
T h e  n e w  e ngl a nd  j o u r na l  o f  m e dic i n e

n engl j med 361;13  nejm.org  september 24, 20091316

There is no evidence that the high-risk fea-
ture of node positivity after chemotherapy should 
be used to deviate from completing periopera-
tive chemotherapy. Although the fact that less 
than 50% of patients in the MAGIC study re-
ceived all six cycles of chemotherapy suggests 
that a benefit may be obtained without receiving 
all doses of chemotherapy, there is no analysis 
to justify abandoning the perioperative strategy 
that we initiated in the treatment of our pa-
tient.

Furthermore, although node positivity increases 
the risk of locoregional recurrence, distant me-
tastasis probably remains the dominant pattern 
of treatment failure.3,4 Thus, we were hesitant to 
abandon a level 1 recommendation with demon-
strated metastatic benefit1 for an approach with 
no metastatic effect.2,4 The role of chemoradia-
tion remains unclear, in terms of both necessity 
and timing, and we look forward to the results 

of the Adjuvant Chemotherapy or Chemoradio-
therapy in Resectable Gastric Cancer (CRITICS) 
study (ClinicalTrials.gov number, NCT00407186) 
to clarify this issue.
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CMS’s Landmark Decision on CT Colonography
To the Editor: Although evidence-based, cost-
effective medicine is an important concept and a 
goal to strive for, these concepts must be applied 
in a way that is cognizant of the needs of real-
world patients. The decision by the Centers for 
Medicare and Medicaid Services (CMS) to deny 
Medicare beneficiaries access to computed tomo-
graphic (CT) colonography, as discussed in the 
Perspective article by Dhruva et al. (June 25 issue),1 
will adversely affect tens of thousands of Ameri-
ca’s seniors. Contrary to statements made by the 
CMS, data that are specific to a population over 
the age of 65 years exist and show that CT colonog-
raphy is clinically effective and cost-effective for 
this population subgroup.2 These data were pre-
sented to the CMS before its recent ruling. The 
CMS also argues that access to CT colonography 
does not guarantee increased screening rates, yet 
the National Naval Medical Center has seen a 70% 
increase in colon screening since CT colonogra-
phy was offered as an option. Respected medical 
professionals and associations, including the 
American Cancer Society, stand behind the value 
of CT colonography for the Medicare population,3 
and 97% of the public comments on this decision 
favored coverage.4 Beyond this CMS decision, 
there are potentially serious repercussions asso-
ciated with the authors’ proposed rigid and unre-

alistic data requirements. Placing such require-
ments on all coverage decisions would severely 
curtail patients’ access to lifesaving technologies.
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The authors reply: The analysis of CT colonog-
raphy that Cash cites used a model that was vali-
dated in younger adult populations,1 and the 
CMS’s final decision memo noted that this model 
had been neither well tested nor previously used.2 
Furthermore, the memo acknowledged that this 
analysis combined outcomes from screening for 
colorectal cancer and abdominal aortic aneurysm. 
The Preventive Services Task Force recommends 
performing such screening only once in men who 
are 65 to 75 years of age and who have a history 
of smoking; the task force does not recommend 
such screening in women.3 Thus, less than one 
sixth of Medicare beneficiaries would be expect-
ed to have any benefit. Although the CMS reviewed 
other data showing that CT colonography is cost-
effective only at reimbursement levels that are 
much lower than current rates,4 its decision was 
based primarily on the inadequacy of the evidence 
of benefit for this test and not its cost-effective-
ness.2

The CMS covers what is “reasonable and nec
essary.”5 It would be irresponsible to cover ser-
vices for which there are no clinical data show-

ing benefits among its beneficiaries, since such 
services may be associated with harm — from 
additional unnecessary testing and procedures, 
anxiety about “incidentalomas,” and additional 
diagnoses of uncertain clinical implications. It is 
essential that the CMS make decisions on the 
basis of high-quality clinical trials that reflect 
the effects on its elderly population.
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Hypersensitivity to Generic Drugs with Soybean Oil
To the Editor: The use of generic drugs has 
increased in the European Union in recent years. 
The main regulatory requirement for these prod-
ucts is that they be bioequivalent to the branded 
drug. However excipients such as soybean oil can 
be a cause of hypersensitivity reactions1,2; the 
protein content of fully refined seed oils should 
be suspected in the case of allergic reactions.3

We report on two women (58 and 81 years of 
age) who presented with anaphylaxis a few min-
utes after ingesting a generic omeprazole cap
sule.4,5 In both women the systolic blood pressure 
fell to less than 90, and both had sudden onset 
of difficulty breathing. Both women had previ-
ously taken nongeneric omeprazole and had not 
had a reaction. The generic drug that each of the 
women took contained approved soybean oil as 
an excipient. After the women provided written 
informed consent, skin-prick tests and soybean-
specific IgE assays (ImmunoCAP assay, Phadia) 
were performed. Patient 1 had a wheal diameter 
of 20 mm after the injection of soybean extract 
(ALK-Abelló) and a wheal diameter of 14 mm 
after the injection of the powder contained in a 

capsule of generic omeprazole diluted 1:10 in 
0.9% saline solution; her soybean-specific IgE 
level was 9.01 kU per liter. Patient 2 had a wheal 
diameter of 14 mm after the injection of soybean 
extract and of 12 mm after the injection of the 
powder contained in generic omeprazole; her 
soybean-specific IgE level was 23 kU per liter.

The skin-prick tests for nongeneric omepra-
zole were negative in the 2 patients and in 10 
controls without atopy. The skin-prick tests for 
generic omeprazole extract were positive in five 
patients who were sensitized to soybean (wheal 
diameter, 10 mm).

An IgE dot blot (Bio-Rad) was performed on 
the powder contained in generic omeprazole cap-
sules from two manufacturers, on the powder in 
nongeneric omeprazole capsules reconstituted 
in 20% ethanol and 80% water, on soybean ex-
tract, and on soybean oil. The serum from the 
two patients showed a positive response to the 
generic omeprazole produced by each of the two 
manufacturers, to soybean oil, and to soybean 
extract but a negative reaction to diluent control 
wells and to nongeneric omeprazole. The serum 
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