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Testing in the years ahead: new pressures and new concerns 

J.R. Boys 

In the past, testing by blood banks was Intended primarily to ensure product quality 
or donor safety or to meet existing regulations. As a result of recent pressures, 
especially the AIDS epidemic, additional reasons to test have become evident_ Al-
though some of these reasons are not easy to accept, it is appropriate to review 
them and to evaluate a new approach to reaching blood bank decisions that have 
public policy Implications. It Is suggested that The Institute of Medicine of the National 
Academy of Sciences sponsor a new and permanent structure for this purpose. 
TRANSFUSION 1990:30:63-67. 

a 1977, GtaLirr, in an article in this journal,' ariic-
uLeted the concerns of many blood bankers when she 
wrote about the need to shift the emphasis in serologic 
testing from unproductive procedures to more important 
problems. That article, plus the interest of others, kin-
dled a new awareness • that unlimited and unnecessary 
testing could no longer be justified. Giblett's article 
stressed what had become a concern of many: that test-
ing without direct benefit to the patient was wasteful. In 
the years that followed, an evaluation of previously es-
tablished routines and work patterns continued, with the 
goat of reducing serologic testing to the amount that 
could reasonably be expected to help the patient. Ques-
tions about overlesting and a desire to see adequate doc-
umentation of the value of new serologic tests before 
they were added became the norm. The benefits from a 
reevaluation in work patterns plus the demand for data 
before the institution of new tests were beneficial to all, 

especially to the patients who received appropriate 
.'ices and were not charged for unnecessary work. 
The traditional world of blood banking, and with it 

many of the methods by which decisions had been made, 
came to an abrupt and painful halt with the acquired 
immune deficiency syndrome (AIDS) epidemic and the 
realization of what that epidemic would mean to trans-
fusion medicine. The field has shifted from one domi-
nated by serology to one in which infectious disease 
transmission, donor concerns, and the quest for total 
safety have become paramount. In this setting, it seems 
appropriate to review why we test, how new tests should 
be evaluated, and how decisions that will need to be 
made in the years ahead should be made. Decisions about 
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new tests arc and will continue to be difficult, and this 
difficulty is compounded by strong pressures to contain 
the cost of medical care. 

The usual and most obvious reason for testing is to 
enhance the safety of transfusion. There can be no doubt 
that the overriding concern when considering any testing 
is the furthering of the best interests of the patient. But 
what has become apparent in recent years is that many 
other factors enter into the decision to test or not to test. 
Some of these factors are easy to understand and justify, 
both to ourselves and to others. Others are less easily 
defended, but they definitely exist. What is needed now 
is a way to approach testing so that we will be able to 
make intelligent decisions, know why they were made, 
and be comfortable that such decisions can stand public 
scrutiny. 

Reasons to Test 
There are several reasons to institute (or continue) a 

particular test: 

• Patient safety 
• Donor safety . 
• Staff safety 
• Improvement in the quality of the product 
• Federal, state, or local requirements 
• Requirements of "voluntary" accrediting agencies 
• Reduced medieolegal vulnerability 
• Liability insurance 
• Reduction in costs 
• A marketing advantage. 

Many of these reasons are self-evident and need little 
discussion, whereas others are less clear and will cause 
concern when they suggest the use of a test that appears 
to offer little in the way of increased patient safety. It 
does seem, however, that an open and honest appraisal 
of why new tests arc suggested can only be beneficial to 
our decision-making process. 
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laborious record keeping) is undertaken only to meet an 
association's inspection requirements. While this prac. 
tice was more common in the past, examples can prob-
ably be cited today as well. 

Reduced rnedicolegal vulnerability 

• For blood banks and transfusion services, one of the 
most frightening consequences of the AIDS epidemic 
has been the hostile legal climate that now exists. The 
rash of AIDS-related suits and financial judgments against 
blood banks have added a new dimension to decisions 
about testing. Such decisions may no longer be made 
only on the basis of what appears to be good for the 
patient or donor. Medicolcgal consequences must be 
considered in the decision whether to add tests. For ex-
ample, there are good arguments for the institutign of 

RTLV-I testing, but one can question whether this 
_c...ttion would have been made so quickly without blood 
banking's recent experience with AIDS. 

Measures designed to reduce medicolegal exposure 
are now considered along with those intended to enhance 
patient safety. The long-term consequences of this are 
yet to unfold, but a new approach to defining standards 
of practice may help in deciding when new tests should 
be added. This, in turn, may lessen pressure to increase 
testing for only "legal" reasons, 

liability insurance 
The medicolegal vulnerability with which blood banks 

now live has Ied to a situation in which insurance cov-
erage is becoming increasingly difficult to obtain. The 
natural response on the part of both underwriters and 
blood banks is to do everything possible to avoid even 
the slightest possibility of liability. And everything often 
translates to more testing. A test no longer has to be 

vest effective; it need only look like the right thing 
do to be considered as one way to guarantee insura-

bility. What is true for lawyers is equally true for insur-
ance underwriters, who represent a new group that must 
be involved in the decision on what tests will be done. 
The concept of being uninsured in this age is frighten-
ing—hence the need to take any and all steps to maintain 
coverage. The end result is often a decision to add an-
other test. As with medicolegal exposure, if a decision 
to test can be based on scientific data coupled with a 
recommendation from a recognized and unbiased group, 
insurance underwriters should be satisfied. 

Reduction to costs 
An argument can be made that, at times, additional 

testing will reduce costs. For example, HLA testing of 
donors before apheresis allows only suitable donors to 
be recruited. If there were a rapid test for antibody to 
hepatitis B core antigen, it could be worthwhile to in-
stitute it rather than to draw blood that may have to be 

discarded. As patient needs become more well defined, 
it is likely that more specifically selected donors will by 
used; for example, only cytomegalovirus-negative do-
nors with high platelet counts will be chosen for some 
recipients. Testing to reduce cost is unusual today, but 
it may become more important as we develop additional 

.patient-tailored services. 

A marketing advantage 
One result of the recent trend of viewing blood bank-

ing as an industry has been the increasing application of 
traditional marketplace values to the decision-making 
process. The consequences of this arc only beginning to 
be realized, but it is possible that some tests may be 
offered primarily to increase a blood bank's market share 
in a competitive environment. Such considerations could 
apply both to donor recruiting and to the competition to 
gain more customers for the blood bank's products. 

The use of only volunteer donors, along with the con-
tinuing difficulty in recruiting enough donors to meet the 
demand, has forced recruiting personnel to find inno-
vative ways to elicit and maintain interest in blood do-
nation. Because all gifts or incentives with monetary 
value are considered unacceptable, some banks have of-
fered free testing for substances such as blood choles-
terol and blood sugar. This additional testing can be 
viewed as an effort to increase market share (in this case, 
donors). Examples of tests offered as donation incentives 
have been reviewed in the literature,s but tests to in-
crease patient or physician requests for a particular blood 
bank's components have been discussed only in an un-
official way. 

It is apparent that all tests cannot be applied to all 
donations at all blood banks. But it is also apparent that 
some blood banks can and do offer more extensive test-
ing than do others. In fact, only strong federal interven-
tion has prevented this practice from becoming more 
widespread. When a particular segment of the blood sup-
ply is tested, especially for' infectious agents, and when 
the competitive segment is not similarly tested, problems 
are sure to arise. The fact that the offered tests may not 
have demonstrated efficacy, may not be cost-effective, 
or may not even be of value has little effect when the 
motivation for their introduction is to increase market 
share. The problem is even more difficult when, as is 
often the case, the tests have or can reasonably be ex-
pected to have some value. 

The dilemma is clear. Should a blood bank or trans-
fusion service have the right to add tests and to say that 
these tests are being done, even without claiming that 
they increase the safety of the blood supply? Or should 
there be restraint, governmental or otherwise, that forces 
all blood banks to a single standard of testing? The latter 
position may sound unreasonable in our competitive and 
market-oriented society, but given the realities of today's 
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to start with, will be a negative factor when new tests 
are considered by blood banks. 

Discussion 

Giblett's admonition that "serious thought should be 
given to the best and most efficient ways we can direct 
our efforts to protect patients from the hazards of trans-
fusion and provide them with the products they really 
need"r is no less true today than it was in 1977. But the 
setting in which we work has changed, and considera. 
tions over and above patient protection have become 
important in deciding what testing is indicated. We no 
longer have the luxury of working in a relatively re-
stricted environment. Blood banks and their practices 

ave become the focus of interest of many individuals 
td • groups, not all of whom are supportive of the tra-

ditional blood bank system. There is a need to rethink 
the way in which blood bank decisions that have public 
impact are reached and a need to accept that factors in 
addition to patient safety have a role to play when de-
cisions, particularly. those related to testing, are being 
made. 

Pressures to add a new test often arise before adequate 
data are available, because interested parties demand im-
mediate action. Such parties include researchers who have 
a special interest in the test, reagent and kit manufac-
turers, health care activists, legislators who perceive a 
problem or seek an issue, and the press, all of whom 
have their own agendas and goals. What is needed is a 
mechanism to reach proper decisions in such a setting. 

Two previous structures, each dominated by the blood 
banking community, have failed. Neither The Joint Blood 
Council nor The American Blood Commission was able, 
'n the long run, to react adequately to blood banking's 
)roblems. I suggest now that future problems be ad. 
dressed by an organization responsive to, but not dom-
inated by, blood bankers. The organization should be 
highly regarded in medical, political, and lay circles; be 
aloof from blood banking's turf wars and political prob-
lems; be able to act quickly and speak with authority; 
be scientifically.based; and include individuals who are 
seen as patient and donor representatives. The organi-
zation should include blood bankers, but not necessarily 
as "representatives" of existing organizations; it must 
not be just another blood bank committee. In my view, 

'The Institute of Medicine of the National Academy of 
Sciences is the ideal organization to sponsor such a group 
and provide the framework for a new approach to de-
cision making in the area of blood bank practices as they 
affect public policy. The institute has already shown evi-
dence of an interest by hosting •a conference to examine 
the topic of a zero-risk blood supply. 

67 

Any group that attempts to establish policy will need 
data, and it is incumbent upon the blood bank commu-
nity to take a leadership role in providing such data. The 
recent HN p24 antigen study done jointly by the AABB, 
the American Red Cross, the Council of Community 
Blood Centers, and the FDA is a sterling example of 
how such data can be gathered with a cooperative ap., 
proach. These groups recognized a problem, design 
and implemented a study,'and now have data that 

design

be used to reach a decision. There will be other cases 
where such studies can provide much-needed data, and 
the results plus unambiguous recommendations from a 
neutral group can be of great value when blood banks 
assess the need for new tests. At the same time, this 
approach should increase public confidence in our blood 
banks and reduce our exposure to charges of self-serving 
behavior. 

Some pressure for new tests arises from fear of liti-
gation. No approach can eliminate a blood bank's ex-
posure in this area, but following scientifically based 
recommendations from an organization such as The In-
stitute of Medicine will go a long way in establishing 
that a particular blood bank's approach met the accepted 
standard of care. In such a setting, those who make 
decisions for blood banks should feel less pressure to 
recommend tests that can be justified only in terms of 
reducing medicolegal exposure. 

Finally, the issue of donor and recipient participation 
can be addressed —albeit imperfectly—by including rep-
resentatives from these groups in the decision-making 
structure, both nationally and locally. Candidates can be 
found in many places: labor unions, industry, schools, 
government, social societies, service organizations, and 
consumer advisory groups, to name a few. The right 
people can grasp the issues and contribute a meaningful 
voice to the deliberations. The need now is to accept the 
new reality, to work constructively in the altered setting, 
and to accept the fact that new forces have come into 
play. 
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