differences
was introduced and passed by.the two Houses in the same day. Leaders :
of both Houses stated that-the large congressional majority assures N
the President will sign the new compromise bill 1nto law, Qr face a AN
certain veto over-ride. : . '

. A : CoN

Never again, said the bill's supporters, will Americans be made
to suffer flnanc1a11y from debilitating disease. All U.S. citizens
and residents will be covered under the Catastrophlc Disease Health
Insurance program. ‘ S )

NEW PAYROLL TAX

. The new program will be financed by a 3.5% tax. op employers' pay-
rolls, a 1% tax on employees; and-2.5% on the self-employed up to,
$20,000, with the remainder coming from general revenues. 2All menies KN
collected -are to be paid into the National Catastrophic Health .Insurance
Fund. The Fund will be administered by the _newly created Catastrophic
‘Disease Health Insurance Board established under the Department of
Health, Education, and Welfare.

The Board will be advised by the new Catastrophic Disease Health .
Insurance Council composed of a representative group of consumets, .
providers, health organization perianel and other interested partles

"MEDICARE AND’MED&CAID STAY .
: 5 -

. Both.the Medlcare and Medicaid programs which provide preventive
.and ,catastrophic benefits will remain 1ntact, except that ‘the same
benetlts(establlshed under the Catastrophic Disease- National Health
Insurance Act Wwi¥1l be extended to include these programs. It is likely
that Federal and/or State representatives involved in admlnlsterlnql ‘
these programs will s¢it on the Catustrophlc Health Insurance Cognc1 . \

8
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" BENEFITS

The Act prov1des that the first $500 spent annually on medical - care
must be borne by the family or individual suffering from the disease.
Thereafter, the government 'will pay for necessary disease-related treat-
ment--all physician care, nospital days, ouznztient care, nursing home
stays, supportive services,-rehabilitaticn zezds, psychlatrlc care,
1npat1ent and outpatient drugs including bloosi and. blood products, and
prosthetic devices. The program does ro=z ccvar health needs unrelated
to the disease, : :

N
REIMBURSEMENT

ﬁeimbursement will-be similar to the current Medicare program. The
physician bills the patient who files a claim for the reasonable cost
allowed by Medicare. TUnder the CatastrOphlc Disease program, zeasonable
cost can be determined by the Catastrophlc Cisease Hea%}hminsurénce
Board in’ advisement with the Catastrophlclesease Health Insurance Counﬂll.

525 MILLION FOR PLANNING

The actual start up date for the Catastrophlc Disease National
Health Insurance program will be January 1, 1977. Until then, the
Act calls for the espenditure of $25 million over a two-year period
to plan in detail how the program will work. It is hoped that with
adequate plannlng the program will run smo%thly ‘once it is 1mplemented.

Pl
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TII. INSTRUCTIONS oN QUESTIONS TC BE ADDRESSED AND STATEMENTS TO BE
PREPARED

"+ Keeping in mind the role you are playing, there are three questions
vou need to consider with respect to the news you have just heard. At
+the end of 45 minutes, we need from each group a detailed statement
about these three questions to be presented to the group as a whole for
its discussion and debate. Following that there will be a short period
for reformulations in light. of what others have said; and, finally,-

a rrief discussion of these reformulations will take place before we
move to the next event. -

The questions -all have reference to the first year following the
event and are as follows:

1. HOW WILL THIS EVENT AFFECT YOU?

2. WHAT WILL YOU DO OR TRY TO DO BECAUSE OF IT? (i.e;, How will
you alter your behaviox, operations, etc.?)

3. WHAT SHOULD OTHERS IN THE SYSTEM DO ABOUT IT? (Product, Care,
Payment, and Research and Education interests)

Please try to be as specific as you can in responding to these
questions. We hope you will work. to define the common elements of your
responses through discussion in each group, but minority reports on any
simensions are perfectly appropriate where there is dissent.

Let me also note that we are placing an observer at each table to
nelp collect more detailed reports than you will be able to make in the
open discussion. These people will not-be interfering in the discussions.

O
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CATASTROFPHIC DISEASE NATIONAL HEALTH INSURANCE ACT

e

1. CGroup sStatements by Participants

a. 'roduct Sector

Tre Product Sector ccnisidered tre impact of this new legls~
lation from two viewpoints, the prxofit and nonprofit sectors. The
profit sector, mainly pharmaceutlcal companies, will see it as an
opportunity to increase production. A 30-50% eypan51on 1s realistic
in terms of plasmap\\re51s, especially if untapped souxces of
plasma donors are used. One such untapped plasmapheresis source is
the university population. The manufacturers will be able to make
more antihemophilic factor, sell more, and make more money. We
will meet the demand.

For nonprofit blood bankers, our initial response will be
rellef from a large headache--nemophlllacs bills will be paid-for
the first time. Problems: - (1) Thereé will be an increase in
demand. (2) Patients may want highly purlfled product which is
very expensive to produce. To obtain highly purified product, it
is necessary *o throw away a large amount of the plasma fraction.
Currently, about three quarters of the fraction we start Wlth is

. thrown away.

Both the profit and nonproflt sectors will have fihancial and
" vgistic problems supplying this increased demand. Both will have
“~ expand to provide the best product.
It will also be necessary to educate physicians to use blood
'voducts more efriciently. If cryoprecipitate is the most efficient,
hen they will just have to use cryoprecipitate and not the fanciest
;voduht available.

It also must be stressed that hemophiliacs are one of a
number of groups who need blood. They will have to share this
resource. Hemophiliacs ought to make an effort to expand the

wrion’'s blood resource.

jal .re Sector

This new legislation will result .in a massive demand for care
and could lead tu the breakdown of the care system. Most compre-~
hensive care is sparse—-sparse staff and facilities. Now most
programs give care only on a part-time basis, perhaps once a week.
We will need a much larger program, operating on a daily basis.
Daily operation will necessitate centralization. Currently, there
iz no centralization or cdordination among programs. Ewven in
large cities, there are no coordinated prograns.

-
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A significant concern is that the center program may not be’
established. Currently, individual hematologists prefer not to
treat hemophiliacs because they de not get paid adequately for
their services. But when fhe individual hematologist discovers
that now he can make a living from treéting hemcphiliacs, he may
be reluctant tc give up these patlents To counteract this, there
needs to be comething like the House of PRepresentative's bill H.R.I,
which proposes establishing a medical program concerned with the
type of care that is delivered, who is a gqualified provider.
and what is a reasonable charge for services. A Hemophilia
r~mamission empowéred under such legislation or created by
executive order could endorse the center system.

The Care Sector would fight hard for a Hemophilia Commission.
The Comm_ssionh could endorse a group provider for hemophilia care
and de-emphasize the single physician. Hopefully, it would also
de-emphasize prophylaxis at present time because of lack of data
and product. Because hemophilia care is tied directly to this
country's blood supply system, this Hemophilia Commission would
have to work.with the American Blood Commission (ABC). The
Hemophilia Commission would work with blood bankers to set-
stndards of. care immediately following the enactment uf this
catastrophic health insurance legislation.

o \

FEven if the center concept is endorsed, there may not be
. enough material to treat hemophiliacs. The price will skyrocket. -
’ - Patients may demand\prophvlaxls——a real problem. The blood service
complex would have to work more effectively. The only way to meet
the expected increase in ‘demand is tuv regionalize the entire blood
‘ supply system and have it work with thée Hemophilia Commission.

Care models will be needed to demonstrate the best ‘delivery
of care and treatmsnt. These models could become standards of
care. Then.it beccmes a matter of educating both the lay public
and the professional. We have to inform the public and train the
profe551onal about the comprehensive approach to hemophllla treatment.

c. PaymenEASecto;

The lead time in this legislation allows enough planning time
to write well thought out rules and regulations. The rules must
answer these questions:

who will be entitled to coverage?

What diseases will be covered?

What is disease-specific treatment?

What arc :he benefits?

How much will the Federal government pay?
Will only qualified providers get coverage?

s W
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Furthermore, these_;ules and regulations should define the insti-
tution and the physicians, Those who write these legislative
auidelines will also have to examine the effect of payment on
blood product. Demand for blood products will rise and the
available dollar will be chasing the available product. How to
cortrol price will need to be clearly examined. The ABRC may  be
able to control price when plasma is available able on a systematic
basis. )

d. Education and Reséarch Sector

This leyislation will have a tremendous effect on hemophilia.
The first goal of the National Hemophilia Foundation (NHF) would
—_— be to get knowledge of the bill out to all treatment Centers.
Treatment ¢enter personnel will be greatly concerned that effeCti%e
treatment might decline. The hemophiliac may become apathetic
about what happens tc the disease. He may take an "I am taken
care of" attitude. Many will go on prophylaxis.

Education will be altered. The National Hemophilia Foundation
and the ABC will have to increase product knowledge and promote
the optimal use of component therapy-. . The NHF,‘thrOughvits
Medical and Scientific Advisory Committee, would encourage’ the
Council established by this legislation to promote blood research.
The NEF will also take steps to assure thct hemophilia is legally
defined and that hemophiliacs hatve entitlement to care through
comprehensive centers. ’

How will this legislation affect research? Researchers and
providers have t& prevent the standard of care from deteriorating.
More hemophiliacs will be entering the system. - Increased, numbers
will mean that for a time the level of care will- decrease and be
lower than it now is. It may seem like a retreat. And this lower
skgcess rate may affect research, A pocke; of money must be ;
reserved for research into blood and blocd products. Also, we
need enough data so we can make gaod use of product. There must:-
be a concerted effort for research on all blood products; syntheti
AHF research would be stimulated too. The pattern of research '
would be first research into treatment, then research to find. a

cure, and then prevention.-

2. Iloor Discussion

fare sSector: We must answer the .question on prophylaxis. We will not
have the definitive answer for 10 years, but we need this answer. e
HEW would turn to the National Heart and -Lung Institute and say,
"What is the best care?" To answer this question, we need money
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and an ability to mcobilize a constituency:to say that certain data
are critically needed if hemophilia care is going to be efficac! us
“and cost-efficient.

Product Sector: How would you approach the NHLI Blood diseases and
Resources 2dvisory Committee when.We are in economic slump and
when c¢linical investigations are a low priority? What kind of
support would you need to alter this mindset? How would you
do it? ‘

Payment Sector: How do we bégin—té get an answer? You can turn to the
government agencies if not for efficacy, then for standards of
care, and you can begin to look at this. It would be useful if
tentative guidelines were established--a mechanism needs to be
established. - :

Education and Research Sector: One. practical step that can be taken
now would be a workshop--1ike the recent albumin workshop. The
workshop could summarize the state-of-the-art, issue tentative
guidelines, and identify further data needs and capabilities
relative to prophylaxis.

3. . Reformulation of Opening Statements

a. Product Sector

# The pharmaceutical firms claim that the potential supply of
plasma is unlimited, provided money is no object. The limiting
factor is plant capacity. Will the government loan money? The

r\_cost of Factor VIII is moderated by other types of blood derivatives

Y Dproduced from that same plasma. As the demand for Factor VIII
rises and demand for albumin drops, it is going to cost more for
Factor VITI. The data on this /are very limited. Really,-we have
data for only one year, 1971. The rest is anectodal; we are
guessing. Our group endorses: (1) the need to start the
machinery for data, and (2) ihe ARC should act as the focal

point for collecting this data nationwide.

b. Care Sector

We have drawn a diégram to explain the forces at play in this
" situation. The Nationaf Hemophilia Commission could épply pressure
‘to HEW, influenclng stdndards of care, etc. The HEW will have
input into the implementation of National Health Insurance; 'also
the Commission would.influence the implementation of the law. - HEW
also has a great deal to say on how much and what kind of clinical

investigation is undertaken.
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The repercussions of this MNational Catastrophic Disease
Health Insurance Act would be felt by the american Blood
Commission, the Natlonal Institutes of Health, and the Natloﬂal
Hemophilia Foundation. The National Institutes of Health and -
the National Hemophilia Foundation together would affect'basic
science research and education. Basic science research and
education, in turn, influences the state-of-the-art of clinical
investigation which is funded by HEW.

" c. Payment Sector

We will address ourselves to product and its cost. It is
not likely that the Government will move to alter the method
of payment in the Zree market. &ccording to industry, if price
+  is not controlled, there will be unlimited product. To counteract
skyrocketing prices, we have developed a strategy to control
price. We endorse establishing.one or more Federally supported
fractionation centers as a benchmark for cost. It (they) could
regulate the market and thereby control the price. .
This Federally supported fractionation center could become
the recipient of pooled plasma from regional blood centers via
the ABC. Then, these products priced at cost will be the com-,

" petition. Regulating price in this country will result in driving
the pharmaceutical companies to sell the concentrate abroad in
pursuit of profits. By developing a competitive nonproflt
fractional center, we indirectly control the profit sector
without forcing blood products abroad.

~N

d. Education and Resgarch Sector .

The NHF will play the role of a consumer protection agency
for all blood diseases. Its role will be to define to patients
what good care is; the NHF will provide consumer educaticn to
patients.

B. PRESENTATION or CONSEQUENCE A

You spent the morning thlnklng about and talklng about the effects
that an event would have on you and the ways it might alter your °*
behavior. &at the same, time, though you couldn't see them and they.
didn't make a presentation here, others were viewing what happened
during this first year, and we have another "News Bulletin" concerning
that:

13,000 ADDITIONAL HEMOPHILIACS ENTERING THE SYSTEM
"As a result of the new coverage cffered hemophiliacds in

the Catastrophic Disease National Health Insurance Act, a large
. number of hemophiliacs previously unknown to the hemophilia
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system have zappeared. In a pericd of about two years, some

12 or 13 thousand new patients came for treatment. These
patients were divided between mild sufferers whe were seeking
more adequate and frecuent treatment and those mere severe

cases suffering from the chronic affects of hemophilia. This
latter group was older, had more severe disabilities, and were
poorer, less skilled, rural persons who are now seeking adequate
health care. These persons stress the system in very particular
ways since they need a good deal of orthopedic surgery, dental
care, and psychological and vccational rehabilitation in order

to take their place in society. Al1ll of the new ratients, regardg-
less .0f the severity of disease, require full diacnostic work-ups
and the usuel tests that are given to the hemophiliacs."

You will find the current hemophiliac population described in

the following tables.

N
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"13,000 MORE HEMOPHILIACS SEEK CARE"

.

Past Hemophilia Population

v

Current Hemophilia Population

'ype of Patients

Total

-

Factor VIII Factor IX Total Factor VIII Factor IX
Severe 14,421 12,117 2,304 19,867 16,479 3,388
Moderate 11,078 8,180 2,898 18,632 14,320 4,312
Total 25,499 20,297 S 75,202 38,499 30,799 7,700

-

Past Distribution of Type by Severity Current'Distribution of Type by Severity
" Severe 56.6 59.7  44.3 51.6 53.5 _ 44.0,
Moderate 43.4 40.3 55.7 48.4 46.5 56.0
Total 100.0% 100.0% 100.0% 100.0% 100.0% 100.0%

{
v
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SOCIC-ECONOMIC CEARARCTERIETICS
CF HEMOPEILIACS

Living Arrangements Percent
With Parents 72
Witn Spouse 22
with Cther Felatives 3
-

lone } 3

Other 0
- -

Father Living
At Home N 75 ')

Not at Home 25

Annual Income

Less than $3,000 _ 6 s
;SB,OQO - $6,299 ) 21

$7,000 - $9,999 . 20 «

$10,000 - $14,990 27

$15,007 or More « 25
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GEOGRAPEIC DISTRIBUTION OF
'HEMOPHILIACS AND TOTAL MALE
POPULATION OF THE U.S.

Geographic Region Hemophiliacs (%) . Ha;es in U.S. (%)
New England o ) 6.8 _ 5.8
Mid Aﬁlantic 25.9 i8.0
East North Central 15.6 19.8
West North Central “a.8 8.0
South Atlantic 0.1 . 75
East South Central 3.8 ‘ . 6.3
West South Central . ,8'5 ) 9.5
Mountain 3.7 4.1
pPacific : 15.7 i 13.2
Tétal U.s. 100.0 : 100.0

\

A )

;
t
' 3
s - ¥
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Age Groqg

Under 3

35 - 44
£5 - %
55 = 59
60 - 64
A5 - T4

75 +

432 DISTRIBUTICN OF HEMCPHILIACS I THE .S,

Percent

8.9

1-5]3

19.8
25.1
12,7

' Total 100,0

AR " /Median Age:r 11,5

1971

i e
'

i

\ Cumulative
" Percent

e vt

0.9
24,2
44,0

69.1
8.8
8.3
95,6
97.9
9.1
9.4
99.7
99,9
100.0

971
Cumulative
Percent Percent
8.9 8.3
10.3 19,2
12.8

o
112 60;

0.9
9.5
8.3
5.6
3.7
0.7
0.6
0.4

100.0

Median Age: 17

L4

32,0

7.2
80.7
89.0
94.6
9.3
99,0
99,6

00,0
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This surely will also have an effect on you and require some
modification of your activities. What we would now like to do is ‘tc
ask you to repeat the steps you engaged in earlier.: This time, how-
ever, the time available to you for each step will be considerably
shorter. - P

e ¢

1. Group Statements by Participants

a. Education and Research Sector

These 13,00C hemophiliacs will stress the system more because
of “increased numbers and .their general health neglect. These
patients will require more rehabilitation than care; as a result,

W, centers may have to set some priorities. Rehabilitation may be a

~ problem, since it is ancillary care. Ancillary care may not be a
., . reimbursable item.

More hemophiliacs will accentuate the need for research. But
to bring this new group up to the established median level of
rehabilitation will be difficult. This may hinder research
becanse progress in the patients' <condition w%il not be apparent.

b. Peyment-Sector

The payment group feels that these additional hemophiliacs
will increase the amount of money which the government will have
"to spend on this digease. It is analogous to what‘hapoened to
renal disease and Title XIX. Congress was furious, but it was
only able to ralse the deductlble. The demand for anc1llary
services will increase. .The government may have to:increase the
amount of payroll taxes, but once it has extended coverage, it
‘cannot reverse itself. The National Hemophiiia Foundatlon should
try to obtain a large plannind drant to determine how many hemo-~
philiacs there will be in the event that this kind of national
health insurance legislation is passed. 1 4‘

c. Product Sectoxr

For those of us in the profit sectcr, more hemoph*llacs will™
improve our profits picture; that is, if the government will .
finance new plants using Federal money. This infusion of money
will stimulate us to use new technology to make cheaper, better
products. Then we will persuade the private sector to use these
new products on patients.

What will keep our prices down? The threat of e;Zingent
price control will be our incentive. If price controls are put
into effect, then we, as industry, will say we are closing down.



Censress might then react with an embargo unless the pharmaceutical

industry meets the needs of 90% of this country's hemophiliacs
Lefore it ships any of its blood products abroad. And Congress
will act if Americans are bleeding to death. |

d. Care Sector

In our grour, the assumptions that we mads were the following:

(1) Mational Health Insurance reimpurses groubs, not individuals;
(2) programs have expanded to include all those now identified;
and (3) there are good data on these new 13,000 hemophiliacs.
Hemophilia is now less a problem of prevention than a proble:i of
acute care--in essence back to where we started. This group of
hemophiliacs are poorer and need more acute care. We will expand

the psychosocial, vocational, and educational services, and surgical

and dental rehabilitative care in Phases. Surgeons will do more
and more reconstructive surgery. These newly identified hemo-
rhiliacs probably have poor dentai health and will require good,
expensive dental care. .

We think the satellite system will have to handle the brunt
of this new demand for services. In the face of this new infiux,
we will need a good transition program capable of changifig from
rroviding care to urban patients to prqgiding”Egie to rural
Fatients. Those patients who needftﬁégbegt‘care'will have to go
tc large centers, after which they can return to their communities.

Having a satellite system will require a "traveling show"--
diagnostic services, therapeutic care, and triage. The ideal way
to monitor the progress of satellite care would be a television

" hookup. We will also need funds for special clinical training.
'The question is, how are we goirg to get fur:?’= when all the money
is in research? Somehow we will have to gc ., the satellite
center and educate the professional and his patient about hemo-
philia care, but funding may be -a problem. Y

~

2. Floor Discussion .
' N

Fducation and Research Sector: But what about new technology? The
technolbgy exists for inserting relevant portions of the X~-chromo-
some which would alleviate the entire problem. - There would be no
new cases of hemophilia. Estimating when this technology is
feasible is difficult; it could happen in five years, depending
on the social forces.

Froduct Sector: If we are talking about pure technology without human
subjects, fine.  But turning mini-research into macro~production?
We'll need high risk dollars. It will still take five years to
find cut how to make synthetic AHF in large quantities, lep alone
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do genetic engineering. We do not know a great many things. Will
synthetic AHF ilncrease antibodies? We don't know. <Currently,
this country collects 2-1/2 million liters of p]asma and we could
use 50,000 more people in plasmapheresis.

The major source of Factor VIII will continue to be plasma-
pheresis., It is not likely that we are going to have a sufficient
collection system for whole blood. Vclunteerism is € major part
of the National Blood Policy. Once we have to pay for plasma,
this may erode and destroy the volunteer principle. If we become
totally dependent on paid plasmapheresis, we may discourage volunteers.
But also, what will happen if it has a negative feedback? Then, ‘
this country will be really short of Factor VIII. We may .really
be in trouble. -

How much Factor VIII does the average hemophiliac use:in a
year for prophylaxis care, home care, and surgery?

Care Sector: For surgery about 100,000:units of Factor VIII is used.
hlso, vou need a surgeon with the skill to do it. Surgeons are
doing more surgery; come are experi imenting with knee replacement.
We need to know the floor of care.

For acute, episodic care, about 100 units of cryoprecipitate
are needed, but many people go beyond this. There may be an
increase in product use, caused simply by having secure payment.

C. PRESENTATION OF CONSEQUENCE B

Duriég the full time you have been meeting and discussing, the
National Health Insurance Act and the additioral 13,000 hemophiliacs,
yet arothér group has been viewing what has besn going on, anc we now
have the last event for you to consider teoday. As soon as it's been
read, please again prepare statements. . .

N

35,000 CEILING ON HEMOPHILIA CARE PER INDIVIDUAL

"In the third year of the existence of the National Health
Insurance Bill, after the emergence of 13,000 new hemophiliacs
in the first two years of the program, Congress was struck by an
appalling rise in the cost of the program. The Congress has
decided to put a ceiling on ‘the coverage given to hemophiliacs.
Rather than changing the mechanism of payment or controlling the
quallty of treatment, they have decided that they will continue
to. pay either to the patient or to the patient's doctor, but that’
there will be & fixed upper limit of $5,000 to be given to each
individual patient in any given year." -
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Group Statements by Farticipants

a.

b.

C.

d.

bPayment Sactor

Education and Kesearch Sector

For us in the Natfonal Hemophilia Foundation, this ceiling
will mean we will have to begin again to articulate our own needs
and the needs of other blood diseases. We will have to incfease
the funds available for research. The major emphasis will ke on
research--it is the only way out of this predicament. e

|

Care Sector

This ceiling is a probable likelihood. Under Medicare,
nursing home care’ was cut back to 60 days and there was a legitimate
short fali. 1In ¢ongress, all Great Society Programs are being cut
back and yet this current Congress is a populist Congress. In
relation to the game, a way around the ceiling might be cost

sbaring among the states. ‘

-~

. s
There was great concern that there will be a regression in

treatment and a return to the episodic modality. Orthopedic care
will enly be on:an acute basis. Psychosocial servires will revert
to helping hemophiliacs learn to live with their disease. - Tt will
be a more passive phase. The center system will be strengthened.
The clinical team will deal more with family plaznning and eugenics.,
We lost sight of this preventive aspect earlier in the game. We
would urge research in carrier detection too. In addition, -there
will be more pressure toward synthetic AHF resear:zh and efficacy
of method in treatment.

Product 3Zector

We realized that with thif ceiling we overbuilt from a base
that was too large: 38,000 hemophiliacs averaging 100 bags of
cryoprecipitate at $10-$12 a bag equals $40 million. ‘Starting
with this capability means that half of all the blood collected
needs to be fractionated. Using the current plasma collection of
2-1/2 million liters having 2 20% salvage rate results in 250
million units total. The cost is $50 million with. another $90
million for the rest of all care. Using the $50 million figure,
we realize now we expanded when really we did not need to. It is
another instance cf the well known fact that any time money
becomes available, care becomes excessive.
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SESSION IL
April 24, 197%

I. INSTRUCTION OF PLAYERS

Today's events are a continuation of the events that occurred in
the gume you participated in last month. For those of you who were
not here then, you represent yourself and your type of interest or
constituency.

To bring you'up to date and to remind everyone of what has occurred
before, I will read a2 summary of events that have happened to medical
benefits for hemophilia. As you know, on March 10, 1975, Congress
passed the all inclusive Catastrophic Disease National Health Insurance
Act. The Act provided for full coverage of hemophilia and all hemophilia-
related health needs once the patient or his family paid for the first
$500 of care. The program financed by a tax onh employer's payrolls and
a smaller tax on the self-employed and employees, with the remainder
coming from general revenues paid into a Trust Fund. It is adminis-
trated through the Department of Health, Education, and Welfare by the
Catastrophic Disease Health Insurance Board, which is adviged by the
Catastrophic Disease Health Insurance Council composed of a represen-
tative group of consumers, providers, health organization persornnel,
and other interested parties. The Act was put into effect in January
1977, follewing a two-year planning period.

Once the program began, many more hemophiliacs sought care than had
been expected. 1n fact, 13,000 hemophilic patients previously unknown
to the system came for treatment. Half of thege patients were moderate
hemophiliacs who wanted more adequate and frequent treatment. The other
half were severe hemophiliacs suffering the chronic effects of hemo- - °
philia. . These severe hemophiliacs as a ¢roup were oldel, poorer, less
skilled, and mainly rural people who had severe disabilities and were
seeking adequate treatment for the first time.

Both the moderate and the severe hemophiliac stressed the hemo-
philia care system very diréctly. The older, severe group required a
great deal of orthopedic surgery, dental care, and psychological and
vocational rehabilitation. The moderate patients, like the severe
patients, required full diagnostic work-ups and, in the beginning,
considerable monitoring of their disease. - .

The influx of these 13,000 additional hemophiliacs into the system
was felt by Congress during the third year of the Catastrophic Disease
Health Insurance Program. Congress became alarmed over the amount of
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* money that was'going to pay for hemophilia treatment in Proportion to

the ret or its health care dollar. Rather than changing the payment
mechanism or controlling the quality of treatment, Congress decided that
the government would continue to pay ei*her to the patient or the
patient's doctor a fixed upper limit of §5,000 per hemophilic patient

in any given year. ‘

II. PRESENTATION OF SCENARIO 2
Now, with this in mind, I will read the first "News Bulletin.”
15 HEMOPHILIA ‘.ENTZRS TO RBE ESTABLISHED

"Responding to pressure to improve care within the $5,000 limit
set for each hemophiliac, Congress has authorized the Department of
Health, Education, and Welfare to establish 15 comprehensive care
centers across the United States. Each center will offer compre-
hensive care, have a complete diagnosis unit able to do both
diagnostic tests and genetic testing, and will engzge in research,
education, and training. :

"Forty-five million dollars has been appropriated by Congress
to estabiish the 15 centers. Each center will cost approximately -
$3 million to build. Operating expenses will be funded in part by
government money~~the first $5,000 of care each hemophiliac
receives under Catastrophic National Health Insuran:ie. Ten
percent of the income obtained by each center must be spent on
research. Each center is free to decide how much of its budget
it wishes to allocate for education and trainiqg.

. : ' f S

"Attendance at these centers will be voluntary; neither the
patient nor the-doctor will have to us: the services provided at
these centers. The doctor-patient relationship, if it is satis~
factory to both-parties, would not be disturbed.

"Each center will have a patient population of" approximately
2,500 hemophiliacs. .The 2,500 patient pbpulation figure is based
on the known number of hemophiliacs seeking care: 38,500. Thus,
if 2,500 patients all require the gove:nment allotted benvfit of
§5,000 per hemophiliac, the centeir's total operating budget would
be $12.5 million. Tor all 15 centers, the budget would be approx-
- imately $187.5 million.

"The number” and location of hemophilia centers in a region
were determined on.the basis of the known geographical distribution
of hemophiliacs. Within certain limits, individual hemophiliacs
will be able to attend the facility nearest to them. The 15 cities
chosen are Seattie, Washington; Los Angeles, California; Denver,

e
, e

e
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y .
. Care Sector

Colorado; Minneapolis, Minnescta; Kansas City, Kansas; Houston,

, Texas; Chigcago, Illinois; Ann Arbor, Mlchlgan, Nashville, Tennessee;
Pochester, New York; Pittsburgh, Pennsylvanla, Chapel Hill, North
Carolina; Atlanta, Georgia; Mew York City, New York; and Boston,
Massachusetts." . .

ESTABLISHMENT OF 15 REGIONAL CENTERS

[

4

Group Statements by Participants '
¢ . -

.We have problems because, supposedly, we have $15.5 million
for each of thes. hemophilia centers, but We do not .really have
this thoney bécause the patient has the ultimate decision on where
to spend his money. This is a great challenge: How can we build )
these new facilities when these facilities may never be utilized?
‘The patlent may choose not to use our services, then where,are we?
What is required is an ongoing operating budget to allow the center
to operate before it has a full complement of patients.

"In order to create an operational budget, we recommend ini-~
tiating a requirement for a yearly comprehensive examination for
all hemophiliacs to be given 6n1y at the center. This yearly
examination would become the gqualification for support by the
center for that year ‘or this examination report would be sent to a
private .physician. The private physician, once he received thls
report, could treat this hemophlllc patient for a year.

Considering the staff and the laboratery facilities that are
needed for a thorough evaluation, $500 is not an unreasonable fee.
This fee is not excessive once'it is realized that the evaluation’
is being corducted by the best people available. After all, the
physician will be writing a ‘clear-cut evaluation of the patient's
status and making recommendations for care during the Follow:mg
vear. . This initial $500 examination is not unprecedented; it-is
similar in principle to having- support comlng only through quali-
fied programs. . . .

Now, coming ta grips with the actual money to build. . The
rroposed National Hemophilia Commission should be charged with
finding sites for these 15 comprehensive centers. These sites
shoilla be selected on the basis of patient flow, accessibility,
and the availability of expert staff. Selection, moreover, - should
be on the basis of competition. There May be great competition-
among those cities that have been chosen, for instance,'in New
York.

%
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m addition to the 15 regional centers, there needs to be a
satellire provram. Although all care cculd be accomplished at
regional . enters, their rhysical location will deter some patients.
Th2 satellite program would be smaller centers that had been care-~
fully evaluated and which now would be easily identified by their
level of care--primary, secondary, or tertiary. A strategy to
entice catellite centers into the system would be to offer to
“pgrade these satellite centers by using part of the $3 million
allocated for building a regional center.

Education should occur at the satellite level. Fducation is
vitally important. It 'is the only available means to ensure that
the patient does not use his $5,000 just for prophylaxis. The
hemophiliac rust come to understand that his care includes more
than just stocking his freezer with product. .

With reéard to research, the fb% allocation for research
. should go to the central facility for that region.

.

>. Education and Reséérch Sector

- First, not all the money should go into the bricks and mortar.
Second, these regicnal, centers should be associated with a university
medical .teaching school. Third, during the establishment of these
centers, a plan for coordinating centers should be initiated. This
plan should include: (1) a-standardization of nomenclature; (2)
guidelines to prohibit overlapping research and other activities; .

~and (3) a centralized data collection system. We also strongly
urge defining who is a hehophiliac. If this is not done, titere
will be a problem in determining the patient population. . Fourth,
the National Hemophilia Foundation's role would be to encourage
memhers to use the centers. Also, the Foundation would use its
resources to“assist in casefinding to assure that centers are
utilized fully. ' o

Under this plan fhere would be $1.25 million for research per
center of the $12.5 million total budget. Today only $4 million is
allocated for hamephilia researchs This.new research roney should
be. reserved for basic résearch‘emphasizing Facter VIII and IX
molecular research. The technical research on blood products

- should be under the auspices of the regional blocd banking system,
which we have assumed is now in existence under the American Blood
Commission (ABC),. The centers should engage in research on health
care delivery, testing the efficacy of hoine are, drug trials, etc.
This type of clinical research should be paid for out of patient
care dcllars,; not out of the 10% allocated fpr research.

R No predetermined percentage should be designated for education /

‘and training. We assumed that Regional Biood Programs are operatiqgal;

N\,
D
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these should interdigitate with hemophilia centers. There should
be an educatiq&ﬁl director for continuing education programs for
both professionals and paraprofessionals. From a budgetary stand-
point, this should be the priority. Undergraduate education should
be conducted through the teaching facility attached to the center.
Lay and patient education should be a cooperatlve venture between
centers and local NHF chapters. , .

Centers should establish their own evaluation mechanism in
addition to any review and evaluation conducted by the universities
associated with the centers and/or by the funding agency, in this

case, the government. Also, the regional program for hemophilia
must be in accord with the ABC regional blood banking program. We
are concerned that the NIH hemophlLla research dollar will lessen,
but for now, we have assumed that there will be no reduction in
hemophilia research. :

Payment. Sector

When the regulations are drawn up for this legislation, they
should designate a lead agency to cocrdinate the government effort
in such areas as finding sites and =stablishing quality:.control.
This direction should emanate from .he Office of the Assistant
Secretary for Health. The -grants procedure should follow the usual
form. '

As a mechanism for reimbursing these centers, we endorse using
the existing machinery of the Bureau of Health Insurance. The
Bureau is-used now for some 20 million people, mainly Medicare ahd
the disabled. This mechanism could be extended to cover 38,000
hemophiliacs. Entitlement for hemophiliacs would occur after
submission of medical information to. the Bureau., The Bureau, theh;
would reimburse directly the physician, the institution, or the
patient. To encourage patients to seek care from a comprehen51ve
care center rather than from a private physician we have developed
a two-tier plan. First, the BEuvreaun of Health Insurance would pay
the patient or his doctor whatever the physician charged. The
Bureau would also pay any prescriptlon charge. -The second part of
the plan would be to relmburse regional c-nters at the cost-related
price, paving only for the actual cost of prowviding care--~the
audited cost. All research costs would Le considered as part of
the audited cost of care.

The patient's money should go farther in a center systein thﬂn
if he were receiving care from a private physician. In the centers,
phsicians would be salarizd and there would be a high patient
volume and economies of scale. Ultima%ely, there would be a lower
unit cost. 1If this plan is implemented, xt shonld stimulate patients
to use centerr. It should alsoc counteract the nervousness of
providers who are afraid centers will be under-utilized.
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The payment group is nervous, however, about putting money
into a system without affecting the delivery of service, the quality
of care, or the efficiency of the system. The growth of the center
system, therefore, should be gradual. Encugh centers should be
started to provide alternatives to existing care.’ Then, after two
or three years of the parallel syster, cost difference and quality
system really was more efficient. Also, if the center system had
peen more efficient, this would provide the impetus to enlarge the
center system. '

Product Sector

-

We have approached the creation of these 15 regional centers
“in a number of ways. No matter how we approached it, we discovered
ayformidable roadblock. Our conception of a hemophilia center is
that it is part of a regional network. T 'en though not every
hemophiliac in that .egion would attend &- -t center, its impact on
care and treatment would result in a massisve increase in' demand.
It is inevitable; the more care, the more surgery, and, then, the
more demand for product.

This increased demand is the roadblock. In the interest of
a blood system (both private and public) that is responsive and
cost-effective, we must know what the demand will be. We need
guidelines, hut tbere are no guidelines. Can the experts tell
us what the demand for Facters VIII and IX will be? What is the
mix for severe and moderate hemophiliacs? ‘For each lavel of
care, home care, crisis care, prophylaxis, just how much product
is required? Without this kind of information, there is simply
no way we can plan our response. rationally. The pharmaceutical
_industr; will not know the upper limits of demand. It will not
know if it should expand its plant capacity. ‘ .

The product group recommends that all product be distributed
in a planned manner, and by this we mean only through regional
centers. If this is done, then it should be possible to concerve
product, avoiding stockpiling by patients and distributing product
according to need. Fcr example, if there were a shortage of puri-
fied product, it could be saved and used only for those cases where
its use is apprqpriate.‘ It would be the reverse of what happens
now which is that the patient who has enough money gets the best
regardless if the best is what he needs. Implementing our recom~
mendation would result in the more efficlent use of material and
would save money.

Floor Discussion

Product Sector: This 10% research allocation on the surface sounds kike

a very good idea, but is it? What about the quality of research;
the need for peer review, accountability, and excellence? This
must be examined ciritically.
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Care

>

Sectgﬁ; It may never be a good idea to build_ into a system a set
number of dollars for research that are not competed for. Every

.satellite could ge¢t 10% of the money for research and not do S~

anything with it. The research monzy should be pooled and then be
competed for.

N

Payment Sector: It js politically unrealistic to expect the patient to

Care

use his care dollar for research. Congres§ has said this $5,000
should go for care. It did not say this money should go for
rescarch.

are Sector: The research dollar should.be part of the blood delivery

system, but Congress did not accept this. We have no reason to
expect 1t will accept this in health care delivery. . But without
funds, no 1esearch will be carried out. There could be the "sky's

It is not money which has creatgd the need for research. We need
research to get the answers toxobfaln 1nformatlon. There is a need
to lknow. J . .

7.

’

Product Sector: We accepted the/establlshment of hemophll;a centers as.

~“though the money were in a lumh sum. What really will happen is
that there will bz 3 compet;tlon. ;pere will be start-up funds-for
research. But with Lompetition mea that someone wins When the
best is given, three million, these will be centers of excellence

" and then there w111 be the others.

Payment Sector: Yes, but the payment mechanism will pay&everyone. It

Care

will not destroy others. Still, it is true, centers and physicians

will operate at different levels, but all will be_ pald There will

be a gradient, however. - ) . . oo
‘ "
/-

Sector: That is why we proposed'fhe satelllte system. -It would
upgrade local care centers. If one really closely examines this
propcsed plan, one can see that there is no need fqr a facility.

What is needed is an operating budget. We need funds to employ

people who have the expertlse to provide the care. At the moment,
none of the programs are remunerative for their staff. They are
volunteer staff. The question is, does the personnel exist to
deliver the care? People make the program, not the plant.

Product Sector: To change the subject, we would Yike comment on this

.the limit" as long as there is built in a mechanism for peer review.

A

group's request for more information cn How much product is needed..

Last time, it was stated that. 1C0 unit: of cryoprecipitate is
needed by each hemophiliac per year. How much material is needed
and what should the product mix be? How should it be controlled?
While this is a game, these questions should be answered.
7

. One way to introduce some control into the s"stem is not to
distribute blood products freely to every pharmacy, put to dis- )
tributée them only to a regional center. There will not be absolute
control, but it will perﬁit the‘implementation of a rational plan.

67

80



O

ERIC

Aruitoxt provided by Eic:

Also, what about this fractionation issue that has been raiced?
What about creating a noncommercial fractionation pliant?

Care Sector: Paying money from funds earmarked for hemcphilia centers
is -like mixing apples and pears. Building a facility is not the
same as care. The public ought to know this. There should be
public accountability. They should know what their money is bei:ng
spent on. A fractionation center should not be part of the care®
system. )

Product(éector: The industry will not like the idea of a new frac-
tionation center. To the industry, it will be 1like reinventing the
wheel. Further, it may not be possible to set up a fracticnation
plant with concentrate as its main product. While research should
octur outside of industry and more research sheuld be occurring, it
might be better te use thisg fractionation center as pilotfproject.
Or, better still, ask +the existing fractionation centers why;they

. are not making products for hemophilia. Many arg/n6E making ‘any.

i

7

-~ Y

On a philosophical basis, we'should;gavéz a fractionation
center. The pharmaceucical industry's primary motivation is mak‘.g
money. But what if there is a product which, though necessary; is
required by conly a few and is gkpénéive? This product should be
made not in response to profit, but in response to need. This is
very important. ' R : : '
Payment Sector: This fractionation center would compete gently with
: industry. No one would lose any business. 1In fact, if the frac-

tionation center has agcess to pooled, plasma and outdated blood,

its product may be cheaper'than‘industry'which @élies on plasma-
pheresis. . 7 _« . ) j
Product Sector: 'Therg'should’be a parriage between the regional blood

center and the heémophilia center. It could be feasible in Some .

" places to connect regional blood centers to hemophilia centers. - :

B.. PRESENTATION OF CONSEQUENCE &
-You gpent the morning thinking about and talking about the effects
that an event would have on you and the ways it might alter your behaviot.
“At the(samé time, ‘though you. couldn't see them ‘and they didn't make a
presentation here, others were viewing what'happended during this first
vear, and we have another "News Bulletin" concerning that: -

3

.- FIVE CENTERS NAMED TO CLRRY ON HEMOPHILIA RESEARCH o

"A panel of Department of Health, Education, and welfare offi- -
cials today designated five of the 15 National Hemophilia Centers
as hemophilia rescarch centers. The Department bélieves that cutting
> .
y
N\
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11 avaoid

J-te

nack the number of centers engaaed in research to five w
(1} the current plication of effort and (2} the pocr us
research do;lar. At the same time, concentrating research at
centers wil> stimulate research intc these areas shewing the moss
promise 211 15 centers will -cntinue to offer com: rehensive
care, ~ . nottlc testing., educaticn, and training.

1]
O
r
“hort
.
=
]

e

"The five centers were selected on the basis of their guality

of research and proximity to other centers. As it stands now, 10%
cof each center's income must go for research in the center.
Fellowing today'= announcement, the ten undesignated centers will

phase 'out their research programs and transfer their research funds
to a central pool to be proporticned among the five designatec
research centers. The five research centers are Chapel 2ill,

viorth Carolina; Chicage, Illinois; Houston, Texas; Los Angeles.
Zalifornia; and New York City, MNew Yorx."

0 Statements by Farticipants

By taking away the research capacity of 10 of the 1% centers,
2 centers have been disenfranchised. Also, there will be a lower
level cf care. Not only might some research not be done, but the
10 ncn-research centers -are ncw disadvant :ged; they have had the
stamp of "second class" placed on them.

A number of research areas will be affected including 100%
detection and carrier detection, synthesis of the molecule, "and in
vitro production. Alsc, a large number of clinical investigations
that need to be cerried out may not be, including treatment of
inhibitors, steroids as adjuncts %D treatments, the effects of
long-term plasma treatment, the optimal number,of days that need
rostoperati‘re prcduct coverage, nrophylaxis trials, liver disease
cemplications studies, and more. -

Pament Sector
Faym

This situation is not reai. It is both unlikely gﬁd arti-
ficial. Using patlenf care money for resezrch as it is described
in this scenario would mean that the government 1is paylng the
patient the cost of care plus 10%. The government is by definiticn

losing control over that 10%

It does .not correspond to how Cengress appropriates money.
For example, Medibare is not tied into research because it is
impcssible to fit fgsearch and care into the same appropriation.
It ig also a dangerohs rrecedent to give a certain percentage for
research. What will happen is that research‘dpllars will be used



for demonstration and control programs instead of actual research.
"This research money should be given to the HIH which would pexmit

these funds cnly to be used for actual research purposes.
S z_Sector
Feducing the number c¢f centers that can conduct research to
five dces not reallv concern us. What really worries us is whether
qoed clinical research can be separated from good care.

d. Education andé Research Sector

It is a terrible id=a. Those 10 centers which have lost their
research component will become pedestrian. Moreover, without a
arch program there will be inadequate training programs.
ninc at these 10 centers will be second-rate training. - Also,
here will be a raiding by the five centers for the best pecple in
the 10 remaining centers.

our group alsoc does not like the way the money ic to be divided
equally among the five centers. We recommend, instead, that each
center should request research proposals. The money should be
granted on the basis of good research. Our group reiterates its
position that research funds should be used only for basic, not
clinical, research.

We acknowledge that there will never be true equality amongst
the centers eVen with a most rigorous oversight committee. But, at
the same time, inequality should not be perpetuated as this plan
would do.

P

C. PRESENTATION OF CONSEQUENCE;B

During- the full time you have been meeting and discu=sing both
events, yet another group has been viewing what has been going on, and
we now have the last event for vou to consider today. As soon as it's
been read, »lease again prepare statements.

SATIONRL HEMOPHILIA CENTERS TO BECOME DEPOTS FOR BLOOD PRODBUCTS
. - J

"To meet the hemophiliacs demand for plasma products and to
obtain data on this demand, the Department of Health, Education,
‘and Welfare has agreed to the American Blood Commission's :iequest
that the 15 Mational Hemophilia Centers become depots for all blr-~d
products used by hemophiliacs. Now, each center i< required to
dispense material by prescription to all hemophiliacs residing in
the center's catchment area and/or using the center's facilities. -
Under this plan, the hemophilia center would be reimbursed directly
for the products used by hempphiliacs. Physicians who treat

ERIC
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patients outside the center system would obtain +*heir material
“rom the hemophilia center with payment going directly to tne
senter.

"aA further DHEW stipulation is that each center mak: every
effort to obt=in blood products from those suppliers using voluntary
donors. Tris policy also permits Centers-to negotiate directly
with pharmaceutical firms to obtain the ?'ood products at the
lowest possible price. It is hoped *hat/by centralizing blood
product procurement that the price per qhit will be more adequatel:”
controiled and that treaters will no longer be bidding against
themselves for the available product.”

1. Croup Statements by Participants

a. Care Sector

The effects of -having centers used as depots for products are
different for those inside the center system than for those outside
the system. Inside the system, there will be more control over the
quality of care. The center patient should ncow have optimal care
because product will be used correctly. The possibility also
exists of using centralization of blood product to bring patients
into the system. Some of us wanted restrictions on physician
access to product, but there was no agreement. The individual
physician outside the system i¢ at risk. wWe recommend an -impartial
sdvisory board to assure equal physician access to product. Using
centers as depots for preduct should not inhibit the use of product.
The reverse should really happen. There will be more product and
more should be quickly available because we will now know where it
T Product will no longer be at UnE€ MErCy 0L d Lanuvin oF Soef—-

b. Education and Research Sector

x

Using the centers as depcts for product will stress our con-
tinuing education programs to the limit. It will become critical
to educate physicians about component therapy. What could result
from this situation would be something like a narcotics board. A
certain number of physicians are able to prescribe certain narcotics,
once they have taken a certifying examination. Recertification
should be on a yearly basis.

Having the product: available at the centers will result in
technical research coming to the fore. The cernters by necessity
will have to become familiar with management, storage and distri-

\butlon of product. This is expensive and who is going to pay for
‘the technical aspects of product management?
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ew YTork, there already exists such an arrangement. The
i rar provides bloed to all nospitals,
e free blood. 1In terms of central buving,
blood is done by the program. The only
S

e
procuremrent fo
r it lacks 2 goocd data collection

e 4 e 1o - [EUR
AL tha 1 rag

The miuestion +thig group would like 0 raige is, how could this
@ppen?  Jould it happen as it is stated here, that HEW
-ne reguest of the ARC?

cercainly what the HEW intends to happen. It 1s true

at the ABC does not have regulatory power, but it should come to
Ne HEW savying these are what the ABC sees as desirable ends and to
e the attainment of these ends the HEW must izsue regulations.

We propose channelliry procuct not through hemophilia Tanters,
but through regional blocd centers, which should be ‘= exist e by
this time. . We make this recomme wdation because hemophilia centers
are involved in care delivery ard reginsnal L:lood centers are involvad
ir blood management. The regional blood centers have the'expertise
in stering, managing, and collecting data on blood.

N

mandate. In New Yorx, the a rangement was worked out with the drug
companies,  The Proaram began with only one drug company agreeing
to the »nlan, and row all the Oother cempanie. have icined. The drug
“Cmpanies like the arrangemeont because it means they do not need a
sales force. ©% ig advantageous for the hemophiliac as everything
15 in one Bl.ce. The proagram obtains the product at a discount and
this cheaper price is lrassed on to the hemophiliac. There should
net be any lecal problems o implementing such a policy.

Also, it 1s not necessary to nave a legisiative or executive
ar
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cemcpniliacs. e
large uncdertaking

Yroduet Scctor.  Ferne.s the American Fed uor ould implement thils
vind of p» usiness with commer-
cial firms o facos. On tho one

hand, 1t gives 1 | : a4 CGT 1 aly RO make prodact;
] r Sote it on a

fal ..

larce scale ement sush a

volicy af il aqh. ks oa

matter < € ‘coulations that
+ specifically prohiiits e oblasnm Cross is its

image. PFut if the pub s this idec red Cross

should have no problem put g it into effect.

Should the program have constraints on who prescribes material
as the care grdup mentir  ed We baliceve not. The centralization
of product should he done without ccnst:aints, as 4 community

: the program unworkxable.

service. Constraints

i

= been said about ! : s of the consumer. What we
have been saving is that wha is richt for the »atient is right no
matter what the patient wants. ¥o are making tre nemcpniliacs 1

captive audicnce,

Payment Sector: We must realize that theve iz a sccial cost to the

freedom oi the individual. Can any nc smoxe? What abou: the
cocial cost of his smoking? 1t is the same thing for the hemo-
philiac. Thirk of the social cost of a crippled hemophilia~ to our
scciety. Does society have the right to say to him, you must get
gonr? are? !
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Education and Research Sector: ¥We io not have tre right %o make him
ent because we do not know her w0 cure hemophilia. 3But

Cple were not avalling themselves =f this,
-

5
9}
ot
= 0

tnen 1t micght ko different & € nave nmere of 3 right teo
ini531st that thew zoel treatmant

ial w
tient
do.
ust d
hreat

ne et cf work and on
vor Tnis is the so:
i cetor:  But, th S tre extreme. Ancther
pled patient who has been crippled for a long
rehabil tated 1f he wants to stay crippled in
tion, he will stay crippled.

~

There are precedents for some kind of an accommodation
to the social costs inwvol ted.  But obviously, what was accommodation
10 or i years aco will not be an accommodation 25 years from now.
Taks people wic ar. smoking themselves to death. Insurance com-
panles are bedinning to say no ¢ reople who are smoking. This
change has occurred in about 1l years.

ant Sectorvr:

Frucation and Research Sector: But what if thre hemophiliac wants to go
to a certain doctor and we say, sorry you can't go to him, he is a
Lad doctor. Is this right?

A National Hemophilia Corrission must begir '~ look at the
care delivery, so that it is possibla ue s whether it is
goed or bad carw. This is what is suprposed .- appen at the AM
grass roots level. wWe all know it iu not happening there. That is
why it 18 necessary to nave a National Cemmission. We must begin
“to stand up and be counted and sav that this care is good and that

Savre 18 not o cood,

fment Sector: Enforceing guality of care standar: - could be carried
out by local Professional Standards o Jrganizations (PSRO).
The PERO could support good programs and not others. This would be
espacially effective if third party payers would reimburse only
those programs which had been endorsed.

4
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Product Sector:  All of us are aware that someone who has an M.D. is
more guulified to tre £ pzatlents than scmeone wWho does not have
this gualification. Sut 1f this is the level of care, then, indecd,
we are alminu at the lcowest delivery of care rather than at the
highoest

Prcocduct Soector: ~ilia care is not a matter of treeting a p-=ient
once, it is not a one-time disease. This is a disease that usts a
lifetime dxd thgt is recurring and crippling. If in his childrrod

homon?

tcd by a deocteor whe knows nothing about ti

is verv likely that when tiis boy grows up he will be
h is the difference in treatment.

Whw not assemble 25 national leaders in hemophilia care and
obtain a Z5-doctor agreement on not what is acceptable in all
circumstances, but 95% acfeement on what the mode of therapy should
be under most LOndlLlonS. Where there is 95% agreenment draw up a
list of quastions that someone who is treating one or two hemo-
rhiliacs must answer correctly before he can continue to treat
.hese paticents. This could be enfurced by exercising control owver
payment. He would not ne reimbursed with Federal money if he

could not answer the quiz.

P.yment Sector: There is another system for payment in New York which
works acccerding to this princigle. 7The State Department of Health
nadc a decisjon that it would nay only for certain servicess in
certain hespitals and in its crippled children's prograr The.
State examined the hospitals and said it would pay for arthritis
care at one hospital and not others, and cardiac care here but not
thoere,  The payers have worked tc upgrade the system. This is what
we must do.

Care Sector: We should be asking ourselves, where arve we going to
be in five or ten years time? Can we identify good versus bad
systems of care? Then, if we .recognize a system as bad, shouldn't
we do something ab. it it? BAre some of us saying no to this?
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Componei,. of Bleccd

bry Conc :ntrates

(1) Factor VIII Dr

Concentrate

(2)

Complex

~r

J

Dried Prothrombir

Episodic Care

Factoey

-1

tppendix B

rroteins,/in solutien in plarha, that

re <oagulatiovn frocess

(r O
O
¢

rroduct separsted from blood by physical .
means. Thus, cryoprecipjtated Factor VIII
_s a blood component, peing.prepared through
physical meaus of centrifugestion, Ireezing,
and thawing.

Component of bloocd containing high co: “en-
tration of Factor VIII which is d in
replacement therapy for cliassic pemophilia.
Prepared from a siagle~don-x unit of plasma
by centrifugation under proper fr=z:zing and
thawing conditions, yielding a 3-mi paste
containing as much as 50% of the original
Factor VI1I. Cryoprecipitate does not con-
tain Factor IX.

Blood products refined to powdered form
through chemical manipulation which are
reconstituted with sterile water for dnfusion.

dried concentrate cf Factor VIII, used in
treating classi¢ hemophilia.

Dried concentrate of several clofting factors
(Factor IX and Factors II, VIT, &nd X), which
is used in treating Factor IX defliciency.

’ .
Treatmert, i.e., infusio-~ of blood:product,
in response to an episode of bleeding.
Included under "episodic care' is "aggresive”
episodic care, or the infusion at the first
suspicion of a bleeding episode.

(LHF, Antihemophilic Factor). A protein

in solution in plasma, essential to the
intrinsic clotting mechanism. Deficiency

of Factor VIII résults in classic hemophilia.
Blood prgducts containing Factor VIII are
infused as therapy for classic hemophilia.
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protein in solution in rlasma, essential o
trinsic clot<ing mechanism. Deficiency:
ke ts in Christmasz disease

cod products containing

ed s therapy for

fraction of rlood Product producsed by chemical manipulation-
- of blood and/or blood ccmponents. Dry
X concentrates used in replacament therapy
of Hemophilia A & B are fractiouns, unlike
Cryoprecipitated Factor VIII.

rozcen plasnma Plasma which hzs beern frozen within sis
hours c¢f coilection; when thawed, contains
approximataly 80% of the origirzl amounts
¢f <lottina factors.

Hemophilia A hereditary blood Cisorder in which the
deficiency of a factor ip tre blocd prevents
normal coagulation, resulting ‘n excessive
external and internal bleeding.

Hemophilia > Deficiency of Factor VIII, one of the clotting
factors essential in the intrinsic blood clotting
mechkanism. Also called classic hemophilia, -
and Factor VIII deficiency.

Hemophilia B ‘Deficiency cf Factor IX, anotier c’ntting
" factor essential in the intrinsic c_otting
mechanism. Also called Christmas disease
and Factor IX deficiency.

Home Care Infusion ~f the blood product ° ~e patient
or his family, instead of .v ician,
thus allowing patient to recei. . teplacement
therapy at home or while traveling; requires
storage of prodict at hore. Home care or
“s21t~1nfusi-n" can be applicable -: both
episodic care ané prophylactic care.

Milé Hemophilia General'v detected only after severe trauma
or surgesy during which bleeding cannot easily
be controlled. By assay; circulat ve level
of the clotting factor ranges from 10% to
30% of normal. Mild hemophiliacs (as judged
by their physicians) were exclud~d from the
survey.

a9
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Moderate hemophilia

asnma

}-a

Prophylaxis
{preventive care)

Replace: nt Therapgy

“nvere Hemophiliia

Severity

Clinically, rarely hemorrheges spontanecusly,
rut may experience signiricant hemorrhage alter
rilé trauma. By assay. the circuletive level
c€ the ciot+ting factor ranges from 1% to 1C%

of normal

o3 ot

@]

T-e fluid remaining when cells have reen
removed from whole blccd. Cletting factors,
including Factor VIII and rFactor IX, are

in solution in plaswa.

Ir.fusion of rlooé prcduct to raise an
tain the amount of clottir~ factor at =
specified level to- fcoresta.. evisodei{s} of

bleeding, as d° tinct frem epirodic rava
in which bleeding occurs cr is suspected
pefore infusion is bec¢ 'n.

The basis of “reating the hemorrhagic aspects
of hemophilia; intravenous infusion of blood
sroduct containing :he deficient clotting
factor to raise the circulating level of

the factor.

Clinically, the patient is subject to

hemorrhage arising from no apparent cause
(spontaneous) , as well as bleeding after

any type of trauma or minor surgery. BY

assay, the circulatirg level cf the defic’ent
lotting factor is less than 1% of normal.

Three general categories to denote th« degree
of each patient's deficiency of the clctting
factor: (1) severe, (2) moderate, (3) mild.
Severity is judged in two principal ways:

(a) by clinical manifestation--the physician
judges the patient's severity according to
the clinical symptoms presented; (b) by assay
of the patient's blood, to determir the
smount of clotting factor present in tt
plasma.

NOTE: In this survzy, data vegarding saverity

are based ori thie bes% judgment of
physicians sampled. Some physicians
based their classifications on assayed
circulating levels; others on clinical
evaluation. There was minimal deviation
hetween clinical arnd assay categorizatio.
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Treaters

Unit of Cryopre ‘pitate
(bac)

Unitc oZ

t xl
9]
a
o
o]

I3

<
[}
-
[}
o)

X

b
=

Un~ oI Factor IX or PIC

Unit of Whole Blood

o1 US. GOVERNMERT peopmiRG OFFICE: 1§75 210.8247 ¢ 1%

of severe hemorhil:a since the spon-
taneous bleeding by which severe
memophiliz irs ide, tified occurs onl
when the circulating level is less - .p
The delineaticn between
e and xild is less Zistinct,
treating the bleeding aspects

f hemophilia.

The amount of crycprecipitate recovered

in past form from one, bag of plasma. A

bac of cryoprecipitate contains an average

of about 100 to 120 uniis of AHF, ané

contains no PTC (Factor IX).

activity found in 1 ml of
Therefore, one bag of plasma
contain 238 _.nits of AHF.

The amcunt of AHF
"normal” plasma.
with 238 ml would

Amount of PTC activity found in 1 ml of

"normal” plasma. -_ ;

500 ml {"pint") containing 432 ml whole

blood from a single donor and 68 ml anti- .~
Coagulant. One print of "normal" whele blood \
contains about 238 AHF units and 238 FTC )
uri+te at collection. . ‘“f?

H
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