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Introduction

Obesity, hyperinsulinemia and insulin
resistance are important factors in the
pathogenesis of Type 2 Diabetes mellitus
(non-insulin-dependent diabetes mel-
litus, NIDDM) and in further associat-
ed metabolic and cardiovascular disor-
ders like dyslipidemia and hypertension.

e common clinical picture is sum-
marized with the term metabolic syn-
drome and has reached pandemic pro-
portions in the Western, industrialized
countries. In obesity, it has been con-
vincingly shown in the past years that
the number of adipocytes increases and
they also increase in size.  ese adipo-
cytes, as endocrine cells, secrete free fatty
acids and proteins, so-called adipokines
and adipocytokines, which among oth-
er things, contribute to the development
of glucose metabolism disorders. In a re-
cent Finnish study epidemiological data
was presented [12], which indicate that
individual parameters of the metabolic
syndrome (e.g. obesity, BMI > 27 kg/m )
are associated with an increased risk for
prostate carcinoma. A similarly signif-
icant study, a 16-year follow up study,
was introduced by Coughlin et al [6], in
which diabetes mellitus was shown to be
an indicator for cancer mortality in a co-
hort of 467,922 men and 588,321 women
in the USA.  eir epidemiological con-
clusion: diabetes mellitus (Type 2) was an
independent indicator of cancer mortali-
ty, in regard to colon, pancreas and breast
carcinoma in women, and also an indi-
cator for liver and bladder carcinoma in
men. Such newly revealed relationships

and indications between the most impor-
tant diseases in the Western world have
prompted the American Cancer Society,
the American Diabetes Association and
the American Heart Association to re-
lease common statements, how in a con-
centrated e ort the social and nutritional
resources for the preventative protection
of the consumer and/or patient should be
initiated [4,9].

In a European, prospective investiga-
tion that has been published as the Can-
cer Norfolk Study, the authors Khaw et
al were able to demonstrate a relationship
between elevated HbAlc values, which
are 0 en observed in poorly adjusted di-
abetics, and the risk to develop colorectal
carcinoma [11].

erefore it is not curious that more
and more research e orts, both nation-
ally and internationally, are being made
to create nutritional stategies that can be
so enacted in the long-term in consum-
ers and patients, in order to reduce the
risk of developing these diseases or posi-
tively in uencing their course.

In a controlled, prospective study the
authors Deibert, Konig, Schmidt-Truck-
sass et al [7] introduced clinical data
showing that an intervention in obese
patients with a formula consisting of soy,
yoghurt and honey, in addition to a pro-
gram of physical activity and life-style
coaching, can lead to both a weight re-
duction without losing muscle mass. and
to a signi cant betterment in the impor-
tant parameters of the metabolic sys-
drome. In earlier studies [22] it has been
shown that such a neutraceutical formu-
la of soy, skim milk yoghurt and honey
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Summary

Several studies have suggested that
the metabolic syndrome may alter
the risk of developing a variety of can-
cers colon, pancreas, breast, liver,
gall bladder and the associations
are biologically plausible. The Ameri-
can key societies Cancer Society, Di-
abetes and Heart Associations have
stated that the current approach-

es to health promotion and preven-
tion of cardiovascular disease, cancer
and diabetes do not approach the po-
tential of existing knowledge. A con-
certed effort to increase application
of public health and clinical interven-
tions of known ef cacy could substan-
tially reduce the human and econom-
ic costs of these diseases. Moreover,
cancer survivors received less care for
other medical conditions. In addition
to a scienti cally trend-setting weight
reduction study [7], we introduce
here data of a dietary intervention
study in non-insulin dependent dia-
betes mellitus (NIDDM), showing that
a regular support for 26 weeks of the
day-to-day eating habit with a high-
soy-protein/milk/yoghurt formulation
(Almasedfi, Bienenbuttel, Germany,
St. Petersburg, FL, USA) down-regu-
lates hormone (insulin, 1L-6) and bio-
chemical (fasting glucose, trigliceride
levels) parameters which may contrib-
ute to the carcinogenic process.
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contains bioavailable components like
genistein and daidzein; with a regular in-
take an iso avoid level in blood can be
observed, similar to those measured in
for example Japanese women, who have
an epidemiological proven reduction in
breast cancer risk. It was demonstrated
in a nutrition-oriented Phase | study that
such a formula is excellently suitable for
the nutritional-physiological supplement
in chemotherapy protocols [23].

Study Design and Methods

e study was performed as prospective,
open-label eld study during the period
June, 2003 February, 2004 by physicians
in private practice with the quali cation
as general practitioner (G.G. and N.S.),
and a practice with the diabetes specialty
(J.E.-N.); the length of the study, includ-
ing the recruiting phase, was 32 weeks.
30 men (average age 63,8 y) and 30 (av-
erage age 63,3 y) women each were cho-
sen, who ful lled the study requirements
(no insulin-dependent diabetes mellitus
type 2, oral medication or diet plan, am-
bulant therapy possible, informed about
the food Almasedfi/Somisanfi, no change
in medication nor life style without con-
sent of the physician); of those, 28 men
and 23 women were analyzable, because
the participants were allowed to cease
intake of the soy-honey-skim milk-yo-
ghurt formula at any time and without
mentioning the reason. e participants
knew that this was not a pharmaceutical
study according to AMG. An interven-
tion study with a food product common-
ly available on the market does not fall
under the jurisdiction of an ethics board;
blood specimens were utterly necessary
for the supervision of the e cacy of the
antidiabetic therapy within the frame-
work of the physician therapeutic plan.

e patients agreed however to have
their data registered with a pseudonym
and analyzed for scienti ¢ purposes. e
length of the study was 26 weeks.

At the time point of recruitment the
standard lab workup of blood parame-
ters, fasting blood sugar, HbAlc, insulin,
weight were measured, and a glucose tol-
erance test was performed (visit 0).

Following 8 and 20 weeks (visit 8 and
20) the serum fasting blood sugar and in-
sulin levels were determined.

Following 14 and 26 weeks (visit 14
and 26) the standard lab workup of blood
parameters, fasting blood sugar, HbAlc,
insulin and weight was again measured, a
glucose tolerance test was performed and
additionally a self-questionaire was lled
out by the patients who were in the study
a er 26 weeks, which documented the
tolerance of each ingested formula and
their subjective well-being.

e participants in the study ingest-
ed 50 grams of the soy-honey-skim milk-
yoghurt formula daily; they mixed and
dissolved the food powder in enough lig-
uid, according to their diet plan. e pa-
tients were not to deviate from physician
recommendations and documented their
diet in a diary.

Glucose, triglyceride and cholesterol
values were standardized in an autoan-
alyzer and measured with enzyme calo-
rimetry and insulin in an RIA-assay. e
glucose burden was determined follow-
ing a 12-hour fast with a drink consisting
of 75 grams glucose in 150 ml of water,
a er one and two hours. According to
a Master Protocol all data was recorded
in an individual case report form (CRF),
from which the data was statistically an-
alysed using ANOVA, all values are rep-
resented as average values with standard
deviation. According to the study design
each participant in the study was his/her
own control. e visit zero (0) was the
base value (without dietary intervention)
of each individual parameter, the change
in which was monitored over the course
of the study period; a complex food with
its unique biotechnological composition

isdi cultto testin ablinded fashion, be-
cause the taste component, which should
be special for food, plays a role for exam-
ple in the compliance. Because the in-
tervention study was performed with a
freely available food and the patient was
informed of this, it would have been pos-
sible for him to have recognized a place-
bo based on the taste and appearance.

Results

Following 14 weeks of ingestion of the
soy-honey-skim milk-yoghurt formula, a
signi cant decrease (p < 0.05) in the fast-
ing blood sugar of the participants was
observed (fasting value should/can be
with a diet < 120 mg/dl), which was sta-
bilized on the level of the study collective
until week 26 (Figure 1). A er 26 weeks,
levels were reached, which are on the
threshold of the de nition of glucose in-
tolerance (126 mg/dl).

As can be seen in Figure 2, the HbAlc
value decreased signi cantly by week 26
(p <0.01), a result that is especially note-
worthy in light of the aforementioned
correlation between an elevated HbAlc
value and the colon carcinoma risk.

Insulin as a growth hormone can
serve as a signal for tumor proliferation,
because many tumors have insulin and

insulin-like receptors; experimental
results showing this have recently been
published from a German group using
an endocrine model for hepatocarcino-
genesis [8]. In spite of the physiologi-
cally short half-life of insulin, a low in-
sulin serum level should be strived for,
in order to minimize the risk of growth
stimulation of occult tumor cells. As
can be seen in Figure 3, the fasting mea-

Due to the food science basis the decision was justi ed to investigate, (i) wheth-
er such a formula (Almasedfi, Bienenbuttel, Germany, St. Petersburg, FL.) can posi-
tively in uence the blood parameters in patients with obesity and Type 2 diabetes
mellius who concurrently, as documented in the international literature, also have
an increased cancer risk, and (ii), whether tumor patients, who often suffer from
Type 2 diabetes mellitus, can be provided with a supplementary, nutritional-pre-
ventional enhanced formula for oncology patients (Somisanfi, Hamburg, Germa-
ny) on the basis of the clinical results of the mother-formula (Almasedfi), in order

to simultaneously reduce their risk of illness  diabetes vs. cancer

tional-physiological contribution.

with an nutri-






