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In July. 1993, at the request of Senators Kennedy and Graham and 
Representative Goss~ Secretary Donna Shalala asked the Institute 
of Medicine (IOM) to review the events of the early 1980s, 
relating to the transfusion of HIV through bloOd products to more 
than half of the 16,000 hemophiliacs in the U.S. While , 
recognizing that the blood supply in the United States is among 
the safest in the world. the Secretary believed that the results 
of such a study could be helpful in strengthening capacities to 
ensure the safety of the Nation's blood supply against new 
challenges in the future. The IOM convened an expert panel, 
whi:h released its report on July 13, 1995. 

Co~aistent with the HHS request, the panel did not review the 
exi;ating blood safety program or the current safety of the blood 
8u~~ly~ but rather, studied the events and public health 
org;mizational and decision~makin9 structures of the early 1980s 
as l:hey affected blood safety~ Based upon this historical 
rev;Lew, the panel developed 14 recommendations -that might have 
modHrated some of the effects of the AIDS epidemic,· and urged 
govornment and private organizations responsible for blood safety
"to evaluate their current policies and procedures to see if they 
fu11y address the issues raised" by the recO!ml.endations. To 
conduct such an evaluation, inCluding an overall review of HHS 
blO(~ safety activities, secretary Shalala appointed this Task 
Force. 

AftE~r reviewing the 10M recommendations in the context of the 
exi!::ting blood safety system. the .Task Force concluded that mOst 
of t,he recommendations had been addressed by improvements 
intx'oduced since the m1d-19BOs. In light of the goals embodied 
in the IOM recommendations, however. the Task Force identified 
aepE'cts of the Department· s organizational structure surrounding
blocd safety decision making that could be strengthened. The 
profosed improvements involve broadening the formal avenues of 
advice available to FDA for certain decisions and improving high~ 
level coordina'tion among PHS agencies on blood safety issues. 
The Task Fo:rce also agreed with the 10M that FDA needs better 
infcrmation on blood availability and supply issues, but believed 
more study would be necessary before proposals could be made in . 
that regard. 

The Task Force's comments and recommendations follow the format 
of the 10M recommendations 1~14. In preparing this report, the 
Task Force met with representatives of a variety of organizations 
interested in blood safety issues. The Task Force believes that 
the report fully addresses the issues raised in the 10M report. 
and contains proposals that will further improve the safety of 
the U.S. blood supply. 

, 
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'I Becommep.dation 1; 


The Secretary of Bealth and Human Services should designate 
a Blood Safety Director, at the level of a deputy assistant 
seoretary or higherf to be responsible for the federal 
government's efforts to maintain the safety of the nation#B 
blood supply. 

ThE~ Task Force recormnends that the Secretary designate the 
Asedatant Secretary for Health to serve as the Blood Safety 
Director. The Task Force notes that the Assistant Secretary for 
Hes,lth has been broadly responsible for coordination and 
oVE,rsight of the blood safety program among the many 
responsibilities of this position; however, the Task Force 
believes it would be valuable to support and enhance this 
important function by clearly highlighting this responsibility 
within the Department's administrative structure. The Blood 
Safety Director would be responsible' for coordination and 
oversight of the overall blood safety program of DHHS, and would 
sexve as Chair of the Blood Safety Committee (see Recommendation 
#2)'. The Blood Safety Director would periodically report to the 
Secretary on' issues of importance regarding blood safety and 
availability. 

The Assist().nt secretary for Health brings accountability at a 
senior levl~1 within the Department, and extensive professional
experience and administrative expertise in coordinating 
inieragenc~, issues. Established W"orking relationships between 
the Assistant Secretary for Health and PHS agencies around blood 
safety issues would facilitate -quick implementation of the goals 
Of this recommendation. 

" 

Reccmunendation 2;: 

The PBS should establish a Blood Safety Council to assess 
current and potential future threats to the blood supply, to 
propose strategies for overcoming these tbreats w to evaluate 
the response of the Public Health Service to these 
proposals w and to monitor the implementat~on of these 
strat!:!Igies. The Council should report to the Blood Safety 
Director (see Reoommendation 1). The Council shOuld also 
serve to alert scientists about the needs and opportunities 
for research to maximize the safety of blood and blood 
products. The Blood Safety Council should take the lead to 
ensure the education of public health officials, clinicians# 
and 'the public about the nature of threats,to our nation's 
blood supply and the public health strategies for dealing 
with 'these threats. 

r 
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Prior to the organizational changes now pending within the 
DeI~rtment. the Assistant Secretary for Health had general 
ref1ponsibility for coordination and oversight of the Departmentls 
ove:rall blood safety program, with the FDA Commissioner as, the 
final decision maker on all regulatory matters* Surveillance 
efforts have been led by CDC and research on blood and blood 
prcoducts has been shared by the NIH. FDA and CDC. An interagency 
group, with representatives of FOA r CDC, NIH, HRSA~ and the 
Department of Defense, constitutes the Public Health Service 
Interagency Working Group on Blood Safety and Availability. This 
grcoUp meet;9 monthly by conference call. The conference call is 
an effectiv'e mechanism for sharing information and coordinating 
activities among the various government agencies involved in 
blc-od safe'ty issues. Each agency is represented on the Working 
Grc,up by public health ·officials with expertise in these issues. 

FD~. receives outside advice through its Blood Products Advisory 
Corrmdttee (BPAC}. a scientific advisory group that includes 
re~resentatives from interest groups in the blood safety arena. 
Outside groups also communicate informally with FDA and the other 
agencies I all of which maintain ongoing relationships with 
interested outside groups, including some formal liaison8~ 

While this arrangement has worked well and helped produce one of 
the safest blood supplies in the world. the goals embodied in the 
rot.::' s first two recormnendations could be furthered by certain 
changes. 

Pirst l the Task Porce recommends the formation of a PHS 
Blood Safety Committee. chaired by the Blood Safety Director 
and made up of the FDA commissioner, the CDC Director, and 
the NIH Director, with the Public Health Service xnteragency 
Working Group on Blood Safety and Availability reporting to 
this cOlllll>i ttee. 

Uncer the Department~s new organizational structure, the Public 
Health Services agencies will not routinely report to the 
Assistant Secretary for Health. The PHS Blood Safety Committee, 
with the Assistant Secretary for Health as its chair, will ensure 
thE' necessary coordination of pol icy and actions by the PHS 
agE,nqies. 

ThE' PHS Blood Safety Corrrnittee would strengthen the interagency 
efforts that constitute the PHS blood safety program. CUrrently, 
thE: monthly interagency conference calls provide an effective 
fOlum for communication of information and ideas between PHS 
agemcies. The Task Force believes it is important to create a 
fOlum for decision-making. priority setting, and high-level 
interagency coordination on key issues. The Blood Safety 
Committee would accomplish this. 



Th,= PHS Blood Safety Committee would meet several times each year 
on a scheduled basis, and would .also meet at the request of any 
individual member, to accomodate quick action on priority issues. 
It would consider issues arising out of the monthly PHS 
In<:eragency Working Group on Blood Safety and Availability 
conference calls, assure that issues raised there were addressed, 
and allow for high-leveL expeditious J interagency action on such 
issues where appropriate. The Interagency Working Group would 
routinely provide a report of the proceedings of this Group to 
th.= Chair of the Blood Safety Committee. 

Thl~ Blood Safety CoIIintittee would serve the following functions 
outlined by the 10M in Recommendation 2; assessing threats to the 
bl~JOd supply. proposing strategies to address these, and 
evaluating the implementation and effectiveness of these 
st::ategies over time~ Primary responsibility for identifying 
reBearch needs and opportunities and conveying these to the 
scientific cotl1nUnity would continue to remain with individual 
ag1mcies. However,' the Blood Safety Committee would ensure that 
nel<1 research questions regarding blood safety (such as emerging 
in::ectious agents} and availability raised by the PHS Interagency 
Wo::king Group or the PHS Advisory Council on Blood Safety and 
Availability Isee following page) are directed to the appropriate 
ag!mcies for further exploration. 

Thl~ Department would continue to carry out the responsibility for 
cOllununicating information about risks in trie blood supply to the 
public. 

Thl~ Task Force believes that the functions outlined by the lOM 
fo:, the Blood Safety Council are govermental functions that 
should be performed by the Department I not by outside private 
pa:cties. The Task Force makes the following recorrmendation to 
adljresB the important role and contribut;:ions of those ou.tsid.e of 
go·.rermnent . 

Seoo~d~ a PBS Advisory Council on Blood Safety and 
Availability representi~g the range of interests in the 
blood safety area, including industrY~ consumers, and 
ethicists, should be appOinted to advise the Committee. 

As "demonstrated by the events of the 1980s, decisions. concerning 
bl::>od safE~ty may implicate basic societal values or highly 
politici~E~d public health issues. CUrrently, HHS receives advice 
on blood Hafety and availability through the FDA's Blood Products 
Advisory Committee IBPAC). The primary mission of the BPAC is 
to' provide expert scientific advice to the FOA on regulatory 
matters relating to the blood supply. For example, the BPAC is 
asked to evaluate the quality and sufficiency of data' which are 
submitted to the Agency as a basie to validate either safety or 
efficacy of a novel product \7hich is pending licensure. Such 
issues typically are brought before the BPAC when there is 



controversy over the applicable scientific standard, the 
inl:erpretation of clinical trial data. or the net benefit of 
p~lduct approval despite limited effectiveness or potential 
to:dcities. Additionally, the BPAC is used to obtain outside 
scientific input into policy decisions affecting the blood 
supply, to asSess the importance of emerging threats, and to 
eVilluate the potential benefits of new technologies. 

While FDA can and does seek advice from a wide range of sources, 
a inore standardized, formal mechanism for seeking advice from 
SO',Jrces outside the FDA on sensitive issues would strengthen the 
pr,::;cess. The Task Force concluded that there are advantages to 
having a broader range of advisory viewpoints available when 
issues inherently raise broader societal concerns that cannot' be 
resolved through the evaluation of scientific data alone.' The 
PHS Advisory Council on Blood Safety and Availability would 
pr~vide a forum in which to examine the broad public health and 
sc~ietal implications of issues impacting on the safety and 
availability of the blood supply. The Task Force recommends 
inclusion of industry representatives on the Advisory council 
because oJ: importance of input and expertise from this sector; 
however. no industry representative would vote on particular 
issues in which they have. a conflict of interest. 

The range of issues considered by the Advisory Council would be: 
implications for blood safety and availability of various 
economic factors affecting product cost and supply; defining 
sccietal parameters around safety of the blood supply; broad 
ethical and legal issues, including discussion of appropriate 
ir.,formed consenti and the setting of 9l9bal priorities such as 
allocation of research resourceS4 

The Task Force is aware that this recommendation may appear to 
ac~d additional layers of complexity and bureaucracy to the blood 
,si~fety program at the Department, however the Task Force believes 
it. does not. The Advisory Council would have the specific charge 
01: advising on broad societal issues affec;:ing blood safety and 
availability, not those requiring immediate Departmental action. 
The Task Force sees an important role for providing decision
~~ers with broad·based consumer input to establish a societal 
context within which to consider blood safety and. availability 
iHsues. In contrast, the role of the BPAC would remain as a 
forum in which complex scientific regulatory issues could be 
r:lgorously considered, keeping decision~makers fully informed 
a:round developing scientific and technical matters. The Task 
F·:>rce believes the Advisory Council would be valuable in 
c:>njunctj.on with the BPAC to maximize the Department· s ability to 
a':idress all areas of concern in maintaining a safe blood supply. 
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ReComE:;enda tion :3; 

'I' The foderal government should consider establishing a no~ 
fault compensation system for individuals who Buffer adverse 
conse~[Uences from the use of blood or blood products., 

The IOM report provided as a basis for this recormnendation a 
concern fOl" the ability of individuals to Beek legal remedies due 
to _blood shield laws. There are a wide range of legal issues 
inv~lved here, such as the degree to which sufficient remedies or 
alternative resources are available to persons with blood-product 
rela,ted injuries. TheBe. issues are beyond the. purview and 
eXp'.rtise of public health officials at the Department of Health 
and': Hwnan Services and should be considered in a broader context. 

Although the 10M report did not address issues of cost and 
availability of care as the basis for a compensation proposal, 
the:Task Force recognizes the substantial needs faced by many 
individuals with HIV disease who are also affected by hemophilia. 
Both conditions are chronic# devastating illnesses requiring 
c~?lex and costly medical care over time. The availability of 
insurance to meet these costs is often predicated upon the 
ability to work, and many individuals with HIV eventually require 
federal support through the Medicaid program. The Department has 
a nlllnber of programs targeted to address this burden, such as the 
hemophilia treatment centers and Ryan White CARE Act, recognizing 
tha1: resources are straining to meet the need. The Task Force 
acknowledges the important role of these programs but could not 
undHrtake to re~exa.rnine them in the context of this report. 

'j Recommendat1on .. ; 

Other Federal agencies must understand l support, and respond 
to CDC's responsibility to serve as the nationls early 
warning system for threats to the health of the pUblic. 

The".Task Force agrees with this recommendation, and all of the 
HHS agencies understand the value and quality of CDC's work. The 
key' ,to assuring that this recommendation is carried out is 
intt~ragency communication, BO that CDCf s information about 
potnntial threats is widely known and understood ~ CDC has 
pur"ued this goal by, for example, participating in the monthly 
intl!ragency conference calls of the PHS Interagency Working Group 
on Blood Safety and Availability and participating in meetings of 
the FDA Blood Products Advisory Committee. COCls participation 
in the recommended PHS Blood Safety Committee would further 
assllre that CDC's views are well known to all HHS agencies 
responsible for the safety of the blood supply. 
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CDC has also developed an internal working group to address 
iSBuee of blood safety. The working group ensures better 
coordination of the different groups at; CDC that work on 
individual pathogene, by focusing attention and effort on blood 
sal:ety issues related to these different pathogens. Thi·s group 
is also able to consider and evaluate any new or newly recognized 
known or potent1al threats. 

~~commendat1on 5; 

The PHS should establish a surveillance SYBt~, lodged in 
the CDC, that will detect, monitor, and warn of adverse 
effects in recipients of blood and blood products. 

Tho Task Force agrees that surveillance is vital. PHS now has 
corwrehensive surveillance systems in place, and refinements are 
continuing. CDC has a number of different systems for 
sUlveillance of current or potential threats related to 
tri!tnsfusion of blood/blood products. These include disease
sp£!cific surveillance systems (e.g. hepatitis viruses and AIDS), 
dOllar-based systems (for HIV) , and recipient population-based 
syutems (e.g. among hemophiliacsj~ Identification of previously 
unknown agents may occur through epidemic investigations or 
EmBrging Infection projects. The CDC routinely provides input to 
tho FDA's Blood products Advisory committee, affording the 
C~1rnittee the benefit of this surveillance expertis~. 

Spocial studies have also been used to assess the magnitude of 
the risk. if any, for transmission of agents by blood/blood 
prt)ducts~ such as variant HIV strains, idiopathic CD4+ 
T-:tymphocytopenia {ICL}. and hepatitis C from intravenous 
imnunoglobulin (IVIG). Surveillan~e studies are enhanced by use 
of quantitative decision analyses which can contribute to 
appropriate evaluation of potential threats to the blood supply. 
In addition, applied research that enhances the safety o~ the 
blood supply is conducted both at FDA and at CDC. At NIH. the 
Re!:rovirue Epidemiology in Donors Study plays an important role 
in the Department's surveillance efforts. 

Th,: Task Force notes that the success of certain components of 
HH$' surveillance system is dependent in part upon the public 
he"3.lth infrastructure at' the state z local and provider level. 
This publtc health infrastructure for the reporting of new events 
maximizes the effectiveness of existing surveillance networks. 

ke9ommen4atlQn 6; 

Where unce~t6inties or countervailing public health concerns 
preclude completely eliminating potential risks, the FDA 
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shoUld eneourage, and where necessary require, the blood 
induBtry to implement partial solutions that have little 
risk of causing harm~ 

The Task Force agrees with this recommendation with reservations. 
FDA has already utilized the stated principle in its decision~ 
making since 1986. For example: 

Since 1987, FDA has approved product amendments for viral 
inactivation of clotting factor concentrates and immune 
globulins using solvent - detergent incubation procedures 
despite the fact that these methods are effective only for 
enveloped viruses, which account for all major known 
transmitted diseases. 

In 1990, FDA approved the first donor screening test for 
antibodies to hepatitis C virus (HCV) despite estimates that 
the test could at best prevent only about 70% of non-A, non
B post-transfusion hepatitis. 

In 1992. the FDA recommended donor screening for HIV-2 
despite the rarity of HIV-2 infections in North America, 
This measure was taken when the availability of'combination 
HIV-1/HIV-2 antibody tests made it possible to provide a 
preventive measure of uncertain benefit without the addition 
of risk. 

The Task Force notes$ with reservation, that risk analyses are 
n:Jt always possible, because of missing data or a lack of 
c~lete scientific understanding. It may be extremely difficult 
to develop a quantitative assessment of low risks. Also, it is 
not always possible to assure lack of harm from any intervention, 
and it can be dangerous to presume absence of harm where data are 
lacking', ' 

',ReCommendation 7 t 

The FDA sbould periodically review important ~eci.ions that 
it made when it was uncertain about the value of key 
decision variables. 

'rhe Task. Force agrees with this recommendation. FDA has 
:lmplemented such periodic review for numerous decisions made 
"ince 1986. For example: 

FDA has recently reexamined the question whether to screen 
the blood supply for HIV-l antigen. A decision against such 
screening was made in 1999 when the available data' showed a 
lack of efficacy. Based on new inforrna,tion, the issue was 



brought to public discussion again in 1995. On the basis of 
this discussion, FDA nov has decided to recommend donor 
screening for HIV-1 antigen~ once the test becomes available 
for blood screening. 

A te:Jt for antibodies to HIV-2 was first approved in 1990, 
but was not recommended for use in donor screening due to 
the !:-arity of HIV",2 infections in North America and the 
predicted negative impacts of adding a donor screening test# 
This decision was reexamined in 1991 after combination tests 
for HIV-1/HIV-2 antibodies I as well as results of additional 
surveillance studies, became available. 

In 1978 an FDA Advisory Panel recommended discontinuation of 
the donor screening test for syphilis. FDA was about to 
publish a proposed rule to discontinue the test in 19S5~ 
This action was reconsidered in face of the AIDS epidemic, 
and the test was retained as a surrogate marker for risk of 
sexuEllly transmitted diseases l including AIDS. The latter 
deci!:rion is now being reexamined. 

Recommendatiog 8t 

BeCAuse regulators must rely heavily on the pe'rfo:rmat:u:e of 
the industry to accomplish blood safety goals, the FDA must 
articulate its requests or requirements in forms that are 
Wlderstandable and implementable by regulated entities. Iu 
particular, when issuing instructions to regulated entities. 
the l~A should specify clearly whether it is demanding 
spec1fic compliance with legal requirements or is merely 
providing advice for careful consideration~ 

The Task Force agrees that FOA's communications should be clear, 
an:i belie\res that FDA has made many improvements in this regard 
since 1986. For example # FDA has increased its use of Advisory 
Co~itteea, public meetings and workshops as means to communicate 
its expectations through public discussion, and has issued 
increasingly specific guidance to regulated industry through 
Guidelinea~ Points to Consider and Recommendations. In addition~ 
FDA has made increasing use Of compliance policy guidance 
documents to clarify its positions on enforcement. Guidance 
documents are used to provide clarification and education but are 
not legally binding on either the industry or the agency. 

Under exil3ting authorities. FDA can promulgate regulations either 
through notice and comment rulemaking or directly under its 
emergency authorities should an urgent public health need exist. 
Alternatively, FDA may issue guidance documents as a vehicle of 
rapid communication. As long as guidance documents are treated 
as non~binding, the federal Administrative Procedures Act does 



not require notice-and-cormnent rulemaking. FDA uses these 

alternative approaches as appropriate. 


In the past, FDA corranunication to the blood industry has often 
ta:<en the form of recorranendations, rather than regulations, in 
pa~t because of the length of the regulations development process 
and the rE~sources required. It is also impractical for FDA to 
re.ly on it.s emergency rulemaking authorities routinely. The Task 
Fo.rce is a.ware of concerns within the blood products industry 
re~jarding FDA guidance issued outside of the rulemaking process. 
Industry views the rulemaking process as a comprehensive one with 
clt~ar parameters for evaluation. One area for further 
consideration is whether the rule-making process could be 
expedited to allow more timely, fonnal FDA guidanc~ on blood 
sa::ety issues. 

FD;\ will continue to strive to corranunicate the most recent 
in::ormation available, in the clearest manner possible, and 
spl~cifically identify those requirements that are binding. 
Whl~re the agency does not engage in formal rulemaking, the FDA 
will remain mindful of the need for public discussion and input. 

Recommendation 9; 

The FDA should ensure that the composition of the Blood 
Products Advisory Committee reflects a proper balance 
betwe.en members who are connected with the blood and blood 
prod-u.cts industry and members who are independent of 
industry. 

Thl~ Task F'orce agrees with this recorranendation, and notes that 
FDA has been attentive in recent years to the issue of 
representation on its advisory corranittees. Responding in part to 
an earlier 10M report, FDA restructured the Blood Products 
Ad·.dsory Committee in 1994, expanding consumer representation 
th·rough voting consultants. This status was reserved by FDA for 
in.jividuals who bring specific expertise on an issue and who have 
no conflict of interest bearing on the issue under consideration. 
In 1995, t.he charter was revised to expand the possibility for 
voting representatives with consumer interests. Also, in 1995, 
FD~ removed advisory committee members with any appearance of a 
conflict of .interest, except for a single, de.signated, non-voting 
injustry representative. The scientific expertise and input of 
injustry are available.to BPAC through invitations to industry 
representatives to participate as non-voting consultants on an ad 
hoc basis, and through industry participation in Open Public 
Hearings at all BPAC meetings. 

The Task Force reviewed criticism of blood industry organizations 
that there is now insufficient technical expertise on the BPAC. 

http:available.to
http:betwe.en


II 


While FDA is considering changes in this regard, the Task Force 
believes that BPAC can fulfill its obligations in its current 
fo:::mat, using industry consultants where necessary. Whereas the 
ro.Le of industry in voting On BPAC proceedings has been 
el:lminated as a result of reforms, industry input in tex:ma of 
selentifie data and expertise must remain strong. 

8ec~ndatioD 10, 

The FDA should tell its advisory committees what it ~ects 
from them and should independently evaluate their agendas
and their performance. 

The Task Force agrees with this recommendation, and notes that 
FDJ\, not BPAC itself. provides the agendas for discussion at the 
me,atlngs. The Task Force believes that FDA currently manages the 
Bl~od Products Advisory Committee well and communicates 
.expe~tationB clearly. In particular: 

FDA routinely provides members of the Advisory Committee 
with a summary of each issue to be discussed at the upcoming 
meeting, including all relevant publications and summaries 
of presentatIons. Additionally, FDA provides its own 
analysis of each issue, its policy position, and a set of 
options and/or questions for committee consideration. FDA 
formats such discussion items in a manner likely to sharpen 
the committee focus, such as by asking ·yes or no" questions 
on critical points affecting FDA d~cisions. 

FDA evaluates its committee members first through a 
selection process, and then through a review of their 
performance at the time of renewal of appointment. FDA 
considers such factors as participation in the meetings, 
contribution to the discussion of issues and other 
engagement with the business of the Agency, such as service 
on site visit teams. 

Beggmmendation 11: 

The PBS should develop reliable sources for the information 
that it needs to make decisions about the blood supply. Tbe 
PBS should have its own capacity to analyze this information 
and to predict the effects of regulatory decisions. 

T":le Task: Force agrees with the premise of this recommendation, 
bolt beliE!VeS that additional study is necessary to determine 
whether» or to what degree. it is feasible to implement. 
Although FDA gathers and analyzes data as needed to enhance 
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d€~cision :naking, the agency still lacks independent information 
in certain key areas bearing on product supply, distribution and 
coSt which may affect the safety, efficacy or availability of 
products ~ The availability of Buch information to FDA and the 
rElst of PHS would enhance decision making in the realm of blood 
Bc,fety. However, new data collection could be expensive and 
dHficult for MS. 

One option to obtain this information would be through expanded 
PHS autho~ity to access data, or through additional record 
k€leping requirements. Another al ternative would be to leave data 
c(lllection on economic aspects of the blood industry to outside 
ol'ganizationB~ with PHS participation in the analysis and 
interpretation of Buch datiL A third option is to rely on 
vc,luntary reporting of data by industry. A fourth option is for 
Ute secretary to ask the Office of the Inspector General to do 
compliance audits to determine the accuracy of the data provided 
tCI FDA. 

CIIC has expressed interest in collaborating with FDA. to assess 
the feasibility of implementing this recommendation. Such an 
aElsessment will continue over the next six months f and will 
include an evaluation of benefits to be obtained through 
ac~itional infor.mation collection, weighed against the burdens 
and costs such activity would impose upon HHS and upon the blood 
industry. 

~rmnendation 12 i 

When faced with a decision in which all options carry risk, 
especially if the amount of risk is uncertain l physicians 
and patients should take extra eare to discuss a wide range 
of options. 

nle Task Force a9rees~,and believes that the level of informed 
d;lscussion occurring between doctors. and patients has risen since· 
tile early 19808. 

Recommendation 13 I 

Tbe Department of Health and Suman Services should convene a 
expert panel to inform the providers of care and the public 
about the risks associated with blood and blood products, 
about altar11Atives to using them', and about treatments that 
havt:~ the support of the scientific record.. 

While a standing expert p~nel might not be the most effective 
means available, the Task Force agrees that this type of 
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clinically useful information should be communicated as it 
becomes available. As issues of importance arise, the PHS Blood 
Safety Committee and the Advisory Council on Blood Safety and 
Availability will evaluate the government's communication 
efl:orts, including the activities of the Agency for Health Care 
PoJ_icy and Research and its clinical guidelines program, to 
determine what additional efforts are needed. 

Recommendation 14; 

Voluntary organizatioDs that make recommendations about 
using commercial products must avoid conflicts of interest, 
maintain independent judgment, and otherwise act so as to 
earn the confidence of the pub~ic aDd patients. 

The: Task Force agrees with the premise of this recommendation. 
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_JllC'f, Dltoid.... _,.&IId_ .... Blood Qu.allty a..uran". 

SUpplement.l for Pood &lid Orug A4mlnl.t,..ti.... (PPA) 
--AC2'ION 

~Iba. ,..qu••t.d .'.uppla=ental .pproprieti.... for it. hlood 
pro"ram. in oider to ....tabU.I1'. hlood quellty ·...u,.""". 
bi:;lotlv••imed at an.uring the .af.ty of tba hlood .upply and 
_".ding til. ope,..U"""l quallty of hlood haAk.. .pacific.lly 
tba;lvol"",t.ry ,""ola hlood ••ctor. 

I!lIS!SGIIOl7lm 

.,.,." tba paot. f ... ye..... PPA l1aa ..""at.d .....u.l i ...p.cU..... of 

.11 blood c.nt.r. &lid baa .uh.tantially ,..vi.ad it. guid.line. 
&lid r.qul.....nta for the hlood bdu.try. ft. Ag.ncy baa found 
bc:....dnll .v1d.no. "bat DOIDa o_n.nu of til. indu.try bav. 
Ha" unahl.. on tl1dr own, to develop """ inopl....nt tba Good 
....'facturing .ractic•• IGNP.), follow the standard ap.ratinl! 
'ro<:adure. ISO••). and v.11dat. til. lllformation .y.".... "".d.d to 
_"ra tH ••f.ty of the blood aupply. llAD4atory .rror &lid 
.cc:'d&Dt report.....ltip11.d Unfold frOID 1,03& b un to 10,U6 
b :,"2 for lic.....d ••tab11.bae..t.. rapr.....ting • fourtl1 of the 
2.41)0 ...gl..t.r&4 hloDd haAk.. 'fba violative rat. for tba........ 
11cl.....d hlood haAk. _. 23.. in un. In rac...t ye..... it 11.. go... 
....., hlgb&r, paakbg .t 21.. b lUO Hfor•••00ng to 24.. .I... un 
aDd 1"2. POl.' li".....4 ARC hloDd ba..t ••xcluding 4onor "...t."., 
tba 1"2 vio1.tiva r.t. wa•••timat.4 "onaarv.tiva1y .t 2'''. If 
~ling 0•••• (,""iol1 are u.u.11y vbl.tlv.) lOra included, ARC'. 
I:*ti. cou14 H .. l1igb .. 12... ftla ...... tbat in U'2, _ in 
....''Y four li".....d h10Dd ba..ko ov.,.all wa••ill"ifioantly out of 
c~I11"""., in ARC'. c..., _ out of .".ry thna. 'fba•• 
C~IU""". llrohl_ for the hl.gb vol_, o""",l.x operaUona ....d 
to 1M _,.•••&4 _nUy if rm. la to ....u". the ,,".ty of tba 
...t:,.... ' .. bloo4 _ly. 

rm. ba.. develope4 a 1I_.. d for .. five-ye..r IIrngr_ to 
&Ocl_11.. h tIli.. IIy .tra..;tI1.nlng ita "apability to 4l.rio.. a bloo4 
_~." oper.ti"""l daUclo...::iaD &lid to provi4_ appropriat.
gui.s.mc. te, tba hloo4 haAking indu.try, to .duc.t. &lid .....lot 

II 
,I 
, 
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• ...g. 2 • 'fI:Ie S.c...t.ry 

b;LC)Od o."t.... i .. o .... foml"g 1:.0 thb flUi4........ to prov14. _re 
t:Uoel~ 4.cl.lo....... 110....1..' .1'I'110.tio..l en4 am..,.sme..tl, an4 to 
e .... ry O\I.t i ...pectiO<l8 that will a ..... 1:.11. l'I"og..... of tile . 
1I14...try :I.D bd..,:I.D, ite _ ...tiO<l8 1:.0 a hi"l:Ier n .......... . 

..~ five-~.r project... oo.t for I:.l:Ie propo.e4progr.. i. $135.0 

.au..... 1I'Il1. will be adde.. to l:.1Ie e.1atiDg l:I&.e of $52.1 .
•au.... for tile enti" blood prog...., . Wl.....!"g blC)Od . 
tl..r_..tic.. :I.D t!:le nut. budgel:. _ ..opdatio". witl:l a 1:1&•• 
lr~...... 1.. rnA' .........1 _rep..i.tlo" of $2•• ' 1111110" be"lnnl..,
lr. Ut'. en4 a4j..at'" for infl.tl.... at ... _al rat. of 5% i .. 
nib••quant ~.r.. 'fI:Ie OOlllP.......t. of tile p ..ogram a... .Ilow<> i .. 
":I:Iil:l! t 1. 

IlASE 

I'lacd Y...	r lU~, uu 1"5. lU6 ~U7 UtS 
.. 1. .•• ~.' . . '.~~ , " . '. :;.i; .. ~,:.~: .•.. .. • ,., r. . 'i;" .. :,. \, 

1"1'1: (t) 50.· • 1'2 85 15 0 0 

~t.l ($000) 52.10'· 2',U5 1.221 1.2112 1.,.5 1.'13 

• 	 %..cl.14......curo•• for t!:le 81004 "'.r.pe..Uc. 'rogram, ..ot 
0 ............ :I.D 1:.111••"I'I'lame..tal. 'fI:Ie......... are addr...... 
• epar..t.l~ ~ tho 'r••oriptlon PrIl" v.... 1'.. 'rogram. 

b t!:le .",1 of lUll. rnA .xp.ct. tllet ....t blC)Od 1:IanIt. will have 
..de al""lfioant progr... towar.....11&111a qualit~ a ......ane. :I.D 
t!:leil: ~.t_. S.... will !:Ie....obl.v.4 1:.11. &I:Il11t~ to _nito.. 
tl:l.i .. own _ ...t10<18. thrcugl:l 1:.11. lnfo~ti .... pro..i ..... 1...r ..o .. 
ani! accident ...port., en4 to mak........4 oO.....Ctio.... At! bloo.. 
e."t.... 0.... into oOlllPUano.. FDA time .p.nt .... d t. IhO\014 
di.w.bl:l but tho """~ will oonti..... to dl._.....oalcitrant 
probl_ An4 to p ..ov1"e flUi..anc. en4 al.l.t&<lO. in .-.ma"~in, 
til.... 

O't.... tha I ....t d.ca4., en4 in pard....lar .w. tile _r"ene. of 
~. AID. epidemic. ........iDg tile laf.ty of tile blC)Od ."I'I'ly !:lea 
be':0111& far _ ... 0_1•• en4 "ifficult t:lI.uI befo.... 1'0 ...t th. 
el..n ....".. tile blC)Od irI4...try .... :l.DatU:..t ... IlOl"& thorwgl:l
.0:.....iDg of pot...tial dODo.... :l.Dtro4uc.4 __a laboratory 
C.IIU, an4 ......loped OOlllPrel:la...i_ ...00.... II)'1It_ to p ...... ."t tile 
C .......... i ..l .... of blC)Od-bo..... dla..... At tile ._ t*, b!:lea 
:I.D"Z'Oduo'" hoc••d .. _v•• Of _ t.ol:lDol~. lftUl. tile•• hava 
I""':>duo'" IIIIUIiV _ pr<:>ducU tllet oontril:Nte al""lf.l.cant benefitl 
to public bealtll. ~ al.o ...qui... ut....i .. quality a ......&<IO • .....>0.......... During tllla ._ 
period, rnA .... """lIt.4 ."....111 
""'",.cl:.1_ of all bloo4 o."ter. to ......... c_11&<1O. vitb til••• 
_ •••'.t:l( _ ......... and ..,..e oOlllPl•• _ ...ti......l ...qui.._u. 




,
l'ag,. 3 - Ttla Sac...tary 

It loa8 al.o .ub.tantially ...vi.ed it. guideli"•• aDd requirements 
for the I>l(lod industry.

: 

1fhUe donor ocr.eniDg. incra••ed t ••U ..g aDd ".cord Itetping bav. 
do.." ....ch to reduc. th. rblt. tbay bave not .11a1...ted it. IIIor • 
• ,rt:antly. the .yot"_ 0.. which public ••f.ty ....t...... 
t.h.,....l .... highly fr.gil.. 1ll11iIt. tba pha,...."euUc.l indu.try. 
whi,:!> ......"f.ct.ur•• p .. O<1"ct.. i .. 1...11'. ·lots.· with thou.aDd. of 
id."tic&1 uniu•••ch of th. 12 mUlio.. unit. of bloO<1 ool1.oted 
.......lly !II • "lIar!t, lot of ope Unit.. 'l'he bloC<1 banlting
ind,••try .....t .houl4tr r ••po..8I.bility for ...."ring tbat ...,h on. 
uni': lot _eta all ••f.ty'aDd qu.lity *l:and...d.. ..ch ••par.te 
_i': of whol. hloC<1 dra_ ba. POtenU.l ...f.ty co.."....... aDd ita 
p...,>••• i ..g into separ.t. bloO<1 p..c.s"ct••"ch •• red bloO<1 c.l1•• 
pl.',.l.ta and p1...... r .."lta in a DWllber of furth.r prO<1",,'" tbat 
are .1.0 .\~je.,t to the•• con".r......g •• cODtemi...tioD with BlY. 
hap,ltith or ...... eth.r hloC<1 born. db..... 'l'he .itu.tion ia 
lied'. 'II\Ore diffi""lt by, the tac" ,thet .xpir.tio.. d.t.s fo .. blood 
pi..!""t. ar. d..y.''''''''.: for _..... : 'j"at hour.;' Tilt. 'forc... quiclt 
d • ., 1.ion. l:hat .....t he • .,c"rAte. ' 

PllA do•• not and .,annot teat .ampl•• of aach bloC<1 prO<1"ct. !'h. 
onl:( qu.lity a.."ran"e .vailable is through dgid adherenc. to 
tlMPl by .a"h bloC<1 c.nt.r. !'h••• pr.cti.,.. ara what ...."r. tbat 
don,ra are ."r.ened prop.rly. that SIY aDd other • .,rea..i ..g ta.ta 
yi.ld .c""r.t. r ••"lta, and tbat ••ch aDd ....ry unit of proc••••d . ' 
h10><5 can he identifi.d aDd conn• .,ted with • donor and ....t of 
t.n r ••"lt.. !'h••4tqu.cy of the sy.tem ia i ........d ..gly 
dapendent on ccaput.ri••tio.. which .....t ha... re1iabl. and 
valid.t.d uoftw..ra. GKP...1.0 require ccapreh....i ... SOP. and 
_loree tr..i ..iDg. 

!'h. r • .,al.,1tranca of quality •••uranc. probl_ ba.....ch to do 

wit:~ th.....t"... of the lnd"nry it••U. Pint. bloO<1 banltiDg baa 

t .... ,Utio...Uy heen • highly f .... gment.d indu.try ccapd••d lIIO.tly 

of .1nd.pendent c..-mity hloO<1 banIt...eport:iDg to lce.l bo.r4o, 

vob..tary ho.pital. aDd the _dcan Red ero.. (ARC). 'l'he 

c08uunity bloC<1 banIt. aDd hoapital. ba". c ..eated a loos. 

fed.ratio.. unde.. the UIIb...lla of the _dcan ....cel..tion of 

810-><5 BIUl.Ita (AABII), which ie....t • ..,st of ito limited n ........,•• 

ie 'traiDi"". Locally. the banIt. .... cite ..nagll4 by 

p~of...ional. with clinical credentials. but no hecltgreun4 in 

~factur1ng 0" .xpo.u... to the .ort: of GMt. that ...... 

iJultitut..d 1_ ago ie the pha,....c.ut1c.l indu.try. ARe. hecau.. 

of it••.,al., milJht ..... to he the exceptioe. a .tl<'_• 

..ent..aU.ad fo...,e in a f~a_etll4 indu.try. __va~. evan witl> 

the ,ARC. the n>A ba. ba4 to- ~e.o..t to .. conaa..t d.c.... to ....u... 

thet the•• i ••u...... ad4re••114 in • t.~ly ..n....... 


S.cond. opllr.tional ilD;>rov......t. raqub. both d."al_..t fundiDg 

and ilD;>lamentatiOQ C08t.. !'he vbol. bloC<1 ••ctor i. not-for

proUt aDd, ARC ...14•• domi...t.d by ....11 to ..4i_ .cale 


http:ccaput.ri
http:pl.',.l.ta


·.I'Ife , - 1'1>. Secretary 

o.~erationa. l'I>i. tran.lat•• into .eriou. fiaaneial hur41•• for 
~.e4.4 inv.ata.nta'in ay.t~ 4evelapa.nt aDd the ability to 
~.orti.e the. over a laroe enouoh ba.e of ~ration.. a.ra. ARC 
4'>8. have an .4vant.oe. It ha. v.D4an.kan .....:101' iDitS.tiv. to 
~.,rova tha qu.lity aDd affieiaDeY of it. ~r.tiODe aDd. •• part 
Ol~ the eonaant 4aer...ore_t. II\IIIt. 'pureu••oore.dva ' 
~lIPl....ntation. WhU. AIlC antielp.t... l_-t.... recSueHIm in 
OI>er.tiDo co.ta of .t lo••t 10'. thia will he achiova4 only after 
!"VOIaHno about $150 .Ulion to conaol14at. ita ~r.ti0D8 aDd 
bdno the. v.D4er centr.lised control. "" part of thb proor..... 
lUlC ."Pecta to apend '''.5 ..Ull.... to conaoli4.te ita &7 t ••tiDo 
11~r.tori.a into 10 raoioDal labor.tori•• by the end of I"' • 
• ~'2.' &11lion to cre.t. a aiDol. iDt.or.ted t#to.....U .... ayat_ to 
re.pl.ce the 10 ..p.r.t. ayllt.__ iD p1.ce. aDd '19 ..l1lion to 
tJ,.in .taff to ua. _ifom 1101'•• 

lI!q;>l_t.Uon coata poa. t.44itional ~1Dancia1 bur41... AIlC 
••'tiMtea thet the br.ak-eve.. vol_ for c ...t.ra ....kino th••• 
cll...O....ill he"about ,100.000 unitaof blood per ''"'''''WI!. "Only. 
h&~ful of ita cant.r. f.ll helow thi. thr••ho14. but • 1.1'0. 
P'I,rc.ntao. ot the 1.800 _lic.....4 blood _ ••1'••pt to 40 ao. 
,..,.. 1aro. 1n4.pan4.nta. f1Dancing for ....4.4 .yllt.~ 
it,fr••tructuro will prove • chall.nO.. A1 thOltlJh _11.1' blo04 
!>I.nk. have 1... coapl.x ~.r.ti0D8••4equ.te .y.t~ aDd tr.iDing 
r • .main coetty• 

• 1'1.01' to .I.ntrocSuciDo ne.. t.clmolOlJY 0 .. op....tional chang••• 
1ic....ed bloo4 cent.r. suat fl1...en4&ent. to th.ir 
••tabli.hment lie...... aDd n... p .. o4uct lic.De. applic.tion. 
(I~l. I'I>e vOl_ of thaa. applic.tion. 1. riainq .t.a4ily (at 
....t. of fro. 10' to U' per ......\1.111. 4ep.ndlng on typ.'. aDd the 
heckloO o,! p.ndlnO applic.tio..a la .1.0 incr••dng .t n••rly an 
.xpon.ntial r.t.. In I'Y 1"0 for .xampl., the 01vi.ion of 
~r....fu.ion ~ran.mitt04 oi••a••• , wblch haDeS1•• appllc.ti0D8 for 
in vitro cSiagno.tic te.t•• ha4 13 pen4inlJ .t the en4 of the ye.r. 
Ill! the an«S of I'Y lU2. thla n_r ha4 d.an to '0 aDd by the .nd 
of I'" it i ••"P.ct.4 to r ••ch ", ....4 on work loa4 maa.ur••• 
the Offlco of 81004 .0tiMt.. that it wou14 ....4 '7 .441tiona1 
PTaa heckloo of th.I.. aDd other 4ivi.lana.~u.t to .1'.'. tho 1'" 
wbich handle all applie.tiODa for .... blo04 pro4uct. aDd medical 

4.vico••n ...11 •• .ppllo.tlODa for ......tabli.h&aDt. aDd 

..an4maota to 014 lie....... 


Left .lone, th.I.••ituation can only ..,t _r... _id.... time._It .tretch out tc 18 to 2' _the•• _~or frultr.tio" for the 
,bhnry. I'I>e b.u_ of _ ...gulad..... aDd "",14.U.n••••uch 
•• tM Quality "".ur_ o..i4&11... thet b .l.ted for U_l 
01.... ill I'Y Uta, requi.... thet blc04 heMa ....... cheng•• , 
.00...tiM. of a fv.D4amant.l DUura. to th.lr oper.UODa. "'.t, 
ab.e"t timely revl_ and approv.l by tJuI IP'IIA, operadcmal 
t=~ameot. will come to • atan4atill. 

http:chall.nO
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rD~ ba. hold preliminary di.eu••ions witb the l.ad.r.hip of ARC, 
&AB8 and the cOUQeil of community 8100d c.nter. (CCBC). who•• 
..Zber. jointly .CCOUQt for n.arly .11 whole hlood colleetiona in 
tho U.S •• ahcnat the .upport the indunry will r.\IIIi ... '!o \!pgrade 
op....tiOlUl and n.y &hr....t Of t.chnology ..~... 'fbe hlood 
ba:u.ing C'".,.,.nity, particul...ly through the AAB8 and CCBC. ba• 
..~.h.d thet it ne.Ita IIOr••upport from FDA in t.rm. of' 
guldanc•• l ...d.r.hip (•. g .• in bringing together the induatry to 
.g,.e. to ....Uorm .tazaaard. and SOPS). and r ••pouiv.n••• to 
U,:ona inll r.\III••n,. 'fb. indu.try .c....owl.dg.. • l.ct of 
D::.vl.dg. ahcnat _ •• and beli.v.. thet FDA b ita ben r ..ource 
fo:. 1••""ing what b ne.d.d to \!pgrade operationa. At the ...... 
U" ... it ta 4ependaDt on FDA to .upper!:. it. operational Chang•• 

, by proc...ing in lic_ing r.qu••t •••ither _U to 
.xl.ting ••tehli.bment licena•• or for ... product.. in. timely 
f ••hion. ,Oth.rvi••• it c ...... ot IIOV. forward to ""'g.... Ita ita 
op..., .. Uonll and manuf..cture ..... producta "._"d.d by the clillical 
cOI........ity, 

~~ l.ct. the ....ou..c.. to provide thi. .upport .cro•• n.arly .11 
COIoponenu of it. progr..... :fn January un. C8D cr••t.d • new 
OfUc. of 8100d "......ch and R.vi.w... p.rt of it. cOlopr_....iv. 
r."r"aniaaUon. to focu. it. re.ourc.. and .ctivity on ita hlood 
...:~.ty ..iuion. 'fha OfUc. of 8100d he. inaufUcient .t.ff to 
d.·,.lop all of the new product guidanc. thet hlood cent.... ne.d. 
'fb•• Offic. of COIoplianc. f .....1IIUar probl_ in trying to 
in':."rat••11 the lnfo......Uon coming in frOll the fi.ld ••• U .. at 
.t••p tow&%'d i".nUfying where tI•• n••d for new policy and 
gu:Ld.nce b lIO.t urgent. in trying to develop the .p.cific 
gu:ld""••• ne.ded (••g.. for cOlopuhr .oftw.r.....Ud.tion 
pr....dur•• ). in 4i.trihuting th_ and in ...bUng hlood _. 
wi.;h cOIopU"""•• 

I'nlL·. fi.ld .t.u 1. the primery olrlJ....is.tion .....pona!hl. fo.. on
.il:. in.pa.ti_ and enforc_t of _ zequl.._nt.. "ithout 
..4c1iUonal ro.ourc••• the fi.ld will be \lDehle to enforce new 
~.lity •••uranee guideline. and to ..tt.nd to the .y.t.... fl...& 
polLnt.d to in .rrora and .cci4enU reporte. ..rhap......t 
.....>ortanUy. it d.... not bav. the .....oure......\IIIired to do 
..4"\III.t. eoft..... .y.t........Udation or to inapact the 50 or .0 
.....140... thet dev.lop and ••11 .oft...... to the iDdu.try. Sinc. 
tho. intogrity of t.he ""orel "'.ping eyat_ linting product. to 
donor. _ t.n. 4~ on thia .Oft....... p .. oper _UdaUon 1a 
....enUal to _ qu.Uty ...u.._. progr_. I"Ilrther. ainc. 
iIu,paoti......... _ .... the Agency .i....ctl1' hteracu 0Zl aita with 
1>1.>04 ..ont..... U.ld .t.U it '"!!U parfom _c.b Of the education 

'UJ,j1 ...btUIG.....4.4 by the Ul4.uatry. 'rtIe:r _0VCtr prob1_. 
nogaat ...ya to ....ctify tIuuD. and hold the hlood ..onhr. 
aCClOUQtehl. fo.. ating the chang... :a:n thh ....... they forc• 
.....lDga in altu.tiona thet. 1.ft to them.el_a. _14 ..ttl. into 
pal:t."... of d."iel _ inerti.. 'fhair ...t.ivlty b ...ital to 
...."lng the iDdu.try forwarel. 

I:, 

http:in.pa.ti
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OD4ergirdiug FDA'. eAtire 101004 program are ~ltiple .utomat.d 
~i/'IIt ..... , ..tIo.. lack of iut.graUou !..top.d•• tbe n .... of 
tofo......U= bet_." th4I U.ld &Ad beadquut.r., &Ad _ progr.... 
a:..... 'Wil;biu b.adquart.ra. !bi••nt.......d. to be int.grated _ 

• nl.ti....... l 4at. be.e tIuot _14 panoit fi.14...ompH....... , 
..,Ucy &Ad r ...i_ .t.ff to elIar. info......Uo.. quickly. luc!>. 
-:/1It.... ODe. ill pl.c•• _14 panoit th4I tDt.grati= of 
ilofo......ti_ illto • "pro"r.... for _itori..g tb. 101004 baDlti"g 
ilJdu.tzy·. parformADCe rel.ti... to quality •••ur....... go.l., tbe 
4:1.'_ah of .r... r.quid"g gui4&.llC. &Ad poUcy fo.....l.tl._. end 
• .or. pro."ti... approaeb to b.lptDg th4I iIl4u.tzy pr......t 
.odd...t •. r.tber tIuoD I'Ocover fr.... tbaa. 

"'... opU.....ra p .... _t.d bel..... !b. fir.t ia th4I .""anced 101004 
iniUaU... tbat FDA propo•••• ..tIieb ..Ul r.quir. addidon..l 
....crure.a, tbe ••cODd i. tba 101004 progr.... t/>at FDA ._~"t. to 
, ..llo!< ~tIlcrut ••upp1_llt"1 .ppropd.U:o... ; .. " : 

SI.tS .... I! 'i'opo"ed 111004 Qy.Utx A!!lUr!.llt;. Bid.U_ 

b, ..rdar to guide .......UPPOR tb. 101004 illdu.tzy tbrougb til. 

ct~"g.. it ....d. to uIld.rgo. rnA propo....... i ..itiati... tIuot ..ill 

be.... 	fcrur ... i .. "ompo.....t.. _ •••r., 

1. 	 Ilm>lIS'l'IIY BDlICA'l'IOlI AlII) ASSIS'l'»ICII (15 1"'l'Il. DI 1".. aISING 
!II'O 2S P'l'II. XN lU5 AlII) HYON!>I 

x .. ortSar to iDer.... tbe gui4&.llC. avaUabl. to iDdu.tzy .114 
i ..t.grat. it ..itll th4I be.t ....ilabl. Inf.......tiOD about tIl.ir 
.....4 •• rnA ..Ul, 

• 	 ~aign 4.dieat.d policy .taff to ....ur. tbe timely 
4....1opme..t of gui4&.llC. for pro4uct .ppli...ti.... aDd 
for tile 4....1opme..t of proc.dur.a to ....ure ..omplianc• 
..itb FDA r.gul.U..... !be.. na:ff 'Will be rea_ilol. 
for ..r ••ting • ai"gl.. unifi.d guidanc. 4ocume..t to 
••rv•••• ""t.r&AC. d_t botb to iIl4u.tzy. to I'DA 
ba.4quart.ra aDd tc fi.14 para_l. WbU. it i. 
4Uficult tA quIDtlfy it. !..top..,t••uel>. 4ot:waent 
.bcru14 !..toprova til. quality of li....... eppli...tioa. aDd 
...,..,....U ••xpedit. applie.UOD .....i ... aDd ball> 
iIl4uetzy "".oh-.....Ucy ie.u•• .0... quicttly. tbu. 
oODtrLbutiDO to th4Iir ability to upvr.4. th4Iir 

[. oparatioa. • 

- !bi'GUglo th4I Offic. of c:oaplianc., onabli.b _ebIDi.... 
to i_tUy prebl... a:re•• tD 101004 bouIJr. opa:reUoa.. 
o:g., tile ......i ... 01 .rror aDd .".. id...t ftPOrt. to 
i4_tify treuda aDd 4....lop appropri.t. -.ar1y _=i..,," 
gui4&.llC. to iIl4unzy. 

http:ba.4quart.ra
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• 	 ~..aln both inve.tioato... an4 i~pecto... f ..om 
hea4qua..t ...a, the fl.14 an4 aePA in ...gulatol'l( policy, 
quality auu..anc., an4 the .ff.ct. of teclmolOI/Y cbange 
on ay.tems int.o..ation an4 yal14atlon. 

• 	 ana1l1hh a etaff Of 4.41cat.4 p....o_.l """•• ai.-i'on 
will be daila.. to tbat of the Dhillon Of 811&11' 
Manufactu..... Ia.l.tanc. (OSHA) in the C.nt... for 
Deyice. an4 aa4iologlcal a.alth. to p..OY14. ia4u.tl'l(
workahop. in aMP, to publl.h gu14anc•• an4 to ••t.bltah 
a t.lephone "hot Une' fo....api4 ....po.... to iUtluotl'l(
quUtiOllll . ~. IrJ.UtI of prog...... baa be.n highly 
aucc•••ful in helping ..-11 d.yie. fl.... come into 
oomplianc. an4 t ••xp.cted to be an equally .uco•••ful 
outr.ach to blood beck•• 

I'UA4 • _-".... nUtly of the dono.. d.f.....al Illata ba.. 
iDf..aatructu..e now in pl.c. in the blood bankino 
iUtlu.tl'l(. with a yiov to two goal., (1) a •••••ing the 
.4aquacy of tbat inf...OI:ructu......lath. to the d.....UtI. 
plac.d on it by the loc.l op...ation, &D4 (2) .copinO 
the ...qui..ement. of a national dODO.. def.....al ...gi.tl'l(.
SUch. national .yot.... would of _c...ity bay. to be 
built on a local iftfo......tion ba... a_c.. it h 
important to ao.... the a4equ.c:r of """t .:xiOl:" to4ay,
both 	to develop guidanc. in ._..t of thet a ...a an4 to 
d.t.....ine the f ••dbilit.y of the national .~t.... 

• 	 Work with the iD4u.tl'l( to identify collabo...tiv. 
epp..oach.. to helpinO blood cent.... improve thei.. 
op.ration.. In rY 11". the AoaDc:r will beoin a ••d •• 
of iUtlu.tl'l( .xchang....tingo to .licit the view. of 
.11 ..mbar. of the blood banking c~ity on quality 
...uranc. io.u... 'II:uI•• eUorto will be complamanto4 
by the .1004 Po.,.... an i ..itl.Uy. thet will provide an 
oppo..tunity fo.. the .xcbano. of idea. about bloo4 
.af.ty DOt only to ~ an4 the blood banking community, 
but al.o to ~... of the aca4.-!c an4 olinical 
OOIIIIIUDitl••• 

ACClloDAftD LICSlIn aJlVllIIII (25 1'\1'1. DI 11". 1U8DIG 'l'O 50 IN 
U'5, 'l'O IS III Uti Am) IIIIYDmlJ 

• 	 10 _uno thet p..oduct an4 .ata1l1i.ha.Dt licau. 
qop..cval _. DOt become the ..ate lial.t:ino faeto.. in 
v,pO"'.ding blood banking _ ...tio.... the Offi.. of 81004 
will .....ino on board 25 _ 1'\1'1. i .. rY 1994, _the.. 25 
in rY un. &D4 .....the.. 15 in rY un to Ita1lilh. en4 
then .11mID.t. the backlog. 'II:uI•• 1'\1'1. will be ...04.4 
on an ongoino bull to .4dra.. the iDo.....inO YelU118 of 
qoplic.ti..... 'II:uI fiva-year objective 10 to dec...... 

http:qoplic.ti
http:ata1l1i.ha
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thll .veraga time that • blood _ ....It wait to.. 
" I 

I app..oval ot • licao.ing application. 
:I. 

• 	 B.yona tbi., the Oftic. ot Bloo4 will ••tabli.b a t.ak 
fo..ca to con.i4&.. way. in whicb .pplication. thet .... 
• '-Pl. aDd ..outIn. algbt ...c.iv. a ta.t.....vi.w, 
.lthll.. by thll ..I. of COJllPUt... IIUPPOrt, 0 .. by 
.U.mativ. app..O.cbel to the ...viaw. _ ... po.dbl.. , 
tb. Offic. of Blood will •••k to lI.v.lop .'-Pl... aDd 
f ••t ......viaw t ...ct. fo.. application. thet woulll 
warrant them~ 

J. 	 eoHP:I\III!IINSIVII mSI'BC'l'ION or BLOOD BARItS AND or SOI"l'II'APJI 
V1Dn>ORS (100 rTB. IN 1tt4, RISING TO 150 m 1,t5 AND BBYOND) 

• "~,~. fi.lll will"UD4...tak.....cb mo....staDeiv. 
, .. in.p.ction.·-·ot .oftwa... · .yet..... ' quaUty ..." .. anee 

prog...... , &DII ."..0.. aDd .ccillent ..aport lDO than it hag 
bitbe..to be.n abl. to pa..fo.... ror the molt pa..t. tbil 
will not nec•••itat••lIl1itlonal in.pactiona. but it 
will 1.DOtb.n ..outine in.pectiona on ave..aa. t ...... 30 
!>ou... !'h. fi ...tto 48 1>0\1.... faw yean will be 
pa..ticula..ly labe.. int&Daiv. •• inapactiona rav••l new 
p .. obl..... .nil .... followall to lI.t....ina wh.the.. tb. 
bloo4 c.nt.... have Co'" into eOlllPUane.. III>U. mo.t 
center. are expected to move to compl1&DC.~ it i. 
'-Pollibl. to ••timate tb....'1'.. witb whicb they will be 
abl. to 110 DO until tb••__..ity of thei.. p ..oblema i. 
m~. 	 ' 

• 	 In &lllIition to ita wo..t witb bloo4 banu. tb. fi.lll 
will 	begin wpacUon ot .11 _oftwa... venIIc.... to 
.nau... that tb••oftware hal been _l1l1et.1I .t .oure••

,I !'hi. p .. og.... will aIIIIre••"p..oblema thet occu.. at the 
.......it•• but .... lIifficult to ..a...4y tha.... 

,I" 
• 	 !'h. U.1II ....&11. U rrB. to carry OUt _oing cdUeal 

AIDS ...latell in.P&ctiona aDd valillation ot new vi..al 
_R... t ••u. 

• 	 riDallll'. tho fi.lll will begin !upaCUOIl of forei"" 
11c.o..11 bloo4 ben.... aDd I>otb _.U.. aDd forei"" 
alicene.1I bloo4 banta iA J'1' UU. 

DU. tbia b ••i""lti_t !Ave._..t iA the n.lll, tha ApIlCl/' 
....n.ill.... it vital t.o bd..glng about ..-1 ..b&Dp iA Udunry
op.".tiODS. 'fo/Iay, _ bloo4 ___ t.oo UtU. about 
qu.lltll' a ..""ana••yetema even t.a be abl. t.o ,...coglli•• thai.. _ 
4&tieianal... Meal/' .... unabl. t.a lI.fi... thai,.. _yetema aDd to 
..tabUab edUeal ..ont....l poiAta. !'h. fi.lll take. on tha 
..b.ll.DOing a.I1_'I'. of t.eacb1ng tbaa, 1....onc...t. -.bop floo.. 
t....... what qualitll' ••",,"&DC. 1_ aDd whe... thai...yet......... 

http:alicene.1I
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hcll,i..g. At tile begi....i ..g at_a of ilapl_d"g qu.lity 
••a..r_a progr_, tile". ia 110 aul>.lUtut. fo" the -_. on" 
a'JPPOrt tllet the f.l..14 c... hd..g to be.r .l.D 4i.gnodDg" .yatemic
p:rohl.... &114 .Ugg..t.l.ng _1'. that tha hl004 c ...tar. c ... be 
I>:roughl: !nI:O oOlllPli_a. 

•. 	 DlFOIUIIA'UOI'I nS'l'lDl IIOPPOP.'t (2 I"TB. :m 1t'4 Am) IIBYOI'ID. $4 
,- IIl:LLIOI'I IN 19 U POll I»\l)IfAl!ll Am) .OPTWAIIll IIOProR'.I' IN 19U; 
, IIAIIllWANI PROClJRlIIIIINT ZIIIor, IN rO'1'o", ~S.) 

ClIIIlI'. hl004 progJ:Ul b ~484 l!:v ........,_. OIl • a'" of 
...t.l.quaU4 &114 iDoOlllPatihl. info_dOD ayat_. ~ ....ur. that 
boto_tion c... be .1I&re4 quickly &114 n&4ily l!:v fi.14 &114 
1II,.4qu.""zr. at.ff, tha C...t.r ....4. to conaoli44t.. ita 4at. 
lit.... ~"t.o ••ingl. r.l.d...... l 4at. be•• OD ••ingl. har4w.". &n4 
•••ft........ pl.ttcma. Do.l.ng -.0 "ill f.cilit.t. tha axcllaDge ot 
b,fonoaUon bet_.D fi.14 &114 he.4qu.rt.rp .t.tt. It "ill aloo 
plovi4. the ha.. 1'0" ",w I:".cki..g aY8l:_ I:hat ".1.11 pa.... i t CIIKR 
tc move t.owa...s aooitoriDg h1004 h&I1It pa"tormanc.. 14...t.l.tyin; 
t.&I148 aDd p"ohl_ .l.D .a"ly'.t.g•• ot 4.valopment, &114 .I.••uil>l7 
gui4al1ee to pr.v...t .""0". &114 .cc14...t •• 

.l!Rtf.9D 2. bl!!!ol!!4 Blood rroa;,. It," n " ...... llellO!Ujl!"/I Oplx 

8Ilou14 J1)A I10t nc.lvo tha HQU&at&4 "_1_t.l n.aurc.a. it 
".1.11 .ttaDPt to ...I...t.in it. currant hl004 program &114. ~".v.." 
po••ihl.. re.lloc.t. n.ouzo.. t0war4 t.h. moat critical program 
.h..nte. In practioe. it 11&. U.a.l.ta4 n ... il>iUty .1.11 n4iracting 
nlouzoa•• for ••vard ra........ Pirat, tha 1>1_ intpaotion 
pr,ogram .1.8 _ be.l.ng o.rd.4 out .t the .:i:P...... ot oth.r J1)A 
p".ogr_. pan.l.CNlarly 4.vic... J1)A'. OtUc. ot R.gul.tory 
AU.i". .at.!.ll\at•• that. .1.11 or4.r t.o .ocOlllPli.h .11 ot the cdt.l.cal 
AI:)'-r.l.t.4 .l.ntp.ction work .1.11 J'Y 1"2. it '~"""""4' )7 naa 
fr.... oth.r prog,,_. Opt.l.on 1 ntu.,... tha '~rr""'" r ••ouroes 
to t.be 4.dc. program. !hereto"•• vbil........ r ••ourc•• can be 
••".4 l!:v .",v.l.ng to • .tnaml..l.nt4 .l.ntpaction .....s.1 &114 to • 
bi......I..l ...ther th&I1 .........1 .l.ntpaction O'YCl. tor ••1.ct&4 1>1004 
beI>ka, all ot tha n.cure.. •...v&4· _14 be ....484 to ~l.ce 
~... that .1na4y are .bo.l.ng ........-4 .t tha 4avio•• • programIUI_·· 
...I0Il4. vbil. CIIIIlI ia .otively _ag.4 .1.11 • _"" n4ucdOD 
.tlton. tile Cant.r _14 nquin ...'or overhaul of regul.tory 
po:licy to n4uc. ita _lic.Uona revi... workl0.4 .......gh to 

pr".....t tha CODtUNed .cOIIaUlaUon ot • II&ckleg. _ 
,..."UOC.UOD ot raaoure.s f"am othar program wlth.l.l1 ClD &114 frem 
~l .111__r_Uc. lProgram la ......U.lly blocked l!:v tha ..aar 
f." progra=. ¥bich prot.cta tha .boa. n.cure•• for ...~f•• 
fwld.4 _lic.U_. 'Il1o only ..-.I.I1.1.ng option _14 be to 
nl'rogram tha _ J'Y It" v.cci... ra.cure... ¥blah 1. cont".ry to 
tIu. lP.,..i4aDt'. priority vacc.l.nt ila.l.tl.tiva. t'hi. _14 .lao 
001" _ top ot • hoant CNthack of n.aura. fram the a.tl.oDal 

http:vacc.l.nt
http:cont".ry
http:wlth.l.l1
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••'Iccine 'rogram. A.a. result of tbe•• limit.tiona, opportunities 
f~'r reallocating rrsa are marginal . 

• tth tha r ..ourc.. provi4.4 ill the ut« bu4".t.4 ba... FIlA would 
..~ct to drop the' effort to 4.velop • WliU.4 illfo....tioll .y.tem 

'te. 	RPPor"t the blood progr.... &Il4 focu. Oil ollly • limit.4 Ilumber, 
ot', "omplianc. &Il4 i ...pectiOll initi.tiv... SpeciUc.lly. it hal 
U. followill" optio... I 

• 	 Jpdu.tzx _cetiOll. eM .... i.tfDC.' rl,14 lp'P'ctl9D! 

ne ".,ly _y to "".,tillu. the ClUrrellt l.vel of ill.peCtiOIll 10 
to 	-borrow· na. from otber lD.llpectloD programa. At beat, 
the A".IlCY '"an move .""re••iv.ly to .tr.amlille the 
lD.poctloD program. for DOD-violative center, to ..et .ome 

. .44itional pe.4•••• 4i.cu•••4 below: 

JI .,. • H.::; ", .' • " . 
, ',COlltiIlU. &IlIlu.l, illlp.CtiOIl. of .U 2. no lic....e4 and'. Wllicelll.4 blood bank•. 

• 	 However, U" ••treamllDe4 lD.llpectlOD approacb for 
facilitie. with. hi.tory of "ompliallce. &Il4 r.allocate' 
tbe re,oureD .ave4 to perform lD.llpectloD.II of .oftware 
vendor.. ~••• in.pection. will promote tbe .olutlon 
of .om••oftw.re probl~ at .auree, aDd tbu. mitigate 
tha ll.e4 to 4eal with them .t the u.er .it•. , 

.:' 
• 	 Wocu. CBRR re.ouree on producing tbe moat critical 

gui4ance. ..p.cially for .oftware vali4atioll an4 
quality ...urance. Other guidance will'ba forthcomill" 
but Oil an .xt&ll4ed .chedul•. 

• 	 'or."o an iIl4u.try educatioll program. .imilar to DSHA 
ill tha C.llter for Device. &Il4 Ra4iolo"ic.l .ealth. that 
wou14 provi4. blood bank. with ..mnan Oil GKP•• 
public.tiolll &Il4 • t.lephon. hat li... to r ••pOll4 to 
thair qu••tiOlll. 

It 11 "l••r that th1l approach provi4•• no .upport to the 
blood cent.r. ill improving tha quality of their operatio.... 

• 'I 	 Application My'... 

~,ha. evan 1••• flexibility ill appli".ti..... review. 
': StreamHllill" tha review proc... wou14 require both 
" ' 4.velopmellt of ....4114 gui4&llo. for iIl4ultry &Il4 "hIa".. ill 

~.gul.tory poH..,... CUrrently. eBD l.cu tha at.ff to 
appro.ch eithar .ffort. or iIl4.ed .ven to k••p up with tbe 
volume of appHc.tiOlll. Work loa4 _Blur.. ahow that the 

1, 	 currellt .tefU"" "omplamallt 11 .ufUci.llt to compl.t. about 
«00 blood "ompolllllta end ••tabli.hmallt applic.tiOlll or 
amaD4mellt.. 100 in vitro 4i.",,0.tic. &Il4 _4ic.l device 

http:appro.ch
http:appli".ti
http:lD.llpectloD.II
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appllcatioa., aDd 55 rND.. thi. proca••ing capacity fall. 
wall ~low t~ laval naa4a4 to co.plata tba actual volume of 
appUeaUoa.. In coa.aquanca, t~H ia a rapi4ly: growing 
~eltlOf' an4 not ti... for Hvia...taU to 4evalop tha pr04uct
gul4&Dea naa4a4 • 

• inca ~ ¥elUDe of applieatio~ i. incHa.ing by 10% to IS% 
aDDU.lly, 4ipao4iog on t~a, ~ .ituatioo will cartainly 
...e........cb wor.a without a44itiona1 H.curca.. In 1"', 
CSBR will faea a "'eltlOf' of ••3 paDding applicatio~,
_idng 3'1' r.IIIII year. of work to aUminata. If t~ currant 
atafUng laval ia ~14 coa.t&l>t, thb backlOg will grow to 
715 aPl>1icatioa. in 1tt5. an4 1,0'1" in 1ttS. By tham. t5 
ftII yea.,. will ba naa4a4 ~u.t to eliminata tha ~clt1og. aDd 
~ QPeration will for practical purpo.a. bava c ..... to a 
81:&04.tl11 • .aking it lmpo•• ibla for b1004 b&I>It. to mak. 
"".404 cbanga. io thair own opautiona.

-\:' , ;.!"..~~ '",' ~ .1' .;,~' . ," ';. 7,,' _. '. '.. 
BlO"P"BMIlA'flmr 

1: nc_fl4 OpUon 1, apacific.UV that vcu inclu4e a nqueat for 
$24.4 million for PDA for AD urgont .uppl....ot.l &Pl>roprietion
for IT ltU io tha 1>u4got that )'Ou will aao4 to 0Ka by OCtober 1. 

J!1ICI·Zmr 

OP'fIo!! 1.
Approv.4_____--'DiaAPl'rove4~_____'Dat.____ 

OPrlO!! 2. 
Approve4_.____-"l>i.APl'rove4~____..Jl>et.____ 
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FTE Cool $(000) 
rCIIoICotI$(OOO) 

~S(OOOIIFTE Cool S(OOOI 
TCIIoI Cool S(OOOI 

15 
$1,515 

$1 
$12._ 
$24.425 

~ 
$1,221 

NOTE: In flY 1M Opor/C4llll_t_ "_Hlup.--..-"'"*'~__... 
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President Lyndon B. Johnson at the signing ceremony July 30.1965. at the Truman Library in Independence. Missouri. 

"No longer will older Americans be denied the healing miracle ofmodern medicine. No longer will 

illness crush and destroy the savings they have so carefully put away over a lifetime so they might enjoy 

dignity in their later years. No longer will young families see their own incomes, and their own hopes, 

eaten away simply because they are canying out their deep moral obligations." 

.. ~... - -- - _ .. - - - - - - - - 
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Preface 


Medicare's enactment on July 30, 1965, followed several 

decades of debate over ways to meet the health care needs of 
vulnerable Americans. In 1952, President Harry S. Truman 

became the first President to ask Congress to cnact a program to 
insure elderly Americans against the cost of medical care. The 

Medicare banner was taken up again by President Jo1m F, 
Kennedy in 1963 but did not pass the Congress until 1965, two 
years after Kennedy s death, wuier the leadership of President 

Lyndon B. Johnson. Recognizing the enormous role that 
President Truman had played in placing the Medicare idea on the 

national agenda, President Johnson travded to Independence. 
Missouri, to sign the Medicare biJI into law and present the first 
two Medicare cards to former President and Mrs, Truman. 

"Medical care will free millions from their miseries. 11 
will signal a deep and lasting change in the American 
'K'ay oflife. It wiliJau its place beside Social Security, 
and together they will form the twin pillars of 
protection upon which all our people can sa/ely build 
their lives and their hopes." 

- President Lyndon Baines Johnson in June i 966, just 
before impiementation of the Medicare program, 
speaking to the National Council of Senior CHizens 

Without question, Medicare has altered the lives of seniors and 
Americans living with disabilhies. In the words of a Medicare 

benefieiary: 

Well, Ilhink its One ofthe gteatest things we have. You 

knOw. used to be a'e didn', have things like lhat to help 

pay bills years ago. 

During the past 35 years, Medicare bas provided health care 

coverage to more than 93 million eldedy and persons, with 
disabilities, assuring them access to high-quality medical care and 

protecting their often-meager income and savings from the 
frequently devastating cost of illness. Today, more than 39 mHlion 
men and women are enrolled in Medicare and that nwnber is 
projected to nearly double to 77 million by 2030. In its 35~year 

history, Medicare has made important improvements in the health 
status of elderly and disabJed beneficiaries whose health needs are 

greater than those of the general population. Aru.l, because of its 
significant role in the U.S. health care system. Medicare has made 
major contributions to the improvement of that system. 

In commemorating Medicare's 35th anniversary, this report 

examines the role that Medicare has pJayed in improving the 
health and well-being ofAmerica's senior citizens and those living 
with disabilities. It looks at the Impact Medicare has had on the 

U.S. health care system and the changes that havc been made to 
the program to improve benefits, eligibility, and fmances. Finally, 

the report examines the challenges Medicare faces in meeting the 
needs of future beneficiaries, It is my hope that, as we debate the 
future of the Medicare program, we pause to reflect upon the 35 

years that Medicare has provided health seeurity to our nation s 
seniors and disabled, 

Nancy-Ann Min DeParle 
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Executive Summary 


One of the crowning accornpl ishments of the Great Society 

programs ofPresident Lyndon Baines Johnson was the ,965 

enactment of the Medicare progratn, providing health insu.rance 

to Americans over the age of 65 and, eventually, to Americans 

living wilh disabilities. As he signed the Medicare program into 

law, President Jahrumn said: 

"No longer will older Amedcans be denied Ihe healing 

miracle ofmodern medicine. No longer will illness crush 

and destroy Ihe savings they have so care/ully put away 

over a lifetime so they might enjoy dignity in their later 

years. No longer wifl young/amities see their own 

incomes, and their own hopes, ealen away simply because 

they are carrying out their deep moral obligations to their 

parellls, and 10 their uncles. and to their aunts . . , No 

longer will this nation refuse the hand afjustice to those 

who have given a lifetime o/service and wisdom and 

labor 10 the pmgress of[his progressive country. '. 

In the 35 years since President Johnson spoke, Medicare has 

provided access to affordable high-quaJity health care to more 

than 93 million elderly and disabled Americans. Today, Medicare 

serves more than 39 million beneficiaries, or I in 7 Americans. In 

30 years, the number ofAmericans covered by Medica:re will 

nearly double to 77 million, or 22 percent of the U.s. population. 

Beneficiaries bom in 1900, who enrolled in Medieare in its first 

year, 1966t are ceLebrating their lOOth birthday this year, There are 

families with two generations, parent and child. both of whom are 

enrolled in Medicare today; some families have three generations 

enrolled in Medicare. 

Medicare's importance to Americans will grow, Today, the Census 

Bureau estimates that there are about 70,000 Americans age 100 or 

older, virtually all ofwhom are enrolled in Medicare. Over thc next 

30 years, improved access [0 health care and continuing scientific 

breakthroughs are expected to result in more than 300,000 

Americans living until the age of 100 or longer (Census Bureau, 

1999). 
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I. A Profile of Medicare and its Beneficiaries 

[02000, Medicare serves 39 minion elderly and disabled 
Americans, Because of longer life expectancy and other fitctors) 
57 percent ofelderly Medicare beneficiaries arc women. Among the 
disabled. however. men are 59 percent of the beneficiaries, The 
majority ofelderly Medicare beneficiaries are white (84 peteent), 
7 percent areAliican-American, 6 percent are Hispanic, and 
3 ~rcent are members ofother racial or ethnic minority groups. 
Minorities are • larger share ofthe disabled beneficiary population, 

• Economic Status. Most Medicare beneficiaries have relatively 
modest incomes, and Social Securily benefits often constirute a 
significant portion of that income. The reliance on Social Security 
1S considerably greater for singJe seniors hving alone. 

,. Health Qnd FUNctional Slatus. Nearly 30 percent of 
beneficiaries report that they are in fair or poor hea1th compared 
with 17 percent ofAmericans age 45 to 64. Health status is pnorer 
among those over age 85 and members of minority groups. Nearly 
one in three seniors reports limitations in one or more activities of 
daily living (e,g" eating, bathing, and going to the bat1rroom), 

• Health Spending, In fisca1 year 1999, Medicare spent an average 
of$S,4lO per beneficia!)', signifiCllnuy ltlme than is spent by those 
under 65, Medicare spending is ooneentrn1ed on • smaU group of 
beneficiaries: more than 75 percent ofMedicare spending is spent on 
the 15 percent ofbeneficiaries who incur costs ofmore than $10,000. 

II. Improving the Uves of Seniors and the Disabled 

President Johnson's predictions about the impact of Medicare on 
America s seniors and society as a whole have proven to be 
remarkably accurate. Medicare provides a crucial role in: 

• Guaranteeing insuronce cbltetage. Medicare has made a 
dra:m.atic difference in the number of scniors who are ins:ured 
against health care costs. In 1964, nearly half of all seniors were 
uninsured, making the elderly among the least likely Americans 
to have health insurance. Today, with 97 percent of seniors 
covered by Medicare, the elderly are the most like]y to have 
insurance. 

• Lengthening life expecJancy. The average life expectancy of 
elderly Americans has increased, in part, because of Medicare. A 
65-year~old woman on Medicare today will live 20 percent 
longer than her counterpart in 1960. 

• Provl'ding Qcees!. 10 care. Medicare had an immediate and 
substantial impact on seniors acccss to hlgh-quality medical 
care, In 1964, hospital discharges averaged 194 per 1,000 elderly 
Americans, By 1973, that number had jumped to 350 per 1,000, 

, 

• Improving quality o/life. More important than simply adding 
more years to a senior citizen s life, Medicare has helped to 
improve the quality of those years. By providing access to medical 
procedures such as cataract surge1)', hip replacement. cardiac 
bypass, and Ofllao transplants, M«Iieare has enabled millions of 
seniors to remain healthier longer, and to participate more fully in 
the lives of their families and their communities. For examplc, the 
number of beneficiaries undergoing knee replacement surgery 



more than doubled~ from 2.0 per 1,000 beneficiaries to 5.2 per 
1,000, from 1986 to 1998. The number of beneficiaries undergoing 
angioplasty to clear blockage in their arteries and prevent a heart 
attack rose more than 600 percent, from 1.3 per 1.000 to 8A per 
1,000, in the same period. Access to these and other services helped 
to reduce mortality rates and improve seniors ability to function. 

• Protecti1fg seniors'jinanciaJ health. Medicare keeps millions of 
~niors from becoming impoverished as a result of illness or 
disability. Before MediC3f'C, senior citizens were disproportionately 
poor compared with the rest of the population. In 1959, for 
examplc} 35,2 percent ofAmericans over 65 were living below the 
poverty line, compared with 17 percent of those under 65. Today, 
about 10 percent of seniors are living in poverty. Before Medicare 
was enacted, the elderly paid 53 percent "fthe cost ofthcir health 
care. That share dropped to 29 pe=nt in 1975 and to 18 percent in 
1997. The elderly s health costs consumed 24 percent of the average 
Social Security check shortly before Medicare; by 1975, thai share 
dropped to 17 pel~ent (Gorruck, 1976). 

•Helping minority seniol'S. One in seven Mcdicare beneficiaries is a 
member ofa racial or ethnic minority, Prior to Medicare s enactment, 
many U.s. hospitals discriminated against African Americans and 
other racial and ethrUc minorities. Most minority American.<; were 
dcrued aceess to these facilities and had to rely on separnte and often 
inferior hospitals and clinics to receive care, By requiring hospitals 
"""'Pring Medicare funding to be integrated for all patients, Medicare 
played a p0\¥ertul, but often overlooked, role in expanding access to 
high-quaJity care fur minority seniors, and for all Americans who are 
members ofminority groups. In 1963, minorities 75 years and older 
avernged 4.8 v~its to the doctor, by 197 I their visits grew to 7.3, 
comparable to Cauca...ian utili7ation rates (NCHS. [964 and 1971). 

• Improving access to health carefor the tii"iabled. In 1972, 
Medicare expanded to include Americans living 'With disabilities 
and thesc with end-stage rellal disease (ESRD). Today, mOre then 
five million people with disabilities are enrolled in Medicare. Sinee 
1973, more than one million Americans have received life-saving 
renal replacement therapy. either dialysis or transplantation. 
Currently 350,000 Americans are aJjve on renal replacernent therapy, 
and 90,000 of these pc!'iOns have a better quality of life due to a 
successful kidney transplant (including some 20,000 whose medical 
condition improved so much that they left the Medicare program), 

III. Improving and Modernizing the 
Medicare Program 

When Congress created Medicare in 1965, it deliberately modeled 
the new program after the existing private health insurance market, 
allowing for a remarkably quick and efficient implementation of 
the program just 11 months later. Medicare s benefit package, 
administration, and payment methods were modeled on the Blue 
Cross and Blue Shield pJans then prevalent in the private market 
Private insurance companies were hired to administer much of the 
program as contractors. 

A health insurance prog:nun desjgncd to meet the needs of seniors 
in 1965 needs regular updating to keep pace with and set the pace 
for change in the private market. Since 1965, Congress and the 
President have made numerous ehanges to Medicare to eontinue to 
modernize the program. For example: 

• EJigibiJily. The original Medicare program oniy covered those 
Americans age 65 and older, Recognizing the significant health 
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care needs! and the lack of access to private insurance of other 
groups of Americans, Congress expanded eligibility (in 1972) to 
include Americans with disabitities and those with end-stage 
renal disease. 

• Benefits. Medicare s original benefit package was consistent 
with medical practices in 1965 with a strong emphasis on 
inpatient hospital care. Since then, Congress has expanded 
Medicare several times to include coverage of hospice care and 
preventive benefils. For example, in 1997, Congress expanded 
Medicare to include coverage ofcertain preventive benefits 
including prostate cancer screening, bone mass density 
measurement, diabetes self-management, and other services. 

.. Payment reforms. Medicare's original payment mechanjsms 
based on actual costs proved to be highly inflationary because 
providers were paid for their costs. regardless of their efficiency. 
Medicare has initiated a series ofpayment reforms for hO~"Pitals. 
physicians, home health agencies, nursing homes~ and HMOs. 
Many of these innovations have been replicated by the private 
insurance market to help rein in health costs, making Medicare a 
widely recognized leader in developing payment systems. 

• Patient protections. Medicare is a leader in protecting the 
health, safety and financial security of its beneficiaries. Medicare 
established strong federal standards for the quality of all hospital, 
nursing home, and home health care. It has set standards for the 
sale of private supplemental medical im"UJ"ance also known as 
Medigap insurance. Medicare has some of the strongest patient 
protections for beneficiaries enrolled in HMOs and other 
managed care plans. 

IV. Improving the Health Care System 

In addition to the improvement.. Medicare has produced for 
America s senior citizens and peopic with disabilitics~ the program 
has made a si,b.'Tlificant contribution to the quality and stability of 
the American health care system. By providing a stable source of 
payment for a large segment of the population that has substantial 
health care need.;;, Medicare has made a major contribution to the 
recognized quality of the American health care system, including: 

• E'nsuring a revenue base. Medicare flnances a growing share 
of the nat jon s health system up from 11 percent in 1970 to 
21 percent today. Medicare provides 32 percent of.11 hospital 
revenue in the United States and 22 percent of all spending on 
physicians services. The program pays a substantial portion of 
the revenues ofhome health agencies~ hospices, renal dialysis 
facilities, and other services. 

• Protecting the usafety net." Medjcare provides spC(;ial fmandai 
'llpper! to urolUllUld rural health Clll"e providers (such as $4,6 
billion on djsproportionate share payments in fiscal year 2000), 
enabling them to provide free or discounted care to mUliens .of 
uninsured and underinsured Americans while also serving the 
needs of Medicare beneficiaries . 

• Tmining for thefuture. Medicare plays an important societal 
role m flllllncmg graduate medical education by paying nearly $8 
billion a year for the costs oftrnining physicians and other health 
professional~ at our nation s academic medical centt:rs. 

• Combating fmud Q1td abuse. Medicare is a leader in developing 
systems to detect and prevent fuwd and abuse, including Operation 



Restore Trust. Last year; the federal government recovered nearly 
$500 million as a result ofhealth care prosecutions. Since 1996, 
aggressive enforcement has recovered nearly SJ.9 billion. 

a Innovative payment systems. By adopting innovative payment 
mechanisms such as d1agnosls~rclated groups (DRGs) for hospital 
payments and rcsource~based relative value scale (RBRVS) 
payments to physicians} Medieare has paved the way for 
significant cost savings and efficiencies in Medicare and in the 
health care system as a whole, In recent years, Medicare 
developed new and innovative payment systems for home health 
services, skilled nursing care, and other outpatient services. 
Medicare is also a leader in risk-adjustor research for managed 
care plans. 

a Reducing administrative (.'osts. Medicare is the single largest 
health insurer in the United States, yet it operates at the lowest 
administrative cosL ... of any insurer. Medicate s overhead costs 
are less than 2 pcreent, far below the private insurance industry 
average of 12 percent. In other words, Medicare spends more 
than 98 cents out of every dollar it rcceives in tax and premium 
revenue on health care services for patients. Over tbe last 
decade, Medicare Part A claims have doubled and the cost for 
processing each claim has been cut in half. These administrative 
savings have been achieved in part by Medicare s leadership in 
working with health care providers and others to computerize 
claims payment, which has paved the way for other payers to 
also computerize their daiuts payment. 

V. Improving Medicare for the Future 

1n its first 35 years, Medicare has accomplished a tremendous 
amount for Americas seniors and those with disabilities. In 
concert with Social Security, Medicare has made a huge difference 

the lives of tbe people of this country. As President Johnson 
predicted, Medicare has positively affected the lives ofnot only 
those it directly serves but miUJons ofother Americans who are 
the sons and daughters, gr.mdsons and gronddaughters, and even 
the great-grandsons and great-granddaughters of Medicare's 
benefidaries. 

But Medicare and the people it serves cannot continue to 
thrive if today s program remains stagnant. Medicare must he 
continually modernized to meet the needs of our seniors and 
those with disabilities. Medicare s benefit package is now out of 
sync with what is covered by today s privafe insurance market. 
In particular, the failure to pay for prescription drugs is a 
departure from the nonns of medicine and private insurance. And 
while Medicare has provided peace ofmind to those who are 
over age 65 or living with disabilities, millions ofAmericans with 
significant health care needs especially early retirees remain 
unable to buy afforrlable insurance. 

Though Medicare coverage ofpreventive services ha.. improved, 
it Jags behind private insurance. In addition, the utilization of 
preventive services by Medicare beneficiaries remains low, 
especially among low~income and minority populations, This 
indicates a need to examine and eliminate any impediments to the 
use of these important services, including cost-sharing 
requirements, lack ofpublic awareness, and the need for greater 
provider education and outreach. 
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As Medicare enters its 35th year, President Clinton has proposed 
a series of Medicare reforms that will prepare this vital program 
and the people it serves for the 21 st century. The President s 
fiscal year 200 1 budget dedicates $378 billion over J0 years to 
Medicare, This plan makes Medicare more fiscally sound, 
competitive and efficient. and modernizes the program s benefits 
by including a prescription drug benefit. The overall plan includes: 

• Making Medicare mare competitive and efficient. Since taking 
office, President Clinton has worked to reduce the rate of growth 
in Medicare spencUng; eliminate waste, fraud, and abu..o:te; and 
<.tend the life of the Medicare Tro;1 Fund from 1999 to 2025. He 
has proposed to build on these effort'! and save $38 billion over 10 
years by expanding anti-fraud policies and enhancing Medicare s 
competitiveness and quality, 

• Dedicating $115 hilb'on over 10 years to Trllsl Fund solvency. 
It is impossible to pay for a doubling in Medi~ enrollment 
through provider savings or premium increases alone. To address 
the fUlure financing shortlilll, the budget dedicates $115 billion of 
the non-Social Security surplus to Medicare, helping extend the 
HI Trust Fund to at least 2030 and reducing publidy held debt. 

., Establi.'ihing a voluntary pre:,'Icription drug benefiL The drug 
benefit. which costs $253 billion over 10 years, would be 
accessible and voluntary, affordable for beneficiaries, and 
competitively and efficiently administered. It would also provide 
high~quality. necessary medications. No bencficiary would pay 
more than $4.000 in out-of-pocket costs for needed drugs. 

• Improving preventive beneJl1S. 'filis proposai would eiiminate 
the existing deductible and copayments for preventive services. 
such as colorectaJ cancer screening. bone mass measurements. 
and mammograms. 

• Creating health insurance options for people ages 55 10 65. 
The plan would allow people age 62 through 65 and displaced 
workers ages 55 to 65 to buy into Medicare. ]t would require 
employers who drop previously promised retiree coverage to give 
early retirees with limited alternatives access to COBRA coverage 
until they are 65 and can qualitY for Medicare. To make this 
policy more affordable) the President proposes a tax credit. cqu.'\l 
to 25 percent of the premium. for participants in the Medicare 
buy~in and a similar credit for COBRA, 



I. A Profile of Medicare and Its Beneficiaries 

Today, the Medicare program provides health in.'iurance coverage 
to a diverse and growing segment of the United States 
population [Figure I]. Over its history, the people who are 
covered under the program have not only expanded in numbers, 
but have gt'O\\1i more complex in composition and health care 
needs. More than 19 million elderly entered Medicare in 1966; 
today, Medicare provides insurance coverage for 34 miHion 
elderly, or 97 percent of older Americans. The number of elderly 
and disabled enrollees has more than doubled to 39.9 million. 
The Medicare population is expected to grow from 39.9 million 
enrollees (14 percent of the population) Loday to more than 77 
million in 2030 (22 percent of the population), [Figures I and 2]. 

Demographic Trends 

Becau.'>e of their longer life expectancy, elderLy women 
outnumber men in the Medicare program by 7 percent The 
proportion of female Medicare beneficiaries increases with age: 
women constitute more than 10 percent of the Medicare 
population age 85 and older (Medicare Current RenefJciary 
Survey). Among disabled beneficiaries. however, men outnumber 
women by 9 percent 

Older women are much more likely to be widowed and live 
alone than older men due to a number of factors. including 
women s longer life expectancy, the tendency for women to 
marry men who are slightly older, and higher remarriage rates 
for widowed men. Among people age 85 and older, about half 
of the men were still married, compared with only] 3 percent 
of the women (Forum, 2000), 

Among the elderly, 84 percent are Caucasian, 7 pe""n! are Afiican
Americans, 6 percent are Hi;'jllUlie, and 3 perren' make up all other 
racial and ethnic minority enrollees. Among disabled enrollees, 
African-Americans make up nearly 17 percent and Hispanics about 
II perrent [Figure 3J 

'!1te living ammgements of the elderly vary by racial and ethnic 
group. Older Caucasian women are much less likely to live with 
other relatives than older minority women (15 percent compared to 
3040 pen:ent) (Forum, 2000), Living alone is a risk factor for 
nursing home placement as the elderly grow older. 

More than 13 percent, or 4.5 million Medicare beneficiaries, are over 
the age of 85, and more than 10,000 arc over the age of 100. 

Economic Status 

Although the economic status of the elderly as a group has 
improved over the past 35 year.; [Figure 4], most elderly 
individuals have modest incomes. Correspondingly> most 
Medicare spending is for beneficiaries with modest incomes: 
33 percent ofprogram spending is on behalf of those with 
incomes oness than $10,000; 74 percent of program spending 
is on behalfof those with incomes of $25.000 or less; but only 
10 percent of program ~pending is on behalf of those with 
incomes over $40,000 [Figure 5]. 

Many elderly Medicare beneficiaries depend on their Soc:iaJ Security 
benefits for much of their income. The reliance on Social Security 
income is greater among single seniors and increases dmmatica1ly as 
individuals get older. For example, Social Security benefits 
represent halfof the average 85~year-old s income, In I99R, Social 
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Security benetlt'> provi(1e(l about two-tittns of t1le Income ofoloer 
person.. (Forum, 20(0). 

Nearly 30 percent of Medicare beneficiaries live alone, and 
beneficiaries who live alone are disproportionately female and 
poor: 72 percent are women, and 60 percent have inoomes under 
$) 5,000, About 15 percent of those who live alone are over the 
age of 85 [Figure 6J. 

Because of their low incomes and high medical costs j 

approximately 6.5 mHlion beneficiaries Or aoout 16.5 percent 
of the Medicare population are enrolled in both Medicare and 
Medicaid. Dual-eligible beneficiaries are Medicare beneficiaries 
who also quality for Medicaid benefits on the basis. of financial 
need, including: those that become eligihle as they spend down 
their income because ofhigh medical costs. 

Health and Functional Status 

In 1999, nearly 30 percent of the elderly reported that they were in 
fair or poor health, compared to 17 percent of those ages 45 to 64, 
The percentage reporting fair or poor health wao:; higher' for' 
minority groups and increased with age: about 35 percent of those 
85 and older considered themselves in relatively poor health 
(Health, US, 1999). 

Differences in self.reported health status are reflected in Medicare 
per capita spending. Beneficiaries who reported their health status 
as poor spent five times as much as the beneficiaries reporting 
excellent health. Medicare per capita spending also m.."J'ea....es a .. 
functional status declilles:. Twice as much is spent on thOse with 
one or two limitations in activities of daily living (ADL}) 

including bathing, dressing. going to the oo.throom, or C8ling t 

compared to those with no ADL limitations. Beneficiaries with 
three or more ADL limitations had per capita costs more than three 
times as high as those with no difficulties withADLs, 

Among the elderly. the incidence of chronic conditions, defined 
as prolonged illnesses that are rarely cured completely, varies 
significantly by age and racial group. For instance, about one in 
every 10 elderly Americans has diabetes. Both the incidence of 
diabetes and the mortality rates from it are higher for minority 
groups (Health, US, 1999). 

Nearly one in three ofthe elderly reported limitations with one or 
more activities ofdaily living (ADLs). About II percent of the 
elderly reported limillltions in instrumenml activities ofdaily living 
(lADLs). About 30 pen:ent of the disabled Medicare beneficiaries 
bad difficulties with one or more ADLs, The contrnst in functional 
sta1u.'i W'dS more marked in the realm of IADL iimitations, with 
25 percent ofdisabled beneficiaries reporting trouble with IADLs, • 
rate more than twice as high as that of elderly beneficiaries 
[Figtrre 7]. , 

Medicare Spending 

Medicare benefit spending fof' ftscaJ year 1m is estimated at 
nearly $212 billion [Fig. S]. The largestshares of speoding are for 
inpatient hospital services (48 percent) and physician services 
(27 percent) [Fig. 9]. 

In fiscal year 1999, Medicare spent an avernge of$5,410 per 
beneficiary. The amount varied on the basis of eJjgibility and 
masked considerable variation across individuals. 



A small percentage of beneficiaries account for a 
disproportionate share of Medicare spending. More than 
75 percent of Medicare s payments for elderly and disabled 
beneficiaries in 1997 were spent on the 15 percent of enrollees 
who incurred Medicare costs of$IO,OOO or more. 

Medicare is the single largest source of payment for beneficiary 
health care costs~ it covers about haJf of1he cost ofhealth care 
[Figure 10]. Many beneficiaries have other insurance (e.g., private 
Medigap policies) :retiree coverage. or Medicaid) to supplement 
their Medicare benefit.. [Flgure J1]. Supplemental insurance reduces 
beneficiaries out-of..pocket expenditures, including Medicare 
cost~sharing, About 14 percent of Medicare beneficiaries have no 
supplemental coverage; groups most likely to rely solely on 
Medicare a.re the disabled, minoriLies and those with low incomes, 

Despite Medicare benefito; and supplemental coverage, health care 
costs remain a substantial and growing burden for the elderly. 
Long~term care costs, followed by physician paymems and 
outpatient prescription drug spending. are the three largest ~"()urees 
of outo{)f-pocket expenses [Figure 12]. The elderly spend a higher 
proponion of their income on health tban the general population, 
both because they have higher health care costs (on average four 
times that of the under age 65 population) and because they have 
lower incomes. Lower-income seniors spend a higher proportlon 
of their income on health than higher-income elderly [Figure 13J. 

The vast majority of Me(ucare beneficiaries (83 percent) rely on 
Medicare's traditional fee-for-service benefits, while 17 percent are 
enrolled in Medicare +Choice plans. Nearly 70 percent of 
beneficiaries have the option ofjoining at least one managed care 
plan in their area [Figure 14]. Over the decade of the 1990" 
Medicare enrollment grew rapidly in managed care plans; such 
growth ha,<; slowed in more recent years [Fi&rure 15]. 

Most Medicare beneficiaries, whether enrolled in fee~for~service or 
a Medicare + Choice plan, say they are satisfied with their medical 
care [Figure 16!

Medicare spending growth has often been compared to that of the 
private sector. Over the life of the program, both Medicare and 
private health insurance have grown at similar rotes [Figure 17]. 
However, during selected periods. they have often grown at 
different rates [Figure 18]. 
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The Aging of the u.s. Population, 
1970 - 2030 

The U.S. population will age rapidly through 2030, when 
22 percent of the population will be eligible for Medicare. 

FIGUR£ 2 
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Medicare Beneficiaries, 1998 
African-American and Hispanic beneficiaries are disproportionately 

represented among the disabled. 

FIGURE J 

ELDERLY DISABLED 

OTHER -=
2 9% A ··....··j, ............. .. .~.~..... 

HISPANIC 

5.9% 

AFRICAN-AMERICAN 

7.6% 

WHITE 

83.6% 

TOTAL = 34.7 MILLION TOTAL = 5.1 MILLION 

SOUBCE: Ie FA/OffiCE OF ST.lTEGIC PlU'IIIIIG: DAU. flO. THE .EDIClIE CUIIEIIT BEIIEfICIAIY IUllln. 

OTHER 

3.9% 

HISPANIC 

10.7% 

AFRICAN-AMERICAN 

16.9% 

WHITE 

68.5% 



Poverty Rates by Age, 

1965-1998 


Improvements in Social Security and private pension coverage 
are important factors in the decline of the elderly's poverty rate. 
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Living Arrangements of 
Medicare Beneficiaries, 1998 

~~~~~~~~~~~~------

Nearly 30 percent of MediCiJre beneficiaries live alone. 

LIVE WITH SPOUSE 
49% -------j 

FIGI,IR£ S 

LIVE ALONE 
29% 60% HAVE INCOME 

< S1S,lJOO 

72% ARE WOMEN 

15% ARE OVER THE 
AGE OF 85 

LIVE WITH CHILOREN/OTHERS 
16% 

LIVE IN LTC FACILITY 
6% 
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by Functional Status, 1998 

More than one-third of the Medicare population needs assistance 

with at least one "activity of daily living," 
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1980 and 1998 

Medicare spending is shifting away from inpatient hospital services toward outpatient services and other providers. 
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Sources of Payment for Medicare 

Beneficiaries' Use of Medical Services, 1997 


Medicare pays more than half of the total cost of beneficiaries' medical care, 

FIGURE 10 

OUT-OF-POCm" 
11.0% ($1,611) 
PRIVATE INSURANCE 
10.0% ($922) 

, MEDICAID 

11.9% ($1,107) 

TOTAL AVERAGE SPENDING PER BENEFICIARY - $9,340 
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by Medicare Beneficiaries, 1998 

Most beneficiaries using fee-far-service Medicare have private, supplemental health plans; however, 

most elderly beneficiaries enrolled in managed care plans have no other supplemental coverage. 

fiGURE 11 
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Distribution of Beneficiary 

Out-of-Pocket* Expenses, 1997 


--------------------------------1 
Institutional long-term care (LTC) services account for the highest share of beneficiary out-of-pocket 

payments, followed by outpatient prescription drugs and physician services. 

fiGURE 1l! 
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... 1.1 I •• 1.1,.. .I:laeny Hean:n =>penamg as a 
Percentage of Income, 1998 

Most elderly households have incomes below $40.000 and spend a greater percentage of 
their income on health than more affluent elderly households. 

PERCENT OF ELDERLY 
HOUSEHOLDS BY IHCOME,1998 

FIGURE 13 

ELDEIILY HOUSEHOLDS' HEALTH SPENDING 
AS APERCENTAGE OF INCOME,1998 
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'IGUR£ 1.4 

Percent of Medicare Population with Access to At 
Least One Medicare RisklM+C Plan, 1993-2000 

Medicare beneficiary access to health plans increased by 20 percentage points from 1993 to 2000. 
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MIVIU I:nrOliment: \.JrOWln, IVlealCare ana 

Non-Medicare, 1990-1999 
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Enrollment in each sector grew in this decade. Medicare enrollment increased rapidly through 1998 and 
in most of the 79905, but has declined slightly since then. 

FIGURE 15 
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Beneficiary Attitudes Toward HMOs and 

Fee-for-Service, 1998 


Medicare beneficiaries in managed care and fee-far-service have high levels of satisfaction with their health care. 
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Health Insurance Benefits Spending, 1970-1998 

Medicare and private health insurance are the two largest payers of health care. In 1998, benefits per enrollee under Medicare 

increased 1.2 percent, while those under PHI increased 7.2 percent. This represents a reversal of trends experienced from 1992-7997. 

FIGURE 17 
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Average Growth in Per Enrollee Medicare and 
Private Health Insurance Spending, Selected Periods 
Over the 1969-98 period, Medicare and PHI benefits have grown at similar rates, 10 percent and 11.2 percent respectively; 

During selected periods, however, the growth rates have differed dramatically; 
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I ... '.'" ._..II. Improvang "Ine uves OT ~emors ana 

the Disabled 

"tfif was nO/for Medicare, I could flOt go to the doctor." 
Medicare beneficiary. Medicare Current 
Benefieiruy Survey, 1999 

Medicare Has Dramatically Increased Insurance Coverage 

Prior to Medicare's enactment, about half ofAmerica s seniors did 
not have hospital insurance. By contrast., 75 percent of adults under 
65 had such coverage, primarily .hrough their employer, For the 
urunsured, needing hospital services could mean going without 
health care or lwning to family, friends and charity to cover 
medical bills. More than one in fOUT elderly were estimated to have 
gone without medical care due to cost eoncerns (Harris, 1966). 
Today, Medicare cove" nearly all of the elderly (approximately 
97 percent), making them the population group mosllikeLy to have 
health insurance coverage. 

Medicare Has Helped to Increase Life Expectancy 

In 1960, a 6S.year-old American woman could expect to Jive an 
additional 15.9 years to reach the age of 80.9 yearn. In that same 
year, a 65~year-old man could expect to live an additional 12,9 
years to the age of 77.9, TOday. the average life expectancy ofan 
American woman over the age of 65 has grown nearly 20 percent 
to 84.2 years and the average 65-year-old man can live to the age 
onO.9 [Figure 19J. 

__ .... . . -
MeaLCare Mas Improvea ACcess to Utre 

Medicare quickly expanded access to care for the elderly. Hospital 
discharges averaged 190 per 1,000 elderly in 1964 8l1d 350 jX-"

1,000 by 1973; the proportion ofelderly using physician services 
jumped ftum 68 to 76pcrcen' between 1963 and 1970. Currently, 
more than 94 percent ofelderly beneficiaries receive a health care 
service paid for by Medicare. 

Medicare Has Improved Quality of Life 

Medicare coverage has allowed the elderly to have access to many 
of the improvements made in medicine over the past 35 years. For 
example, cataract surgery means that vision ean be restored, 
artificial hips and other joints mean that mobility can be retained. 
cardiac bypass and transplant surgery mean that life it<relf can be 
extended. Medicare's coverage of expensive procedures means 
that they are widely available. Rates for cermin procedures have 
grown rapidly: angioplasty rose from 1.3 per 1,000 in 1986", 8,4 
per 1,000 in 1998; heart bypass surgery grew from 2.7 per 1,000 
in 1986'04.8 per 1,000 in 1998. Mortality following. hospital 
admission for a hean attack has dropped from 24 percent in 1986 
to 16 percent in 1998. 

Medica~ Has Saved Millions from Poverty 

In 1965, Ibe elderly wen: the group mo'i likely 10 be living in 
pover:ty nearly oDe in three seniors were poor [Figure 4]. Today, 
the peverty rdte for '"e elderly is similar to tha, of the 18-64 year 
old group about one in 10 is poor. Before Medieare was enacted, 
the elderly paid 53 percent of the cost of their health care. That 
share dropped 10 29 percent in 1975, and 18 percent in 1997. The 

- .. 
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elderly's: health cosL~ eonsumed 24 percent of the average Social 
Security check shortly befure Medicare was cnacled; by J975, that 
share dropped to 17 percent (Gorniek, 1976)< 

Medicare Has Improved Access to care for Minorities 

Before Medicare, segregation policies and practices in many parts 
of the country denied African-Americans and members of other 
racial and ethnic minority groups access to the same health care as 
Caucasians. Medicare required hospitals participating in the 
program to be open to people of all raees, and more than 1,000 
government officials worked v"ith hospitals to ensure that 
discrimination practices ccased before hospitals were allowed to 
participate in Medicare. Tn 1963, minorities age 75 years and older 
averaged 4.8 visits to the doctor; by 1971, their visits grew to 73, 
compamble to Caueasian utilization rates. Today, Medicare serves 
73 million African-American, I Iispanic, Asian and other minority 
seniors, and people with disabilities. 

Medicare Has Helped Disabled Americans 

In 1972, Congress extended Medicare covemge to disabled people 
on Social Security Disability InsUIal1ce (SSDI) and those v,'ith ced
stage renal disease (ESRD). In 1973, nearly 2 miUion persons with 
disabilities: were enrolled in Medicare. Today, more than 5 million 
!)"Ucil Americans arc enrolled in Medicare. Since the beginning of 
the ESRD program in 1973, over 1 million Americans have 
received life-saving renal replacement therapy (either dialysis or 
tmnsplantation). CunentJy there are more than 350,{}OO persons 
alive on renal replacement therapy, and 90;000 of these persons 
have a better quality ofljfe due to a suceessful kidney transplant 
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Years of Life at Age 65, 1950 - 2030 
Over the past three decades, there has been significant progress in increasing life expectancy in the U.s, 
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III. Improving and Modernizing the 
Medicare Program 

Medicare's original benefit package, administration and payment 
methods were modeled on the private sector insurance pJans 
prevalent at the time, such as Blue Cross and Blue Shield plans 
(Ban, ) 995). Private insurance companies served as intennediaries 
to do the actual work of bill payment and to be Medicare's contact 
point with health care providers. To ensure Medicare beneficiaries 
would have access to care on the same teoos as the privately 
insured population, payment methods for hospitals, nursing 
homes and home health mcilities were based on reasonable costs. 
Also, payment.. for physicians and oilier suppliers Were based on 
the lower of the area s prevailing rates or therr own customary or 
actual charge, 

The health care marketplace in 1965 was quite different from that 
of today, For instance, managed care plans barely existed outside 
of the western United States. Most care was delivered in either a 
doctor s office or a hospital. The elderly as a group did not have 
access to as many health or social services, or sources of 
infonl1ation about their health care options, as they do today. The 
Older Americans Act, also enacted in July of 1965, fostered the 
development of many loeal services for the elderly, including 
senior centers and Meals on Wheels. 

The Medicare program has arljtL..ted to changes in the private 
sector. developed prudent purchasing techniques, and adapted to 
changes in the practice ofmedicine. Many of the changes Medicare 
has made have led to similar shifts in the private health care system) 
leading to significant savings for conswners, employe~ and other 
purchasers of health care services, 

Changes in Medicare Eligibility 

In 1972, Medicare was expanded to include individuals with 
disabilities who qualified for Social Security Disability lnsurance 
(SSDI) (made eligible after a period of 24 months) and individWils 
diagnosed with end-stage renal disease (ESRD). Today, more than 
5 million Americans with disabilities are enroUed in Medicare. 

Changes in Medicare Benefits 

Medicare's benefit package has also been changed since 1965, In 
1980, Medicare s home health benefit was expanded; hospice 
benefIts ror the terminally 111 were added in 1982; beneficiaries 
were able to enroll in HMOs, paid on a risk-basis, beginning in 
1985. In 1988, Medicare was expanded to include coverage of 
prescription drugs and limit beneficiary out-of-pockct paynlent. .. in 
addition to other changes. Those expansions, included in thc 
Medicare Catastrophic Coverage Act, were repealed in J989 
before thcy took effect. 

At its inception, Medicare did not cover preventive benefits. Over 
time, Congress incrementally expanded coverage to include 
benefits such as pap smears. flu shots, and mammograms. In 1997, 
Congress significantly expanded preventive benefit.; to include: 

• rolorectal cancer screening 

... diabetes giucose monitoring 

• diabetes education 

"' bone mass measurement, and 

• prostate cancer screening. 
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Change) in iviedicare rayment Yoiicy 

Much ofthc major legislative activity in the 1980s and 1990s 
focu.<ed on making Medicare a more prudent pUI<:haser of health 
care services. Hospitals and other Pan A provideIS were moved from 
eost~based payment to prospective payment systems. Physicians 
and many other Part B suppliers wen: moved from chargc~bascd 
payment to fee schedules. Managed care plans' risk-based payment 
was modified Lo reduce the geographic variation in payment 
amounts and to adjust for the relative health status of their patients. 
Medicare has new prospective payment systems for horne health 
care, skilled nursing facility care, and outpatient hospital care. 

Changes to Protect Medicare Patients 

Medicare has moved aggressively to protect the rights of its 
enrollees. In 1980, for example, the federal govenunent began to 
oversee the sale of private supplemental, or Medigap, insurance 
to benefIciaries to cover COSt.1; not covered by Medicare. 
Regulation of Medigap insurance was significantly strengthened 
in 1990 to eliminate the sale of duplicate or overlapping policies. 
The Health Insunlnce Portability and Accountability Act of 1996 
contained a number of tools to reduce fraud and abuse in 
Medicare. It established a mandatory appropriation to secure 
stable funding for program integrity activities and opened 
program integrity contracts to competitive procurement. The 
1997 Balanced Budget Act included several important protections 
for Medicare patients enrolled in managed care plans, Those 
protections were expanded under an Executive Order signed by 
President Clinron. 

Cilronoiogy Of Legisiative Activity 

July 30, 1965 - Medicare is enacted (as Title XVIII of the Social 
Security Act) to provide health i.nsumnce coverage for the elderly, 
Medicaid (Tide XTX of the Social Security Act) also is created, 
providing matching federal payments to states for health care 
services to Jow~income aged, blind and disabled individllills! and 
parents and their dependent children on welfare. 

July 1, 1966· Medicare benefits begin for more than 19 million 
individuals enrolled in the program. 

1972 - Medicare eligibility is ex:tended to individual I; under age 
65 with long-term disabilities after 24 months of Social Security 
disability benefits and to individuals with end-stage renal disease 
(ESRD) after a three~month course of dialysis. About 2 miliion 
individuals subsequently enrolled in Medicare. 

1980 - Medicare's home health benefit is broadened by 
eliminating the prior hospitaJization requirement and time limits 
on visits. Medicare supplemental insurancc~ also called 
Mcdigap, is broUght under federal oversight. 

1982 - A prospe<:tive risk-contracting option for health 
maintenance organi.z.ations is added to facilitate plan participation. 
Hospice benefits for the tennhmlly in are covered, Medicare is 
made secomJary payer for aged workers and their spouses. 
Medicare utilization and quality control Peer Review Organizations 
are established, Limits are placed on payments for inpatient 
hospital services, 
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1983 • An inpatient hospital prospe<;tive payment system (PPS), 
in which a predetermined ntte is paid based on patients' diagnoses, 
is adopted to teplace cost-based payments. Federal employees arc 
required to participate in Medicare. 

1985 ~ Medicare coverage is made mandatory for newly hired state 
and local government employees. 

1988 . The Medicare Call1Slrophic Cove..ge Act (MCCA) is 
enacted. It includes an outpatient prescription drug benefit, a cap 
on patient liability for catastrophic medica! expenses. expanded 
skilled nursing facility benefits, and modifications to the 
cost~sharing and episode--of·iUness provisions ofPart A, States. 
through Medicaid, are required to provide medical assistance for 
Medicare cost-sharing expenses for low·income Medicare 
beneficiaries. 

1989 ~ MCCA is repealed. Anew fee schedule for physidan 
services, called the Resource-Based Relative Value Scale, or 
RBRVS. is enacted and serves as a model of reform to private 
insurers and payers. Physicians are required to submit bill;; to 
Medicare on behalf ofMcdicare patients, Beneficiary liability for 
physician bills, above and beyond what Medicare pays, is limited. 

1990· Additional fede..1standards for Medicare supplemental 
insurance policies are established. 

1993 • The Ho'pitallnsUl"dflce (HI) paymll tax is applied '0 all 
wages rather than the lower Social Security capped amount with 
revenues placed in the HI trust fwtd. Under Medicai~ states are 
required to provide additional assistance to low-income Medicare 
beneficiaries. 

1996 • The Health Insumncc Portability and Accounlability Act 
contains a number of tools to reduce fraud and abuse, eSLablishes a 
mandatory appropriation to secure stable funding for program 
integrity activities, and opens program integrity contracts to 
competitive procurement. 

1997· The Balanced Budget Act of 1997 (!lBA) includes the mos. 
extensive legislative changes since the program was enacted. The 
BBA: 

.. 	 reduces payment inc:rea..:;e.o;; to providers. thereby extending 
solvency of the HI trust fund; 

.. 	 establishes Medicare + Choicc, a new array of managed care 
and other health plan choices for beneficiaries~ with a coor
dinated annual open enrollment process, a major new bcne~ 
ficiruy education campaign about their health plan choices. 
and significant changes in payrnent rules for health plans; 

<II expands coverage of preventive benefits; 

.. 	 creates new home health, skilled nursing facility. inpatient 
rehabilitation 81ld outpatient ho!\pital prospective payment 
systems for Medicare services; 

" 	improves payment accuracy and helps further restrain the 

growth of health care spending; 


• creates new approaches to payment and service delivery 

through research and demonstrations. 


1999 ~ The Balanced Budget Refmement Act increases payments 
for some providers relative to the payment reductions in the BBA 
of 1997. 
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iV. iilltJiuving tile U.S. Heaitn Care System 

"/ tell my young/riends that three generations of 

Americans were spared the awesome task oflaking care of 
their parents so that they could concentrote on the care 
and education o/their children. The security ofthe elderly 

and the health of the American people should be built on 
the experience and the foundation provided by Medicare 
and Social Security." 

Former Congressman Charles Yanik, a member of the 
Ways and Means Committee when Medicare was 
passed by Congress, in a letter to HCFA Administrator 
Bruce Vladeck at the 30th Anniversary of Medicare s 
implementation, 1996. 

In addition to serving the health care needs of the elderly and 
people with disabilities, Medicare plays an important role in 
supporting and shaping the U.S. health care system. Medicare 
covers about 14 percent of the population and finanees about 
21 percent of the nation's health care spending [Figure 20]. As 
the senior population has increased both in number and as a 
proportion of the U.S. population, Medicare's share of health care 
spending has changed over time as Medicare has become a more 
important sowce of financing ofhea1th care. For example, in 
1970, Medicare fmanced about 11 percent of all health care 
spending [Figure 21]. Medicare paid for 19 percent of all hospital 
spending in 1970; by 1998, Medicare's share rose to 32 percent. 

Protecting the Health Care "Safety Net" 

Medicare provides special financial support for iIUler-city and 

rurai neaith care iaciiities that serve a disproportionate share of 
low-income and uninsured patients. In fiscal year 2000, Medicare 
paid $4.6 billion in payments to these safety net providers, 
allowing them to serve Medicare patients as well as many 
younger, uniruured Americans. 

Training a New Generation of Providers 

In fiscal year 2000, Medicare paid nearly $8 billion to U.S. 
hospitals to support the training of new physicians and other 
health care providers. By playing such an important role in 
medical education, Medicare helps ensure that future generations 
ofAmericans will have access to high-quality care. 

Ensuring Safety and Quality 

Medicare's role in quality assurance in hospitals, nursing homes 
and other settings helps to ensure that all Americans receive high
quality health care services from those providers. Through its 
conditions of participation standards, Medicare establishes quality 
and safety requirements for these facilities that apply to all 
patients served. 

Combating Fraud and Abuse 

Since 1993, Medicare has waged an aggressive battle against 
fraud and abuse. The result is a record series of investigations, 
indictments and convictions, as well as new management tools to 
identify improper payments to health care providers. Last year, the 
federal government recovered nearly $500 million as a result of 
health care prosecutions. Since 1996, aggressive enforcement has 
recovered nearly $1.9 billion. 
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The Presiden~s budget proposes to build on these efforts and saVe 
$38 billion over 10 years by expanding anti-fraud policies and 
enhancing Medicare's competitiveness, eHicieney. and quality. 

In 1995, Department of Health and Human Services Secretary 
Donna E. Shalala launched Operation Restore Trust, a ground
breaking and ongoing anti-fraud project aimed at coordinating 
federal, state, local and private resources in targeted areas. In his 
fiscal year 200 1 budget propoSal, President Clinton also unveiled 
a new investment of more than $40 million to ensure a swift and 
coordinated resp0rL.;;e to waste, fraud and abuse involving the 
private insurance cornpanies~ which, by law, process and pay 
claims on behalf of Medicare. 

The Health Insurance Portability and Accountability Act of 1996 
provided Medicare with important new tools to fight fraud and 
abuse. It established a mandatory appropriation to secure stable 
funding for program integrity activities and opened progrdm 
integrity contracts to competitive procurement 

Running an Efficient Program 

Medicare's overaU administrative costs are less than 2 percent of 
total benefit payments [Figure 22]. Medicare's administrative costs 
arc significantly lower than private insurers, which the Blue 
CrosS/Blue Shjcld Association estimates at 12 percent fur their 
plans. Medicare's administrative costs have been declining, 
reflecting greater efficiency tJuough economies of scale and high 
levels ofelectronic claims processing. lIt fi~cal year 1999, 
Medicare processed over 148 million claims at a unit cost per 
claim of $0.84 for Part A fiscal intermediaries (Figure 23]. Over 
the last decade, the number of Ifart A claims doubled and the cost 

per claim wa~ cut in half. Medicare worked with the provider 
community and others to computerize claims payment~ these 
efforts paved the way for others to use this technology. Electronic 
submission of claims increased from 74 percent of Part A claims in 
1990 to 97 percent in 1999; Part B rates rose from 36 percent to 
more than 80 percent over the same period [Figure 24). 

Serving as a Prudent Purchaser of Services 

Medicare has developed and implemented a series of refonns in 
the way it pays for and purcha~es health care services for its 
beneficiaries. These systems have made Medicare a more prudent 
purchaser, extended the fiscal solvency of the program's trust 
fund, and provided private purchasetS with models for reforming 
their own payment stmctures. 
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Total national personal health spending in 1998 was $1 trillion; 

Medicare accounted for 21 percent. 
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National Personal Health Expenditures by Type 

of Service and Percent Medicare Paid, 1970 


~~~~~~~~~~~ 

Total national personal health spending in 1970 was $64 billion; 

Medicare accounted for 11 percent. 
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Benefit Payments, Fiscal Years 1970-1999 


Medicare's administrative costs have been declining as a percentage of total program spending. 
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Medicare Part A Cost Per Claim and 

Number of Claims, FY 1988 - 1999 


Over the last decade, the number of Part A claims has doubled while the cost of 
processing each claim has been cut in half. 
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CY 1990-1999 
The rate of electronic submission of Medicare claims has grown considerably over the last decade. 
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V. Improving Medicare for the Future 

"IjurI hope it lasts. because! could not manage without i/," 

Medicare beneficiary, Medicare Current 
Beneficiary SurveY1 1999 

In many ways. we can only imagine what the worJd will look like 
ill 2Q30, What we do know~ however, is that there will be a major 
demographlc shin. The aging of the population will test our 
ingenuity to oontinue to ensure that programs like Social Security 
and Medicare wilt be available to meet income and health care 
needs in 2030 and beyond. The elderJy in 2030 will be a more 
diverse group than today, About one in three will be members of 
racial or ethnic minority groups. They will also be better educated; 
about one in four seniors will be college graduates. 

While the sheer nwnber of elderly, and their share of the population, 
will present challenges to the nation's ability to finance health care 
services, there are encouraging data about declines in the proportion 
of the elderly with fimctionallimilations, The incidence offunctional 
limitations among the elderly has dl"."dined since the early 19805. 
Acconling 10 a 1997 survey, there was less than halfdIe growth in 
the actual number of functionally disabled people than might 
otherwise have been expected (Manton, ct aI., 1997), Moreover, 
between 1985 and 1997, the percentage of the population aged 85 
and older residing in musing homes has declined by 13 percent 
(Forum. 20(0) u.."> home health services, assisted living facilities. and 
other alternatives have enabled more elders to live in the community. 

AI the same time, the elderly are projected ro have a 10_ life 
expectancy and the proportion ofMedicare beneficiaries who are 
ovcr 85 will continue 10 increase. Over the next 30 years. improved 

access to health care ami continuing scientific breakthroughs are 
expected to result in more than 300,000 Americans living Wltil age 
100 or longer (Census Bureau, 1999), 

Financing Challenges 

In its most recent report, the Medicare Board ofTrustees 
estimated that Medicare's Hospital Insurance (HI) trust fund 
would remain solvent unti12025. This represents a remarkable 
improvement over the 1993 estimate that the HI trust fund would 
be insolvent by 1999. Changes made in the Omnibus Budget 
Reconciliation Act of 1993 and the Balanced Rudget Act of 1997, 
along with government-wide fraud and abuse detection and 
prevention efforts. prudent management of the program, and the 
strong economy. have all helped to signiflcantly delay that date. 
while also contributing to paying down the national debt 

Despite this significant achievement, concern remains about the 
financing of Medicare once the baby boom generation retires:. 
starting in 201 0, In 2030, 22 percent ofAmericans will depend 
upon Medicare up from J4 percent today. The aging of the 
population also means that the number ofworkers paying 
Medicare taxes to support the benefits of a retired or disabled 
beneficiary will drop. In 1970,3.7 workers paid for every rettrec. 
In 2000, that figure is 3,4 workers, In 2030, it is projected to be 
2.2 workers. 

The imperntive to address the future needs of the Medicare 
progrnm and its beneficiaries is reflected in President Clinton's 
proposals for Medicare reform. The. ..e proposals include: 
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(UVt!(dQ£'! jor rrescription urugs 

"There are medications thaI! have been told to take that I 
don ~ take because ihey are so expensive. I need an allergy 
medicine daily, 365 days a year. One month 0/it costs $78. 
So, I don't take it aJl the time. Then there is medicine my 
doctor tells me to take for my joint problems. Again, I don " 
buy it because it is so expensive." 

Female Medicare beneficiary in Ridunond, VA 

As noted earlier, Medicare's benefit package was modeled on the 
private insurance plans prevalent in 1965 when outpatient preserip
tion drugs were not covered. Today, outpatient drug eoverage is a 
common feature ofprivate insurance. Yet research has shown that 
nearly half of Medicare beneficiaries do not have drug coverage at 
some time during the year and about one in three are without drug 
coverage for the entire year. In addition, existing coverage is unsta
ble and declining. Seniors without drug coverage purchase one
third fewer drugs but pay nearly twice as much out ofpocket for the 
drugs that they do buy, compared with those with coverage. One in 
10 beneficiaries without drug coverage reJX>rts being unable to pur
chase needed prescriptions a level five times higher than those 
with coverage. 

The President's Medicare reform proposal will provide all benefi
ciaries access to a voluntary prescription drug benefit through a 
program administered by private sector organizations. When fully 
phased in, the plan would cover half of all drug costs up to $5,000 
and provide additional protection against catastrophic prescription 
drug costs. Under the President s plan, Medicare will contribute at 
least 50 percent of the- premium for such coverage and provide 
special protection to low-income beneficiaries. 

Improving Access to Preventive Services 

"/ am happy that they a"'finally payingfor exams like pap 
smears and bone density for my wife. They \+'t're not paying 

for them before." 
Medicare beneficiary, Medicare Current 

Beneficiary Survey, 1999 

Medicare coverage of preventive services has expanded signifi
cantly but still covers only a limited set of preventive services 
including: pap smears; screening mammography; pelvic and clini
cal breast exams; pneumonia, hepatitis B, and influenza vaccines; 
colorectal cancer screening; diabetes glucose monitoring; diabetes 
education; bone mass measurement; and prostate cancer screening. 
Medicare has nationwide quality improvement activities and pub
lic and provider awareness campaigns, particularly regarding flu, 
pneumonia, pap smears and mammograms to increase the utiliza
tion of these important services [Figures 25 and 26). 

Since 1991, Medicare has made considerable progress in raising 
the rates for both flu and pneumonia shots but needs to make more 
progress to reach the Healthy People 2010 goal of90 percent cov
erage for each vaccination. The Healthy People 2010 goals for 
mammograms are 70 percent of women 40 and over receiving a 
mammogram within the past two years and 90 percent of women 
18 and older receiving a pap test within the previous three years. 
Medicare also is working to reach those goals. 

Mammograms 

Mammography is the most effective method of diagnosing breast 
cancer. Women whose cancer is detected at earlier stages have 
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better outcomes, Although early detection ret!uces mortality 
resulting from the disease, Medicare mammography sc:reening 
rates are stili too low, In response to the lower utilJ1.ation rates for 
minorities, Medicare undertook: special efforts to increase 
urili7.ation in these communities, including partnering with 
minority organizations, the Centers for Disease Control and 
Prevention and state health departments to expand outreach in 
minority communities [Figure 27). Medicare also has directed its 
contractors for quality improvement, known as Peer Review 
OrganIzations, to increase the percentage of Medicare beneficiaries 
who have had a mammogram. Activities aimed at improving these 
rates are ongoing in aliSO states, 

Pneumonia and Influenza Vaccines 

Pneumonia and influenza are the sixth leading causes ofdeath in 
the United States, More than 90 percent of the nations 20,000 
annual deaths from flu) and. the 40,000 annual deaths from 
pneumonia, occur among the elderly. Proper vaccinations, 
especially among those living in nursing homes and at high risk: for 
flu and pneumonia, could prevent many of these deaths. Medicare 
has launched an initiative known as standing orders in nursing 
homes for flu and pncumonia vaccinations so that all residents are 
personally reminded each fall that it is time for their shot, which 
they can receive on the spot from an appropriate health care 
professional. The evidence shows that such practices are the most 
effective method for getting peopJe vaccinated an especially 
important service for vulnerable nursing home residents. 

Medicare halO directed Peer Review Organi7...ations to include 
increasing statewide iIrununization rates for pneumococcal and 
Influenza vaccines as one of their quality indicators. The main 

objective of this Medicare Peer Review Organization initiative is 
to decrease the morbidity and mortality associated with 
pneumonia in Medicare beneficiaries. Project'i underway in all 
50 states will help beneficiaries in the future. 

To increase use of flu and pneumonia shot", Medicare started 
the Good Neighbor Project in Baltimore, which established 
links with local organizations to work with physicians and 
minority beneficiaries to improve utilization of flu and 
pneumonia shots IFigure 28], 

Eliminating Cost-Sharing on Preventive Services 

Presidcnt Clinton's Medicare reform plan would eliminate all 
cost·sharing for preventive benefits in Medicare, including 
coloreClal cancer screening. bone ms..'>s measurements, pelvic 
exams, prosrate cancer screening, diabetes self-management, 
and mammographies. The plan also includes a three-year 
demonstration project to provide cost-effecti ve smoking 
cessation services to beneficiaries and a national health 
promotion campaign for all Americans over 50, 

Providing Additional Revenue 

It is not possible to adequately address the oost of doubling 
Medicare's enrollment by simply reducing what Medicare 
spends and increasing premiums and other charges to 
beneficiaries. President Clinton has proposed dedicating $115 
bilhon of the non·Social Security surplus to Medicare, thereby 
extending the solvency of the HI Trust Fund and eliminating the 
need for future excessive cut" and radical restructuring of the 
Medicare program. 
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The President's plan would allow Americans between the ages of 
62 and 65 to buy into Medicare for approximately $300 a month. 
WorkCls'bdween the ages of 55 and 62 who lose their jobs could 
buy in .t a slightly higher premium (.bouL $400 a month). The 
President 5 fiscal year 2001 budget includes a new tax credit to 
offset part of the cost of this buy-in to encourage more uninsured 
early retirees to enroll. 
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Female Medicare Beneficiaries Who Report Receiving 
Mammograms and Pap Smears, 1992-1998 
Utilization of mammography and pap smears has been growing over the decade, but has not 

yet reached Healthy People 2010 goals.' 
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IYICUI\,.OI C BeneficiaiieS VVh6 Report Receiving d Preventive 

Service: Flu and Pneumonia* Vaccinations, 1991-1998 
Utilization of flu and pneumonia shots has been growing over the decade, but has not yet 

reached Healthy People 2010 goals .•• 
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Female Medicare Beneficiaries Who Report 

; 

Receiving Mammograms, by Race, 1992-1998 
Utilization of mammograms is slightly higher for Caucasians than other racial groups, but rates for all 


groups are increasing over the decade. 
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FI u Shots, by Race, 1991-1998 

Utilization of flu shots is higher for Caucasians than other racial groups, but rates for all groups 

are increasing over the decade. 
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Appendix: Overview of Medicare Benefits. 

Cost-Sharing. and Program Structure 


Program Structure: Benefits 

Medicare consists of two parts, Hospital Insurance (HI) and 
Supplementary Medical Insurance (SMI), also known as Parts A 
and H, respectively. 

• Part A covers inpatient hospital services, short-tenn care in 
skilled nursing facilities, post-institutional home health care, and 
hospice care. 

• Part B covers physician and other practitioner services, outpatient 
hospital and other outpatient facility services, home health care not 
covered by Part A, and a variety of other medieal services such as 
diagnostic tests, durable medical equipment, and ambulance service. 

• Part C (Medicare +Choice) allows beneficiaries to choose to receive 
their Part A and Pan B benefits through private health plans such as 
health maintenance organizations, preferred provider organizations, 
and private fee-for-service plans. A dcmoffitration project is supposed 
to test the use ofmedical savings accounts (MSAs). but no MSAs 
have yet joined Medicare to offer such coverage. 

Program Structure: Eligibility 

Hospital Insurance (Part A) 
• Individuals eligible for Social Security are automatically 
entitled when they reach age 65. Individuals age 65 or older who 
are not automatically entitled may enroll in Part A, if they pay a 
monthly premium. 

• Individuals under age 65 are eligible if they have been disabled 
(qualifying for Social Security Disability Insurance) for at least 
two years. Most peoplc with end-stage renal disease are eligible 
for coverage. 

Supplementary Medical Insurance (part B) 
• Voluntary enrollment is open to individuals age 65 or older, or 
those undcr agc 65 who are entitled to Part A benefits. Individuals 
enrolling in Part B pay a monthly premium. 

Program Structure: Financing 

Hospital Insurance (part A) 
• Part A costs are met primarily through a payroll tax. The Medicare 
Hospital Insurance Trust Fund receives a payroll tax of 1.45 percent, 
from both employees and employers, with the self-employed paying 
the combined total of 2.9 percent. HI taxes are paid on total earnings 

in covered employment, without regard to the limit on the Social 
Sccurity payroll tax. Thc HI trust fund also receives a portion of the 
income taxes levied on Social Security benefits, interest income on 
invested assets, and other minor sources. 

Supplementary Medical Insurance (Part B) 
• Part B enrollees pay monthly premiums (currently $45.50) that 
cover about 25 percent of program costs. The balance ofPart B costs 
are paid by general revenue of the federal government and a small 
amount of interest income. SMI premiums and general revenue 
payments are re-established each year to match estimated costs for 
the following year. 
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Glossary 


Aged 

As used here, those 65 years of age and older. 


ADl 
Activities ofdaily living, These are basic ta'\h associated with daily 
tife such as bathing. dressing. going ro the bathroom, and eating. 

Ambulatory care sensitive condition 

Medical condition that should not require hospitalization with 

appropriate ambulatory treatment (e,g" asthma or diabetes). 


Ambulatory surgical center (ASe) 

A fu.cillty that provides SlJ.Jyical services that do not require a hospital 

st."lY. Medicare pays for use of an ambulatory surgical center for 

certain approved surgical procedures. Medicare a1so will pay for 

physician and anesthesia services that are provided for the procedure. 


Assigned daim 

A claim for which the physician or supplier agrees to accept the 

amount approved by Medicare as the total payment. after the 

annual Pan n deductible has been met. Medicare pays the 

phYSician or supplier 80 percent of the Medicarc~approved 


amount The doctor or supplier can charge the beneficiary only 

for the coinsurance. which is the remaining 20 percent of the 

approvcd amount A participating physician or supplier agrees to 

accept assignment on all claims. 


Center for Health Plans and Providers (CHPP) 

This HCFA component is responsible for developing policies 

and procedures related to health maintenance organizations, 


competitive medical plans and other health care delivery systems 
and purchasing a.~..ngements. CHPP is also responsible for 
developing purchasmg strdtegies to improve the quality ofheaJlh 
care choIce for beneficiaries, and defining the scope of Medicare 
benefits and payment policies. 

Coinsurance 
That portion of covered hospital and medical expenses, after 
subtraction of any deductible! for which the beneficiary is 
responsible. 

Deductible 
The deductible is the amount payable by the beneficiary for 
covered services before Medicare reimburses the provider. 

Disabled 
As used here, persons with disabilities under 65 years of age. 
Persons with disabilities become eligible for Medicare when they 
have been receiving Social Security Disability Insunmce benefits 
for 24 months. Most individuals under 65 years ofage dlagoosed 
with end-stage renal disease are aJso eligible to receive Medic.a:re 
benefits (in the data u.'iiCd in this report, they are included with the 
disabled for analytical purposes). 

DHHS 
U.s. Department of Health and Hwnan Services. 

Dual Eligibles 
Dual eligibles are individuals who are entitled to Medicare Part A 
and/or Part B and are eligible for some form of Medicaid benefit. 
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Durable Medical Equipment (DME) 
Under Medicare, DME includes certain medical supplies and items 
such as hospital beds and wheelchairs used in a patient 5 home. 

Elderly 
As used here, those 65 years and older. 

End-stage renal disease (ESRD) 
Irreversible kidney failure. The patient must either receive a 
kidney transplant or periodic lcidney dialysis. Most individuals 
with ESRD are eJigible for benefits. 

HCFA 
HeaJth Care Financing Administration, an agency within the 
U.S. Department of Health and Human Services that administers 
Medicare, State Children's Health Insurance Program, and 
other programs, 

Health professional shortage area 
A gcogrllphic area detennined by the U<S< Public Health Service 
to have a shortage ofphysicians or other health professionals. 

HMO 
Health Maintenance Organization. HMOs provide or arrange for a 

comprehensive package ofhcalth care services for a fIXed monthly 

premium with nominal copayrncnts permitted. 


HMO penetration 

Tbe percentage of insured lives in a market area enrolled in HMOs. 


Home health agency (HHA) 

An agency that specializes in giving skilled nursing services and 


othertherapeutic scrvioes, such as physicallhernpy, in patients' homes< 

Home health benefit 
The portion of the Medicare program that pays for care to 
homebowtd beneficiwics. Care must be provided by a home health 
agency that participates in the Medicare program, Covered services 
include part-time or intemlittent skilled nursing care, physical and 
speech therapy, occupational1hcrapy, and part-time or intennittent 
services ofa home health airle. 

Hospice 
A public agency Or private organization that is primarily engaged in 
providing pain relief,. symptom management, and supportive 
services to terminally ill people. Medicare beneficiwies may elect to 
receive hospice care instead of standani Medicare benefits, 

Managed care plan 
A general tenn applied to a wide rnnge of insurance plans, including 
HMOs. where choice ofproviders is limited and administrative 
measures control utilization ofservices, The types ofMedicare 
managed care plans include health maintenance organi?.ations 
(HMOs), competitive medical plllllS (CMPs), and health care 
prepayment plans (HCPPs)< The Balanced Budget Act of 1997 
expands the types of managed care plans that call participate in 
Medicare. 

MCBS 
Medicare Current Beneficiary Survey. A survey of approximately 
12,000 Medicare beneficiaries that collects infonnation on 
demographic characteristics, health status and functioning, insurance 
coverage, financial resources, and famjly supports, Beneficiaries 
are reinterviewed periodically to form a continuous profile. 

- . 
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Medicaid 

Ajoint federal~state program that provides medical assistance for 

those with low income. Medicaid is administered by the states and 

jointly funded by the states and the federal government. It was 

enacted in 1965 by Title XIX of the Social Security Act 


Medicare supplemental insurance (Medigap) 

Private insurance that supplements Medicare by paying Medicare 

deductibles and coinsurance. There are 10 nationally standardized 

Medigap policies (platL'I A ~ J). Some policies offer <:ovenlge not 

provided by Medicare; such as coverage for outpatient 

prescription drugs and care outside the United States. Also called 

Medigap Insurance. 


NCHS 

National Center for Health Statisties. The component of the U.S. 

Public Health Service that caUects and maintain;; statistics on 

various aspects ofpublic health. 


Non-institutionalized 

Individuals not living in facilities such as nursing homes. 


Office of the Actuary (OACT) 

1lUs HCF A component provides estimates ofexpenditures for the 

Medicare and Medicaid programs and ofhealth expenditures in the 

United States. 


Office of Information Services (015) 

This HCFA component is responsible for managing E [CFNs 

information technology assets, enterprise databases, and access 

paths (0 data and operational systems. 


Office of Strategic Planning (OSP) 
This HCFA component is responsible for HCFA's research and 
evaJuation program, coordinating demonstrdtion activities, 
developing and managing the long~terrn policy and strategic 
planning process, and for developing HCFA statistical publications 
including the Statistical Supplement to the Health Care Financing 
Review, and the preparation of this chart book. 

Participating physician/supplier 
A physicjan or supplier who has agreed to accept assignment on all 
Medicare claims (see assignment). 

Preferred Provider Organization (PPO) 
A managed care plan that contracts with networks or panels of 
providers to furnish services and be paid on a negotiated fee 
sehedule. Enrollees are offered a financial incentive to use 
providers on the preferred list, but may use non~network providers 
as weU (see managed care plan). 

Prospective Payment System (PP5) 
Medicare's reasonable cost payments for jnpatient hospitals wa.. 
replaced in the mid·1980s by PPS and has since been phased in 
fur inpatient hospital capital costs as welL Prospective payment 
systems are required by the BBA for outpatient hospital services, 
home health, skilled nursing facility, and inpatient rehabilitation 
services. Prospective payment systems pay providers a fn;:ed 
amoun~ detennined in advance. for the costs of each patient ba,.<red 
on the severity of the patient's health condition and may adjust for 
other factors such ali geographic locatio~ wages, service to low
income patien~ and teaching actiVity. 
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Qualified Medicare Beneficiary (QMB) 
A Medicare beneficiary with llmiood income and resources, eligibJe 
for Metlicaid coverage for the payment of Medicare pn:miums and 
cost-sharing expenses (deductibles and coinsurance). 

Risk HMO 
An HMO that is paid a predetcnnincd per-member payment from 
Medicare to provide all necessary covered services to its 
Medicare enrollees. 

Skilled care 
Skilled nursing care or skilled rehabilitation services, such as 

physical therapy, Medicare pays for nursing horne stays requiring 

daily skilled care for a condition related to a prior hospitalization, 

Medicare also pays for part-time or intermittent skilled care 

provided by a home health agency to those who are homebound. 


Skilled Nursing Facility (SNF) 

A facUity that is certified by Medicare to provide skilled nursing or 

rehabilitation services. 


Specified low Income Medicare Beneficiary (SLMB) 
A Medicare beneficiary with limitetl income and te.'X)UJCCS, but 
income greater than a QMB, eligible fhe Medicaid coverage for the 
payment of Medicare Part B premiums. 

Supplier 
A provider of health eare services, other than a practitioner, that 
is pemlittcd to bill under Medicare Part B. Suppliers include 
independent laboratories, durable medieal equipment providers, 
ambulance services j orthotists, prosthetists, and portable 
X~ray providers. 
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