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The Ebola outbreak in West Africa poses acute and novel challenges for health policy AMAF= ‘compassionate use 2 X|X|5H= Arofl/435]] 34
and research ethics. Faced with an exceptionally virulent infectious agent, limited AFRIA] Bietes WAUA] 7]@sta, e
resources and danger to health workers, local and international authorities struggle to ARt AAshe 248 BF A&stAe. . w_é’;f Qﬁf] - 3%
deploy proven public health techniques that can limit the spread of the disease. In the (300%} oJu, 50%) - -
. . . ‘AAzr 1’LS gy
midst of the crisis, experimental interventions that have never been evaluated in human | g _7]‘_j = = OM‘-,
- : - . et st ol (20%) ool Bmast ‘xA/HR | 3
trials have captured professional and public attention. The prospect of first-in-human use | - = s120)
of the.se 1ntervent10ns.dur'1ng an uncont}folled ep¥demlc ralfes many ethical questions, 1) gatal 7po] J|uke =our} 2Ee 3280z Ol & |
most important of which is the role of ‘compassionate use . Aco] £ Broz A X|2A] AFE-S 2o I 13
‘ . s . aT v == o= et
The term corr}pa§5}onate use re.fers to the use of ar.l Iunappr.ove.d. agent, o.ut31de' the AP Eoz. xF50] Moo 1 q ‘EIS Zoo o3ty - x8j0] x|2
context of a scientific protocol, with the goal of benefiting an individual patient with a A2Ao] Hare wrsUs o] Wast 2 Q= 712 opy 2 S xlojatol s
. . . .. . . Q2= - =l = L A
serious, u.sually hfe—threatinmg c;ndlt‘ilor.m I;l th.e face of a. @sease suc.h. as l])Ebola, with a AL =510 Z2H02 B0 2) A AR/ ARE/A - o weiE S2)A
1 case-fatahty‘ rate greater 't an 50%, the inc 1r'1at10n to administer pI“OI'nlSIDg 1'1t unproven £20 arjslste Ho] Aolrt = & ok SE A} A|3 5] sH2 ofsfsta
new agents in a compassionate-use manner is understandable. Allowing considerations of (108) olx] BokICH
rescue rather than scientific hypotheses to drive use of novel agents, however, risks - 3 EoA HA R BES/A ox M= oer e
.. o ey . . . 7 @K iﬁx = %g a
comprqmlslng th.e acquisition of k.nowledge. needed tg clarify their rple in the next 2) Compassionate use (S84 AJ2)2 I UA R EAE T2
epidemic and ultimately to maximize benefits for patients. Also particularly in the = xF A OIAL 213
pide , ; ‘ , SChL a4 A AR A ARONET | e g
first-in-human setting, a compassionate use approach will not necessarily prevent more 0o X0 0 ouksF A o]l 7O A7 1E6A, 7 13)
L. A i . L. N EILEt?—neoﬂo}aTM\_ ;\‘\_ —4}401-.49—} Oﬂtﬂo}K
deaths than would administration of the drug in a well-designed clinical trial. Moreover, oht}. (10%) i el
when the novel agent is scarce, clinicians and health system authorities will need to g ol
cees . . . . - ORe] Qe kst g oot
confront the difficult question of who among the many deserving patients should receive 3) A R @A 2A BESE Asto]A] ore _ Saio] wald Aat A
access. it & w15 UA ART A7 sk - 230 Rl1ARS S0} BEY
A7 gorlt. (573) - AR 24 2 £
Virulent &&XJo| 7}t
Traditionally, in medical decision-making, we depend on expert-generated guidelines. HT 7V RS YR G2 38 | woo) spo) ot A 458
Increasingly, however, in this era of patient-centered care and shared decision-making, oA} SAPF FEGeR FUYd MY e o T e o
those guidelines emphasize the role of patient preference. Although the US Preventive AArE 7180 jEuA} SHH, AR 7\10]}5 1] Hell Ritok= 205
Services Task Force recommended in 2009 that women under 50 years of age not undergo | °15 AIXISHIEA] SthisHl=A], L g | © — ojg] ¥ako] 9]Ao]
. = = 7 I o] A
routine mammography screening and that those between 50 and 75 years of age be TAE NEsHAL. o et jj*;H O;EEEJ jmjjﬂxﬁ AXE A2 92
screened less frequently, screening rates have apparently held steady or perhaps even (3007} o]4f, 50%) 5t 9J3l0] olale. uxﬂ;q 2 | 109 ARl o= ot
increased. What do physicians do about the 38-year-old woman who insists on annual R|AF= olofl ofisf gtchsh= U7Folct e A olo S{‘ 2150 ol T GRS s
2 screening because she just lost her best friend to breast cancer? The current default is to I3 2= ol Al 7IX]et Ztt. 1:?]»:_ o:ahg ke A gl mtotsta,
« » B = = = 5T = ta T AR
emphasize that decisions are “personal. AR, @A) Aol izt Y] Al = 7 (;_}%Om oz o3t Az =doz
Though physicians certainly need to be sensitive to patients’ values, it is often hard to AR ECH ke 4 9lor, 7HAJof 9l o] ojsle M} g3 Qi 108 | Aajste 714 &
distinguish values from an emotional understanding of risk. One advertisement, for instance, | %2 F&2 w3 £ ot A, CAFSS QAR THetAl 9l =x]2 mefsitt.
features a photo of a beautiful young woman, with a caption reading, “The 5-year survival =&Y, dJXIo 2 QIS X]go] YIS KAl Chot RE xJAlS SHe
rate for breast cancer when caught early is 98%. When it's not? 23%.” Though 5-year SE=pd SRl slod, 3Pt o A7 A | 10®
survival rates, because of lead-time bias and overdiagnosis, do not actually tell you whether | A, QJAtE2 %‘.’z} A, G&A R|Alo] tfgt | dee zMe gt oust 9
the test saves lives, the visceral appeal of “catching something early” easily eclipses the R A|Aals &E8ato], AP 4§ A7gst 7] wolct,
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difficult mental calculations one must undertake to figure out why early detection does not
necessarily mean living longer. That is: we do not think risk; we feel it. When we fear
something, we are far more sensitive to the mere possibility of its occurrence than its
actual probability. Our perceptions of risk are so influenced by our changeable emotions.

In addition, we do not see women walking around with “an over-diagnosis.” Instead, we see
breast cancer survivors. We barely hear people complaining about having endured painful
treatments. What we hear instead is, “Thank goodness! I had a mammogram and caught it
early.” What about the risk of over-diagnosis--being diagnosed with and treated for a tumor
that would never have become clinically significant? The potential toxic effects of treatments
make over-diagnosis the greatest potential harm of mammography screening.

Defaulting to patient preference in the face of uncertainty has become the moral high
ground. But it is as much physicians’ job to figure out how to best help patients lead
healthier lives by using their expertise in clinical and scientific knowledge as it is to honor
their preferences.
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What if a patient--after diagnostic tests have been performed, and there is no more
certainty to obtain--still has a 1 in 100 chance of having venous thromboembolism (VTE)?

Most clinicians may have difficulty answering the question because of the need for
judgment about treatment when certainty is impossible. This judgment has to balance the
absolute benefit against the absolute harm in treating a disease when there is uncertainty
that the disease exists. This concept reflects a treatment threshold representing the
probability of a disease, such as VTE, above which treatment would provide more benefit
than harm, and below which treatment would produce more harm than benefit.

Any recommendation about the use of diagnostic testing must begin with a judgment
about the value of treatment once the diagnosis is made. For example, testing for some
diagnoses for which treatment is not helpful and, additionally, carries significant harm, is
not a good idea. Also, testing for a diagnosis that has an effective and beneficial
treatment but with little associated harm or cost is also not good clinical care because in
this case, treatment may always be best. An example might be testing for causes of a
sore throat in a patient with a high probability of a treatable infection for which no set of
negative tests would dissuade a clinician from recommending treatment.

venous thromboembolism &0
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One of the most influential philosophers of the post-Renaissance period was René
Descartes (1596~1650). In De homine, published posthumously in 1662, Descartes theorized
that filaments within each nerve tube operated tiny "valves" that could control the flow of
animal spirits into the nerves. He thought that external stimuli would move the skin,
which would pull on these filaments to open valves in the ventricles. This allowed animal
spirits to be released from the ventricle reservoirs into the nerves, which in turn would
trigger the muscle to move. He presented this reflexive theory to account for involuntary
movement.

Descartes believed that voluntary movement demanded the interaction of the rational
soul with the automaton. According to the drawing from De homine (1662), the light
entered the eyes and formed images on the retina. Hollow nerves from the retina
projected to the ventricles. The small movements by the pineal gland in the brain
regulated the flow of the animal spirits through the intricate system of pipes and valves.

Descartes also redrew the boundaries of the mental. The essence of Descartes' mind is
thought or consciousness. Descartes understood thought as including “everything which
we are aware of as happening within us, in so far as we have awareness of it. Hence
thinking is to be identified here not merely with understanding, willing, imagining, but also
with sensory awareness.” Descartes thought that the soul “considered directly” the forms
or images when it perceived an object. He identified the pineal gland as the locus of a
sensus communis where communications occurred with surrounding bilateral structures.

The solution to the mind-body problem proposed by Descartes was argued and not
widely accepted. Among other things, the pineal gland was even better developed in wild
animals than in humans even though the brutes were considered soulless automata.
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