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Committee Report

Procurement and transfusion of human immunodeficiency
virus-positive or untested autologous blood units:
issues and concerns:

a report prepared by the Autologous Transfusion Committee
of the American Association of Blood Banks

R. Yomtoviax, C. KELLy,

AMONG THE Ms T difficull, controversial, and emotion-
tuden difemmas confronting the practice of preoperative
autologous ransfusion in the 1990s are these related w0
infectious disease marker testing of autologous blond
units in conncetion with the possible storage and trans-
fusion of infectious units. When auwologous blood
transfusion emerged from decades of dormancy as a new
paradigm of wansfusion medicine praciice in the 19805,
it was widely endoracd na the sefet form of tranefusion
therapy. ' At that time, the perceived goals of autolo-
gous transfusion therapy in improving blood transfusion
safety were primarily the prevention of transfusion-is-
sociated human immunodeficiency virus (HIV), and scc-
ondarily the prevention of other iransfusion-transmiucd
wvireses. The possibility that autologous blood donors
might themselves harbor viral agents, including HIV, was
not generally considered. However, as HIV seropreva-
lence continues 1o increase and as the donation of blood
for autologous use continues 10 grow (now accounting
for an estimated 5% of blood transtusions'’), so too daes
the possibility that the donor of autologous blood will be
infected with HIV or another blood-transmissible viral
agent.

The collection, storage, and transfusion of virally
contaminated blaod—and especially of HIV-pasitive

Ammq", ADA = Americans with Disabilities Act; BPAC
= Biood P Advisory Committee; FDA = Food and Drug Ad-
.m..ur.uw HIV = human Immunodeficiency virus.
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hluod for auolopos use—raise 4 serics of complex
medical, ethical, and legal issues, pitting the needs of an
individual patient and the physician's obligation 1o reat
apainst concerns for accidental harm e an “innocent
bestander”™"> 3 These issucs can be summarized in a sc
rizs of questions,

What, if any, i+ the medical utility of autologous

bluod transfusion in HIV-positive patients?

2. Lo thers an othical mandate for HIV. pasitive
patients o pacticipate in autologous transfusion
programs; altematively, 15 there an ethical man-
date to exclude “dangerous’
blood inventory?

. Whal, 10 the best of our knowledge, is the risk
that an HIV-positive autologous unit will acei-
dentally be transfused 1o an HIV-negative recipi-
ent, and how docs this risk compare 1o other
lile-threatening iatrogenic risks laced by hospi
talized paticnts?

4. Should infectious disease marker testing of au-
10logous bloed be mandated?

5. What sieps are required 10 ensure that the recipi-
ent receives the correct transfusion unit?

6. Arc universal precautions adequale to prolect
pursonnel involvesd in the kandling of HIV-pasi-
tive units?

7. Are there laws and orflegal precedents that af-

fuct the participation of 111V-positive patients in
autologous donor programs?
The purpose of this article is to explor: these complex
1ssues, providing the background requisite 1o the devel-
pment of policy on the procurément and transfusion of
infectious or untesied autologous blood

‘What is the Medical Utility of Autologous Blood
Transfusion in HIV-positive Patients?

It is imperative, using HIV as i model for any signifi-
cant infectious marker positivity, o affirm the medical
utility of autologous blood transfusion in the treatment
of patiemts, irrespective of their HIV antibody status
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Clearly, while the development and growth of autologo is
transfusion practice was cm.m d. mlllully by the ge.ﬂ
of p af
HIV%17 its medical unility goes far beyond this goal
Autologous blood transfusion, as a substitute for alloge-
ncic blood transfusien, is porentially cifective in elinii
nating nearly every risk, known and unknown, associated
with allogeneic blood," *' including the transmission ol
viruses. especially hepatitis and retroviruses; hemolytic
trunsfusion reactions; febrile und allergic reactions, im-
umization of the recipient o foreign red cell, white cell,
and platelet untigens, grafl-versus-host discase; and. pre
sumably, posttranstusion immunosuppression. Further-
more, since we cannot predict what new risks, especially
new agents of infectious disease, may emerge in the fu
ture or when they may emerge, avtologous transfusion
serves an imponant preventive role.”? Nonctheless, 1e-
ports of the transmissien of Yersinia enterocolitica by
autologous blood transfusion™ ™ serve to underscore the
imherent risks associated with transfusion, even of avioio-
gous hlood *

While there has been a spried debaic regarding the

of blood do-

nation, ™ particularly in those procedures with miniial
fikelihood for requiring transfusion support, there is an
overwhelming, broad consensus that autologous blood is
medically indicated as the safest form of transfusion
therapy in scheduled, elective surgical procedures in
which the typical blood loss olien necessitates blood re-
placement % Even the Health Care Financing Admin-
istration, which now considers autologous blood trans-
fusion as a covered service,’ does so under the cavear
that covered services by definition are those that are
medically reasonable and necessary. Section 1862(ap 1) A}
of the Social Secunity Act provides that the Medicare
progeam iy not pay for items or services that are
“reasonable and necessary for the diagnosis or treatment
of illness or injury or o imprave the functioning of a
malformed body member.**

It is possible that specific immunocompromised HIV-
positive transfusion recipients are at particular risk for
adverse cffects of allogencic bload transfusion. Second-
ary viral infections are often more severe in HIV-posi-
tive persons.®® # [n addition, secondary viral infections
may enhance HIV replication and accelerate the clinical
course. ¥42435! Finally, allogencic biood itself—possi-
bly either white cells and/or plasma allonnugcm from
HLA-mi blood—may lead to
ciated immunosuppression and virus activation in HIV-
positive persons ¥ Indeed. it has been suggesied that
the receipt of blood components during the course of HIV
infection is asscciated with more rapid disease progres-
sion >3 While it is possible that white cell reduction in
blood will ameliorate this effect (a lederally funded cl
cal trial is underway to assess this), it is premature 1o
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cquaie white ell-reduced bload waih astologous blood.
Thus, as the survivar period of HIV-infecied individuals
increases. ™ autologaus blood nray actually be of equal
or greater benefit to HIY-positve person than o HIV-
negative persons

Is There an Ethical Mandate for HIV-positive
Patients to Participate in
Autologous Blood Transfusion Programs?

In 1988, the Council on Elacal and Judiciat Aftairs
of the American Medical Association and the Health und
Public Folicy Comminee of tie Amernan College of
Physictans and the iofections Diseinss Soc ety of America
issued documznis off hical gadane for
in caring for HIV- infected patients.** These groups
strongly 1 the need 1 avoid di in
the care of patients who are HIV eropositive. They af-
finmed that a physician may not ethicaliy deny medical
care 1o a patient solely on the busis of HIV seropositivity.
In 1991 and 1993, the Council on Ethical and Judicial
Affairs reaffirmed the physicizn's ethical respansibility
ws care for HIV-positive patients ™" stating in pan, “Aay
discrimination that emanates from nembers of the medi-
cal profession is particularly nbjeciionable because of
medicine’s professed commitment (o moral ideals.... Nor
can physiciaus expect less medically suptisticated mem-
bers of the prblic or government officials 1o react to I\nllh
crises with and when they
do not demonsteate these chanacteristics "6 Mast
recently, the Health and Public Policy Committee of the
American Coliege of Physicians and the Infectious Dis-
eases Sociely of America reinforce d their previous stance
by maintaining that “[t]he denwal ol appropriate care to a
class of paticnis for any reason is uncthical,"$e3

Undr this ethical mandate, st autologous transfu-
ston is 4 medical service provided (o patients on a case-
by-case basis, HIV serostaws in and of itself is likely
insufficient 10 exclude HIV-positive or untested persons
trom autoloous blood donation. Indeed, the Food and
Drug Administration (FDA) curmenily aliows, but does
not recommend, the use of autologous units that test
positive (provided they are appropriatcly labeled 45 a
biohazard and provided that the auendin;; physician spe-
cifically requests their use in woitjng).*** In struggling
to maintain the rights of patients, however, blood bank
professionals are confronted with a difficult ethical di-
lemma. Should the medical wreatment of HIV-infected
patients, in the form of autolugeus transfusion therapy,
be set aside to aveid the possible risk of accidental in-
Jury? The answer rests with our confidence in the integ-
ity of our operating sysems to effectively minimize
errors and with our commitment ta the ethical mandate
1o provide nedical tre;ument 1o all individuals regard-
less of HIV scrostatus.
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What is the Risk that an HIV-positive

A Unit Will A be T
: to an HIV-negative Recipient?
The risk of accidental tanstusion of an HIV-positive

autologous unit to an HIV-negative recipicnt is unknown,
There have been no documenied instanees. Furthermore,
the risk of this occurrence is likely to vary from institu-
tion 1o institution according tw the integrity and reliabil-
ity of the systems used 1o detect and prevent errors, As
discussed by Dzik and Devarain®™ i a decision analy
sis approach 10 infectious marker wiing of autologous
blood, where ermors are commen, the medical wility 1
an individual patient, no matter how will be offsct
by the greater risk of ham 10 an “innocent bystander”
Inastudy by Renner et al ™ cvaluating weistband iden-
tification errors in 712 hospitals participating in a Col-
lege of American Pathol

study of quality issues in
transfusion pra wide vanauon i the error rate was
noted from institution to nstitution. Thus, whereas the
mean error rate was 5.5 percent, 10 percent of partici-
pants reported an error rate of 10 percent or higher (with
5% of institulions reporting error rates uf | 5% or greater)
and 25 percent of participants had coror rates of less then
I percent. According o the availuble data on 104 trans
Tusion emors reported in the State of New York over the
22 months from January 1990 through October 1991, the
risk of nadvertent transfusion of red cells o other than
the proper or intended recipient was | in 12,0004 Dur-
ng the study period, one large institution reported three
errors, while most reported none. This study does not
isolate data specific w the usc of autologous blood.

In a study by Simpson et al ™ of 175 orthopedic sur-
gery patients receiving autologous blood, there were 12
instances of clerical error, with (hat fuctor as the sole
source of exposurc ta allogencic blood in 2 percent of
cases. However, in no instance was awtologous blood
issued to the wrong recipient. A Collee of American
Pathologists Comprehensive Transfusion Medicine Sur-
wvey found that, in 20 of 3872 institutions, a uait of au-
tologous blood was reported as being transfused to
wrong patient.* Shulman calculated the risk of transfus-
ing.3 unit of autolegous blood to the wrong paticnt as 1
in 23,000, Analysis of recent data compiled by Linden
for New York State estimates this risk at { in 16,000
'nme is a clear nced for more comprehensive data on
mnl:lme of accidents and errors involving auiolo-
sous Bload.

The risk of both the random drawing of an HIV-pasi-
tive unif for awologaus use and the subsequent transfu-
sion q[lhat unit to the wrong recipient would be thy
uet of the mdcpcndcm risk of transfusion to the
person (on average, estimated au 1/12,000 to 1/25, wo
but :mamly variable from ingtitution 10 institution) and
the': rate of HIV in autolo-
gous units. Analysis af recent data compiled from all
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American Red Cross Bicod Service Regions between
April 1993 and March 1994 demonsirated, on a unit-by-
umit basis, that the HIV positivity rate for auologous
blood donations was | in 10,000 compared to | in
25.000 for allogeneic blood donaticns.™ Although HIV
seroprevelance on a unit-hy-unit basis is higher for au-
twlagous blood than for allogenci: blood. there still is only
a i 120,000,000 10 1 0 250,000,000 chance of the

v sk should
poned 1 in 600000 chance of fa-

be compared 10 the
tality secondary ta receiptof an ABO-icompatible blood
transfusion 5

In addition, it is uf inierest 10 compare the level of
teansfusion-associated risks with the oceurrence of ad-
verse events and accidenial injury cataloaued, overall,
for hospitalized patients. The Harverd Medical Practice

Sudy™™ guantitated adverse everts documented in

30,121 randomly selzcteo patient records from 51 hos-
pitals in New York State in 1954, Adverss events were
identified in 3 7 percent of hospitalizations. The authors,
exirapolating this o all dischasges in New York in 1984,
calculated 2,671,863 discharges and 98,609 adverse
events. Adverse events were classified as unavoidable—
related 1o medical management and not due 10 substan-
dard carc (non-negligent)—and avoidabic—related to
substandard care (nepligent). Of total adverse events, 28
percent (27,179) wer assceiated with negligence. OFf total
discharges, 1 in 388 (6,895/2.671.363) was associated
with death duc to nepligence. Under the wn system, the
authors felt that ali of these cases could have been suc-
cessfully litigaled. Alihough the Harvard Study docu-
mented no specific instance of bansfusion associated fa-
taiity, according 1o the ¢efimtion provided above, the
accidental transfusion of an ABO-ncompatible unit or
of an HIV-positive autolopous unit t someane other than
the intended 1 ient would be classilied as negligence.
Thus, the estimated risk of dexuth due to overall negli-
gence, as noted in the Harvard Study, is more than 1500
times greater than the risk of death due to a ncgligent
ABO-incompatible 1ransfusion and more than 300,000
times greater than the hypothetical risk of death due to
negligeht'receipt of an HIV-positive autologous unit.

It is evident that hosputalization places the patient at
substafitial risk for an adverse cvent, including death.
While' signi risks i with negli in
hlood?iransfusion appear to be comparatively small,
patentially avoidable accidents continue e occur. Reduc-
tions in the occurrence of accidents and error will depend
primarily on 1 therough analysis of our systems and the
developrnent, whenever possible, of fail-safe systemis that
make it virtually impossible (“a. low as rcasonably
achievable,” or ALARA™) 1o order blood for or dispénse
blood (o the wrong patient. As the Harvard Medical Prac-
tice Study authors noted, "Adverse =vents result from the
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intecaction of the patient, the patient’s disease, and a com-
plicated, highly technical system of medical care pro-
vided nol oaly by a diverse group of doctors, other care
givers, and support personnel, but also by a medical-in-
dustrial system that supplies drugs and equipment. Re-
ducing the risk of adverse events requires an examina-
tion of all these factors as well as of their relation with
each other™##¥4 This is a difficult but worhwhile
challenge, one that blood bankers have traditionally em-
braced. Failure 10 succeed in this endeavor means that
paticnts are placed at risk not only for the possible inad-
vertent transfusion of an HIV-positive autologous blood
unit bul, more import hat patients will be placed at
risk for the recurrent possibility of an ABO-incompatible
blood transfusion.

A recent report from Belgium deseribes 7 allogeneic
red cell transfusions, out of 2772 over a 15-month pe-
riod, administered (o incorrect recipicnts through errors
thought to have occurred after the blood had left the
blood bank.™ These were identified by review of records
within 5 working days of the transfusion. In only one
instance (a small amount of group B blood given 1o &
group O recipient) was a reaction noted. However, in no
mstance was the discrepancy actually recognized and
reported 10 the blood bank. While more striagent poli-
cies for identification prior 1o blood wansfusion arc
thought to be in place in the United States, should the
data in this study prove venfiable by concurrent analy-
sis and therefore be generalizable, the risk of ransfusion
of an allogeneic unit 1o an incorrect patient would be
approximately 1 in 400 rather than the currently assumed
estimate of 1 in 12,000 Such a presumed “bedside” er-
ror rale underscores the urgent need for all sieps in the
blood transfusion process, including those steps that fol-
Tow the blood's departure from the blood bank, 1o be held
to the same rigorous stsndards.”

Should Infectious Disease Marker Testing of
Autologous Blood be Mandated?

As autologous transfusion practice became increas-
ingly popular in the late 19805, many institutions, cspe-
cially blood centers, used the same donor history ques-
tions and laboratory screcning lests for allogencic and
autologous blood donors. Because of the high rate of
wastage of autologous blood, it was felt that this would
allow lmpmveauuhmmn if nwlrlnxiuned lulnlogmlg
units that met the
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donor history and unit labeling procedures. Donor ques-
tioning now focuses only on direct health risks o the
donar. A nawral exiension of this process would be the
complete elimination of infcctious marker lesting of au-
1ologous units. In accordance with current, applicable
FDA guidelines, the procurement. storage, and transfu-
siun of autologous units that are not tested for markers
of infectious disease have alrcady boen safely performed
ties that col
5 well as ransfuse them, "
vely. that adherence w an
wdentical standard operating procedure, while not needed
for a wotlld reduce the likelih
Indzed, from the viewpoini of administrative simplicity
and standardization, it may be argued that units of au-
tolagous and allogencic blood should be handicd identi-
cally, with testing of all units and discarding of all units
with confirmed positive test resulis.* ! In this regard, the
British Committee for Standards in Hacmatology Blood
Transfusion Task Force recently issued guidelines for
preoperative autologous blood donation ® In the section
“Practical aspects of collection. storage and transfusion,”
the task force advises that, 1s a minimum, on the first
and last autologous donations in a serics, tests for hepa-
titis B surface antigen, antibodies to HIV types 1 and 2,
and antibodhes to hepatitis C virus be performed to “es-
tablish the patient’s status for these markers and because
current practices are such that donations which are posi-
tive for any of these tests would not be issued for use and
the same criteria should apply for autologous transfu-
sion. ., [Alny donation{s) which have been collected
should be discarded with appropriate precautions and the
autologous programme for the patient should be
abandoned “THP-1% A looptole is provided, however,
in that, as siated in the introduction, “[1]t is recognized
that exceptional circumstances may arise and that the
final decision regarding the use of autologous pre-deposit
rests with the doctor who undenakes the proce-
duee. M%7 This palicy is noted 1o be in compliance with
current Guidelines for the Blood Transfusion Services in
the UK as set forth by the UK Dcpanmem of Health in
1993
Most recently, at the invitation of the FDA, the FDA
Blood Products Advisory Committee (BPAC) met on June
21, 1994, and recommended 1o the FDA that autologous
blpod and blood companents be tested for all infectious
discase markers for which allogencic'blodd and blood

could be ﬂn)ssui(wcr Tor rouling lllugemlc use.™ In the
cnsuing years, however, crossover activity has greatly
diminished, with only about 30 percent of autologous
blood cligible by allogeneic crileria to be given to other
recipients™ and only an e.sumated 2 percent of units ac-
tually crossed over.® With interest in crossover waning,*

some facilities have streamlined the autologous blood

are tested ™ However, collection facilities
would be given the option of testing only the first unit of
blood collected from a donor in a 30-day period, The
BPAC further recommended that blood and blood com-
ponents not be used for autologous transfusion if screen-
ing tests are repeatedly reactive and additional, more
specific tests are nol negative, However, as is consistent
with current policy, the use of infectious discase marker-
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positive unils would he permitied afler a written, signed,
and dated authonzation was received from the clinician.
These sui(cgu:\ of routine infectious marker testing
and of positive units
raise a number of important issues. 1) Bach strategy may
result in the discarding of noninfectious units with fosi-
tive screening fests if confirmatory test resulis are avail-
able after the need for the autologous blood has passed
or if indeterminate results are obtained. Thus, autologous
units of individuals whe really do not have a wansmis-
sible discase could be denied them if the screening tests
are done. 2) The BPAC recomamendations, in contrast 1o
the British guidelines. apparently would apply to rapid
plasma reagin- andfor fluorescent teeponemal antigen
posttive units, which would lead 1o the possible discard
of these “low-risk™ unis. 31 The BPAC recommenda-
tions, in contrast 1o the Briosh guidelines, might mean
that autologous units will in many instances be tesied for
alanine aminotransferase. Alhough the FDA does not
require or recommend alanine aminotransferase testing,
itis pcsmﬂc that many (aciliies, under the BPAC rec-
d i0 test allogeneic and ) units by
identical required tests, will exclude potential donors on
the basis of elevated alanine aminotransferase. 4) Each
strategy adds a layer ol adimmisirative complexity and
confusion that is particularly evident when discarding is
recommended but not mandutory. A clinician may cesire
10 transfuse, but the transfusion facility may refuse to
receive, HIV- or other marker-positive autologous blood;
surgery will at times be canceled o defayed; and inad-
vertent transfusion to the wrong individua! will still be
possible since infectious tiscase marker-positive units
may be maintained in the inventory. 5) Each strategy adds
4 significant cast burden to the already castly autologous
blood system, ™" and this has been ideniified as an im-
portant impediment 10 optimal use > 6) Each steategy
serves ta deny the application of autologous transfusion
to a group of patients, already harboring a viral agent,
who may be particularly vuinerable to the risks of
allogenic blood. 7) Each strategy fails 1o address the most
common cause of i d fa-
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marker-positive autolgous blood. Such an approach
would be similar 1o that recently -ecommended for deal-
ing with HIV-positive surgeons: “If w want to reduce
the risk of HIV transmission, resources are spent more
effectively on education and infection control, including
the development of improved methods and compl
than on locating and avoiding or removing infected
surgenns. e

What Steps are Required to Ensure That the
Recipient Recewes the Correct Transfusion Unit,
Whether Allogeneic or Autologous?

Spurred on by public anxiety and (e political reac-
tion in the aftermath of the AIDS epidemic, blood banks
and transfusion medicine service. are under intense pres-
sure o minimize accidents and erors. Chis pressure has
prompted the FDA to place a rencwed emphasis on gual-
ity. In addiion 1o Current Good Manulicturing Practices
for blood and blood compancats, the FLIA now mandates
the applicstion of Pharmaceutical Cunent Good Manu-
facturing Practices.” The essence of Current Good Manu-
facturing Practices is the assuranice of the safety and ef-
fectiveness of blood

The goal is not merely (o detect cirors, but 1o engi-
neer systeras and processes 1o prevent emors.¥'# Possible
approaches (o error prevention include the use of an
institutionally validated sysiem designed 1o ensure the
identification of the autalogous donor patient from unit
procurement to transfusion; the development of computer
programs 1o trach the autologous unit from collection to
transtusion and 1 impede 1he release of incomect blood
units; the prohibition of simultaneous release of autolo-
gous and allogencic bload 1a an individual patient; the
elimination of crossover of autologous blaod to use as
allogeneic blood; the development of a standardized iden-
tification system for cellection and transfusion facilitics
1o reduce the likelihoed of errors during shipping; the use
of a physical barrier system (e.g., Bluod-Loc, Novatek
Modml Greenwich, CT) to hinder wransfusion of an

1alities, namely, the inadvertent transfusion of an ABO-
incompatible unit* §) Each strategy fails o significantly
reduce the incidence of postransfusion HIV infection via
tested units, an incidence estimated at | per 225,000 trans-
fused units,* which is overwhelmingly a resolt of limi-
tations in the donor screening process and not of transfu-
sion error.
Rather than ft 3 i gof
blood as a hypothetical yet muly strategy fo: improving
transfusion safety, we should be investigating a more
global strategy encompassing the development of mecha-
nisms designed to effect systemwide error reduction,
including those mechanisms relating to the accidental
ion of ABO-i ible blood and

it (he P {2 blood bank-based
team te all aspects of
from specimen ta ion®

thé striet application of FDA and American Association
ofiBlood Banks regulations and standards to transfusion-
associated activities oecurring nol only inside but-also
outside of the jurisdiction of the blood hank, coupled with
ongeing education; the verificarion of those who control
any aspect of the transfusion process as responsible and
accountable for the outcome; and the use of ongoing
audits. P25

The possibility that a rare unit of autologous or even
allogeneic bloal within our inventory may harbor HIV
or another blood-transmissible virus should be reason

enough for id of ways to ensure that the
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tegrity of the transfusion loop is unbroken and the risk
of error is as low as reasonably achievable. In this way,
it should be possible “to protect and promote both the
public health and individual rights, =%

Are Universal Precautions Adequate
to Protect Personnel Involved
in the Handling of HIV-positive Units?

Universal precautions. the praetice of hundling blood
and body Muids from all patients as though infected with
blood-bome pathogens, were introduced by the Centers
for Disease Control in 1987% and updated in 1988.%
primarily (o help reduce occupationally acquired HIV and
hepatitis B virus infections. This practice has been fur-
ther augmented by the Occupational Safety and Health
Adminisiration ! While universal precautions are man-
dated in all instances of anticipated exposure 1o blood,
the extent of protection required depends on the nature
of the anticipated exposure. Thus, the Occupational
Safety and Health Administration has siipulated that, in
a volunteer blood donation center. “routine gloving for
all phlebotormics is not necessary,” except when the phie
botamist 1) is in training or 2) has breaks in the skin, or
1) when there is judged 10 be a risk of hand contamina-
tion, as for example, with an tient. Natu-

v e e

ref logousblood ¢rvicesto HIV.p

A inditution is likely 1 encounter litigation whether it
provides such services or chooses not (o do so.

Under a blanket policy denying autologous blood ser-
vices to HIV-infected individuals, such patients could
ke claims under the Ameiicans with Disabilities Act
(ADA)." The ADA, effective in 1992, required affirma-
tve action o remove burriers that keep disabled people
fram public accommadations and services. "™ Because a
policy denying amologous blood services o HIV-posi-
wve patients is, on its Goe, @ denial of aservice on the
tuasis of disability, clums under the ADA should be ex-
pected if such a policy 1+ adupled.

Urder regulations that implement the ADA, on the
other hand, 2 public accommodation is not 1equired to
vt an individual o benefin from its services if the
vidual poses i direct threat 1o the health or safety of
athers. 7 A tdineet threat” is a “significant risk 10 the
nealth or salety of others that canoot be elininated by a
waditication of policies, practices, of proced ires, or by
the provision of auxiliary aids or servieas ™% 11 1500 |y
wsessing whether an indivicual poses a dire:t threat, a
publi: d must make an
cvaluation, on the basis of reasonable judgment that re-

lies on current medical knowledge or on the best avail-
e db

rally, gloving would be required when the pnlebctomm
is drawing blood from patients, such as for autologous
or therapeutic donations. ™

Paradoxically. the cequirement for gloving for autalo-
gﬂus but not allcgmcm donors may mean that autologous

yinfi donors. is less isky
than ali i ,since 1) HIV
is higher for firsi-ime than for repeat allogencic do-
o™ 2y HIV serostatus (or first-time donors will not
be known at the ume of phlebotomy: and 1) gloves,
though they do nat reduce the likelihood of 4 needle-
stick,'11% have been shown o reduce the volume of
blood transferred during a accidental needlestick.'?

In any case, needlestick injuries in blood collection
staffers are reported 10 be rare, estimated in one study at
1 injury pcr6m0 collections.!™ This, coupled with the

o in blood
units of L in 10.000 and the estimated 0.5-percent risk of
serocanversion foilowing & neediestick injury, means that
& worker's risk of occupationally acquiring HIV during

of blood for use is al

12x10°%

Are There Laws andfor Legal Precedents That
Affect the Participation of HIV-positive
Patients in Autologous Donor Programs?

“There are no legal precedents that clearly define the

liability ramifications of a pelicy either to provide or

jective evidence, 10 ascenain the nature, duration,
and severity of the risk; the probablity that the potential
risk will actually occur and the possibility 1hat reason-
able medifications of pol
will mitigate the risk, "%

Because there is ne cure for AIDS, the duration and
the severity of the risk of transmission are great. How-
ever, 1o defend a policy denying sutoiogous blaod ser-
vices 1o HIV-pasitive paticnts on the busis of the “direct
threat” exemption, consensus should he reached on the
probubility of virus tran-mission o HIV -negative patients
and health care worker. and on the pessibiliy that rea-
sonahle modifications of existing policies, practices, and
procedures can mitigate the risk of mix-ups. Such a con-
sensus position should be supparted by documentation
i the medical literature, and blood servic: providers
should be prepared 1o refute studics that take an oppas-
ing view.

Bacause mr.ADA is mlatwely new, dw,rc is almost no
case law on i fa dircet-th
defense is Iiﬂu(ﬂm difficult 10 assess. Cases adjudicated
wnder the Rehabilitation Act of 1973" provide persua-
sive authority. Court decisions indicate that the level of
risk 15 a key factor in determining whether a violation of
the ADA has occurred '™ (See also Doe v Washington
University, 780 F Supp 628 [E.D. Mo. 1991] [challenge
of dental student disenrolled by University, rejected by
court, which concluded that plaintiff was nol “atherwise
qualified” because he posed “low but existent risk™ of
fransmission].)

. practicas. or procedures
;
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HIV-positive patients would therefore have & fair
chance of succeeding in their legal claims of vialation
of these laws. An individual who files a privalc action
under the ADA is gencrally limited 10 injunctive relicf,
that is, a court could seek an order 1o change the policy.
Under the Rehabilitauon Act, and when an ADA suit 15
brought by the Attomey General, a court could approve
compensalory damages. Actuat damage (o such a patient
wauld seem 1o be difficult 10 prove: however, experience
shows that juries can be unpredictable when dealing with
people with AIDS

I autologous blood services are provided to HIV-pusi
tive patients, an institution may be vulnerable to malprac-
tice claims brought by innocent vicums of mix-ups.
Monetary damage awards in a successful case could be
sigmificant, but an institution might aveid liabiliy if it
could show that it adopted and implemented safety pre-
cautions 1o prevent mix-ups and that those measures were
comparable to those taken by typical blood banks.

In most states, negligence actions brought by health
care workers against their employers are preempted un
der Worker's Compensation statutes, Morcover, as long
as blowd service providers infor their healh care work-
ers of the risks of working with HIV-positive patients and
have procedures in place (o protect workers from acci-
dental ransmission, any healih care worker who brought
a negligence claim would have difficully establishing that
the institution violated its duty of care o its

- -~ =

Mintz PDD HIV-infected patients participating in autologous
bload progsrams (reply 19 letter). JAMA 1993:270:2182
Silvergleid AJ, Preaperstive autologous donation. what have
we learnet? (editorial). Tran-fusion 1991.31.99- 101
American Association of Biocd Bank s, American Red Cross,
i mmunity Blood Conters, Jomnt Stalement.

Prevention of acquired iimmune deficiuncy syndroine (ATDS )
sepon of intes-agency re-ommendations. MIMWR Morb Mar-
tal Whly itep 1983.32: 1014
Biood policy and technology Office of Tochnolcgy Asses-
nenl, Congress of the United States. OTA-H-260, Washing.
tan Covernment Printiag Office. 1935
JAMA |986,250:2378-0
Report submited 10 hs Preident of the Unitel Soies by
Jumes D Watkins, Superinterdent of Docaments. and Chaic
mén, Presidential Commissice on he Himan [nmunodei.
¥ Virus Epidemic Washingion Presudentizl Commis.
on an th- Human Innanods ciency Virss Epid-mic. 1988
National Blood Resour-e Education Progrem Ea pers Panel,
National Hean, Lung, and Blood Institute The use of autolo-
gous blood JAMA 1990:262:414-7
Watlace EL, Surgenar DM, Hao HS, An J, Ch ipman RH,
Chuechill WH. Collactinn anc transfusion of blood and blood
componenis i the United Stdes, 1989 Transfusion
1193,31139-44.
Zuger A, Miles SH. Physicians, AIDS, anl occupational sk
Historic traditions nd  ethicsl obligatiors, JAMA
19BT:258 1924 &

. Pellegrins ED. Altruism, self-interest, and medical ethice

(editorial. JAMA 198,358 1939 40

Can BB. Patients without phyi\m;:\ the aew risk of AIDS
(vditorial . JAMA 1987,258
Charmber: LA, Kruskal! MS. Pitnp: ative autolgous blood
donatian, Transfus Mol Rev 1990:4:35-16

Sandier SG. Overview. In: Sandler 5G, Silverglzid Al cds

Conclusions

Ultimaiely, the development of 4 consensus policy on
the use of HIV-positive or untested autologous blood units
depends on the interplay of the medical wtility of such
blood and the public health implications of an accident
or emor resulting in inadvertent transmission of virus o
an innocent party, Further complicating this equation are
the auendant legal, ethical, and social concerns. Since
data bearing on each of these areas are incomplete and
still evalving, and because the risk of accident or erar
varies greatly from facility 1o facility, a uniform national
policy has not yet been promulgated. Any decisions re-
garding the use of marker-posilive or untesied autologous
blood should be based on carcfully developed and de-
ployed standard operating procedures in each facility,
designed to achieve compliance with FDA regulations
and American Association of Blood Banks® standards
while accommodating, as much as possible, institutional
and local practice considerations.
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