
Medicine

Moral Judgment

An interesting article appeared in the March 1, 2007, issue o f  the journal Sleep, 
titled “The Effects o f  53 Hours o f Sleep Deprivation on Moral Judgment.” In this study, 
William Killgore and co-investigators hypothesized that sleep loss would affect moral 
judgments and lead to greater difficulty in using emotions to form those judgments. 
They also hypothesized that moral judgments o f  participants with higher scores on a 
test o f  emotional intelligence would be less influenced by sleep deprivation than the 
judgments o f those with lower scores. Participants were asked to judge, before and 
after sleep deprivation, the “appropriateness” o f different courses o f action in three 
types o f  moral dilemmas— “moral personal” (emotionally evocative), “moral imper
sonal” (less emotionally evocative), and “non-moral.” Analysis o f  the data revealed 
that sleep loss affected the speed and quality o f judgments in moral personal dilem
mas more than for moral impersonal or non-moral dilemmas, and greater emotional 
intelligence seemed to mitigate against the effects o f  sleep deprivation. The authors 
note that their findings do not suggest that sleep deprivation leads to immorality or a 
decline in moral beliefs, and the study does not address the moral rightness or wrong
ness o f  the actions described in the scenarios.

Reproductive Medicine

An article in the New England Journal o f  Medicine titled “In Vitro Fertilization 
with Preimplantation Genetic Screening” (S. Mastenbroek et al., July 5, 2007) reports 
the findings o f a  multicenter randomized, double-blind, controlled trial comparing 
outcomes o f  three cycles o f IVF with and without preimplantation genetic screening. 
Over four hundred women (206 in the screening group and 202 in the control group)
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of advanced maternal age underwent 836 cycles of IVF. The primary outcome, which 
was ongoing pregnancy at twelve weeks’ gestation, was achieved by significantly fewer 
women in the screened group than in the control group. Furthermore, the screened 
group had a significantly lower live-birth rate. This should not be surprising. After all, 
preimplantation screening subjects the human embryo to biopsy and chromosomal 
analysis for defects; if  no defects are found according to certain criteria, the embryo 
is implanted. How safe can the procedure be?

The findings show that preimplantation screening is not favorable to women 
and their unborn babies, and the practice should be suspended. However, the drive 
to “perfect” this immoral procedure will continue. The authors, in speculating about 
why preimplantation genetic screening did not improve outcomes of IVF, suggest that 
the current technique for analysis may be limited, leading to the transfer of embryos 
labeled as normal when in fact they are not. They write, “This problem may be over
come in the future by the use of new techniques.” They and others may be hopeful, 
but I think efforts to “improve” the procedure portend further depravity in this area of 
reproductive medicine.

Another recent article in the area of reproductive medicine, “Outcome ofAssisted 
Reproduction,” appears in The Lancet (July 28, 2007). In this well-written review, 
Alistair Sutcliffe and Michael Ludwig summarize the literature related to various out
comes in persons born by way of assisted reproductive techniques (ART), most notably 
IVF. They comment that since the first child was conceived by IVF in 1978, over one 
million babies have been born by this procedure. They state that in developed countries, 
ART accounts for 1 percent or more of births; in Finland, 4 percent. The article organizes 
and presents the data on outcomes, focusing specifically on outcomes related to ART 
and avoiding confounding factors such multiple pregnancies. The authors report that
(1) there is increased morbidity risk in pregnancy, and increased perinatal risk after 
IVF and intracytoplasmic sperm injection (ICSI); (2) the risk for spontaneous abortion 
is higher in women who undergo ART; (3) the risk for pre-eclampsia is increased in 
women who undergo ART; and (4) children born after ART are at two-fold higher risk 
of being born preterm and having a low or very low birth weight, and at higher risk 
for major malformations than children born after spontaneous conception. The authors 
indicate that babies born at term after ART are neurodevelopmentally no different from 
naturally conceived children; however, children born after IVF are more likely to need 
developmental input, and their risk for cerebral palsy is nearly three times as high.

Needs for hospital services are greater in children born after ART, and needs for 
urological surgery are greater in male infants born specifically after ICSI. Available 
evidence on social health and family relationships suggests no significant difference in 
children born after ART and those conceived naturally. On balance, ART and outcomes 
following it are problematic. But the Church’s prohibition o f IVF appeals to the truth 
of what it means to be human, not to questionable outcomes of the procedure.

Another article in the New England Journal o f Medicine assures readers that medi
cal abortions (performed by the administration of the drugs mifepristone or misoprostol, 
or both) are safe or, more precisely, that subsequent pregnancy risks for a woman after a 
previous medical abortion are not greater than the risks after a previous surgical abortion; 
specifically, the risks of miscarriage, ectopic pregnancy, preterm birth, and low birth

7 9 4



N o t e s  &  A b s t r a c t s

weight are the same (J. Virk, J. Zhang, and J. Olsen, “Medical Abortion and the Risk 
o f Subsequent Adverse Pregnancy Outcomes,” August 16, 2007). The article is based 
on a review o f various national Danish registries (Danish National Induced-Abortion 
Registry, Birth Registry, and Patient Registry). The review revealed that a staggering 
30,349 women in Denmark had abortions for nonmedical reasons between 1999 and
2004. More than half o f  them had subsequent pregnancies. After adjusting for missing 
data and other factors, the authors analyzed 11,814 o f these pregnancies— 2,710 that 
followed a medical abortion, and 9,104 that followed a surgical abortion. In a relatively 
straightforward analysis comparing the two groups, the authors found no difference in 
the percentages o f live births, ectopic pregnancies, miscarriages, preterm births, and 
stillbirths or in mean gestational age at birth and mean birth weight. The implication 
is that abortion, whether medically or surgically performed, is a safe procedure, not 
associated with adverse outcomes in subsequent pregnancies.

One major limitation o f the study is the failure o f the authors to compare the 
pregnancy outcomes in women who had abortions, especially drug-induced abortions, 
with pregnancy outcomes in women who had no prior abortions. W hat are those data? 
Would they reveal other harms, adding to countless insults and assaults inflicted on 
women by this malicious act? The authors offer a weak reason for excluding women 
with no prior abortions, asserting that this group differs with respect to socioeconomic 
status, smoking, and other health-related factors that may affect pregnancy outcomes. 
W hy not test the hypothesis rather than surmise about potential confounders? I find 
m yself wondering more and more about bias, and the unavowed agendas o f  authors 
and the journals that disseminate their views.

Toward the other end o f the spectrum concerning wom en’s reproductive integrity, 
M. Warehime, L. Bass, and D. Pedulla report on the negative effects o f  tubal ligation 
in the Journal o f Reproductive Medicine (“Effects o f Tubal Ligation among American 
Women,” April 2007). Using data from the National Health and Social Life Survey, 
the authors extend previous findings o f the negative effects o f tubal ligation on women 
who have undergone the procedure. Specifically, they consider the relationship be
tween tubal ligation and subsequent sexual problems. They found that women who 
had tubal ligations were, in the previous twelve months, more than twice as likely to 
report stress interfering with sex, and nearly 80 percent more likely to report seeing 
a physician about sexual problems. One hopes that more research revealing truths 
about human sexuality, and helping to extinguish the view o f the human person as an 
object, will find expression in the medical literature.

End-of-Life Decision Making

In their article “Texas Hospitals’ Experience with the Texas Advance Directive 
Act,” Martin Smith and colleagues report on the effects o f  this state-specific act on 
participating hospitals during the first five years it was in effect (Critical Care Medicine, 
May 2007). In 1999, the Texas legislature enacted legislation providing for a formal 
review process to resolve end-of-life conflicts that often arise when medical care is 
deemed futile by physicians and the patient or family members disagree. I f  a physi
cian deems a treatment medically inappropriate, a medical ethics or medical review 
committee is to evaluate the matter, and if  the committee concurs with the physician,
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the involved physicians and the hospital are not obligated to continue providing the 
treatment beyond a ten-day waiting period.

The investigators administered a survey to 409 member hospitals of the Texas 
Hospital Association to learn about their awareness o f the act and their experience 
with it. Sixteen percent o f the cases reviewed were pediatric cases. Of all the cases 
reviewed, the review committee agreed with the physicians in 178. There were 265 
reported outcomes in these 178 cases, and 187 o f the outcomes occurred before the 
end o f the ten-day waiting period. O f these, seventy-eight patients died, seventy-one 
patients or their representatives agreed to discontinue treatment, and thirty patients 
were transferred to another facility; eight patients improved, and the appropriateness 
of their treatment was reassessed.

These data are not surprising. If  a system is put in place to adjudicate medical 
inappropriateness, it will be utilized. Moreover, the Texas system, although created by 
the state’s legislative authority, resides in the hospital system, and thus is not likely to 
represent the true interests of patients. At the very least, the review committees are likely 
to be viewed as being biased in favor of the hospital and physicians. In my view, it would 
be best to prevent the development of such conflicts in the first place. This can usually be 
achieved through effective, empathic physician-patient communication. Unfortunately, 
current demands on caregivers in medical settings inhibit such communication.

Another article about treatment at the end of life appeared in the Journal o f Gen
eral Internal Medicine (L. Kressel, G. Chapman, and E. Leventhal, “The Influence of 
Default Options on the Expression o f End-of-Life Treatment Preferences in Advance 
Directives,” July 2007). The authors sought to determine whether, in questions about 
treatment options, implied defaults influence a patient’s selection of treatment prefer
ences. Questionnaires were mailed to patients aged sixty-five years or older who did 
not have a diagnosis of dementia. Each questionnaire included one of three different 
versions o f an advance directive that consisted o f twenty-two questions about specific 
treatment preferences. In the “withhold” version, participants were asked to place check 
marks next to the treatments they would want withheld; the default was thus in favor of 
treatment. In the “provide” version they were asked to select the treatments they would 
want provided; here the default was against treatment. In the “forced choice” version 
(the control), there were no default options for treatment preferences: participants had 
to choose for each treatment whether they wanted it withheld or provided.

One hundred six responses to the questionnaires were analyzed. Patient charac
teristics were similar in each of the three groups. In both the “withhold” and “provide” 
groups, however, more participants tended to go with the default options, whereas 
preferences expressed in the forced-choice group were midway between the other two. 
These findings suggest that patients are susceptible to default effects when expressing 
treatment preferences, and the implications are clear with regard to framing questions 
about preferences. However, a broader message ofthis paper speaks to how physicians 
engage patients in discussion, and shows that how they do so may unintentionally 
undermine relationships based on the trust that they will do what is best for patients.

Keeping in mind what is best for patients, consider an article in Pediatrics titled 
“Physician Medical Decision-Making at the End of Life in Newborns: Insight into Imple
mentation at 2 Dutch Centers” (July 1, 2007). Responding to criticism about end-of-life
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decisions for critically ill newborns in the Netherlands, Eduard Verhagen and colleagues 
reviewed the charts o f  all infants who died in the first two months o f life at two university 
hospitals in the Netherlands between January and July 2005. Over this six-month period, 
thirty infants died. Twenty-four (83 percent) o f those infants died because life-sustaining 
treatment was withdrawn, four (10 percent) died because treatment was withheld, and 
two (7 percent) died despite continued treatment. O f the twenty-eight who died after a 
decision was made to withhold or withdraw treatment, eighteen had been considered to 
have “no chance to survive,” and ten had a “theoretical chance to survive, but with very 
poor prognosis.” Parental consent was documented in all but two cases.

The end-of-life decisions were “implemented” by removing ventilatory sup
port, administering narcotic analgesic medications and sedatives, and in five babies 
administering a neuromuscular blocking (NMB) agent. The reasons cited for giving 
these medications were to diminish pain, air hunger, discomfort (including parental 
discomfort), and gasping efforts by the babies as they died. These reasons for the 
use o f  narcotic analgesic and sedative medications are, with the exception perhaps 
o f parental discomfort, generally acceptable. The use o f an NMB agent, however, is 
most objectionable. This is an agent that paralyzes all skeletal muscle, including the 
diaphragm, the principal muscle used in breathing. Its primary action is thus to elimi
nate spontaneous breathing. In babies who are not receiving mechanical ventilation, 
as these were not, its administration is obviously morally problematic. The authors 
report that in two babies the drug was used to treat the underlying disease, pulmonary 
hypertension, in accord with the hospital’s standard treatment. This assertion raises 
two immediate questions. First, use o f an NM B agent is not a primary treatment for 
pulmonary hypertension, although it may facilitate mechanical ventilation in some 
patients. Second, if  the decision had been made to withdraw treatment, and the NMB 
agent was being used for treatment, it should have been discontinued anyway.

This study is very troubling. It attempts to assure readers that euthanasia is not 
being practiced on newborns. Technically this is correct since, as the authors state, eu
thanasia cannot be applied to newborns: “We do not use the term ‘euthanasia’ because in 
the Netherlands, this can be used only when a physician ends the life o f a patient on the 
patient’s explicit request, in accordance with the Dutch euthanasia law.” The semantic 
point aside, one needs to remember that 93 percent o f  the deaths o f newborns reported 
in this study were directly attributable to a decision to withhold or withdraw treatment; 
the paper cites recent data from centers in the United States, United Kingdom, Australia, 
and Europe reporting rates in those countries between 58 and 75 percent.

Industry-Sponsored Clinical Research Trials

In the June 28, 2007, issue o f the New England Journal o f Medicine, Michelle 
Mello and Steven Joffe examine the relationships among industry sponsors for in
vestigational drug research, research subjects and patients, and clinical investigators 
(“Compact versus Contract— Industry Sponsors’ Obligations to their Research Sub
jects”). As a point o f  departure, they discuss the key elements o f a Sixth Circuit U.S. 
Court o f  Appeals case, Abney v. Amgen, decided in March 2006. This case involved 
Edward Abney and fellow plaintiffs, who were patients with Parkinson’s disease en
rolled in a phase 2 clinical trial investigating a biological product administered via a 
surgically placed catheter infused directly into a region o f the brain. Amgen was the
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industry sponsor, and the University o f Kentucky Medical Center was the clinical site. 
The protocol and consent form stated that at the end o f  the trial, subjects could chose 
to continue to receive the treatment for up to two additional years.

Am gen stopped the trial because o f  safety concerns and lack o f  efficacy. Many 
o f  the patients felt that the treatm ent helped, however, and wanted to continue it, 
but Am gen refused to provide the drug. The appeals court upheld the federal district 
court’s ruling that found that there was no contract between Am gen and the patients, 
Am gen made no promises to the patients, and Am gen had no fiduciary relationship 
with the patients. The court did note, however, that the plaintiffs m ight have a claim 
against the University and the clinical investigators.

The authors discuss the legal context in which clinical trials are conducted, 
particularly with regard to the “w eb” o f  contracts involving the sponsor, the insti
tution, investigator, and subjects. Ethical considerations are discussed, and some 
recommendations are suggested for academic centers conducting clinical trials.

An article by Paul Mueller and colleagues in the Annals o f Internal Medicine 
examines yet another aspect o f  the ethical dimensions o f clinical research (“Ethical 
Issues in Stopping Randomized Trials Early Because o f  Apparent Benefit,” June 19, 
2007). The issue here is ending a clinical trial before a predetermined time when there 
appears to be a benefit from the treatment under study. The rationale is that continu
ing to conduct the trial potentially exposes more subjects to unnecessary risk, and 
potentially delays the release o f  the new intervention to a wider population who would 
benefit from it. The authors, however, challenge this premise, arguing that stopping 
trials early for benefit almost always leads to systematically overestimating treat
ment effects. Furthermore, when certain outcomes are not part o f  the stopping rules, 
information about them will be inconclusive in some trials, and these outcomes may 
be critical to the well-being o f patients. The authors state that if  adverse outcomes are 
not sufficiently tested for, the treatment may pose greater risks when it is released to 
a wider population. The authors recognize that there may indeed be a benefit realized 
by stopping a clinical trial early for apparent benefit, but they suggest that appropriate 
measures be put into place to ensure that enough outcome events accrue before the 
trial is stopped and to reassess whether a positive trend continues.

These two studies dealing with industry-sponsored clinical research touch 
on many issues, not the least o f  which concerns potential conflicts o f  interest and 
respect for the integrity o f  the subject and patient as a person. For a more detailed 
presentation o f  important Catholic principles by which clinical research should be 
guided, the reader m ay consult Catholic Principles and Guidelines fo r Clinical 
Research, produced by The Joint Task Force on Ethics in Clinical Research o f  the 
Catholic M edical Association and the National Catholic Bioethics Center (National 
Catholic Bioethics Quarterly, Spring 2007).
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