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Abstract

Barriers to the importation of foreign med-
ical products to Russia contribute to higher
prices on the domestic market, which is a dis-
advantage for healthcare. Such barriers, valid
also for the import of professional literature,
resulted in persistence of some outdated con-
cepts and methods in medicine. Policies pro-
moting domestic medical products can result
in their biased characterization in scientific
reports. In conclusion, more international
trust is needed for successful co-operation on
the lawful basis and elimination of unfair prac-
tices in the interests of healthcare and medical
research.

Introduction

Some papers!'? have already discussed the
complicated mechanisms of registration, certi-
fication and custom clearance of medical prod-
ucts imported to Russia. Indeed, in order to be
sold in Russia, a medical product must be reg-
istered with the Ministry of Health. For that
purpose, the manufacturer must provide
numerous documents translated into Russian,
certified by a notary or court, and for some
countries also by the consular section of a
Russian embassy. Documents and transla-
tions, often bearing more than 10 seals on both
sides, expire after some time, and the proce-
dures must be repeated. Obviously, it is time
for the authorities engaged in international
economical relations to consider acceptance of
documents in English, which is an internation-
al language.

Red-tape and corrupt practices

For a medical product to be registered, tech-
nical, hygienic, toxicological, clinical and other
assessments must be performed in a center for
expertise of medical products and other insti-
tutions. The person presenting the documents
to the authorities must be a Russian subject,
registered with the official structures.
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Furthermore, custom clearance becomes more
intricate with time, thus requiring voluminous
paperwork. There is a policy of preference for
domestic products, e.g. in the presence of a
domestic analogue, a foreign product is not
allowed to be presented, although its quality
might be higher. Furthermore, apart from law-
ful custom duties, which are relatively high,
unofficial payments are taken not only by cus-
toms but also by other involved authorities. In
some cases, foreign manufacturers are
informed about it by mediator firms, though,
having no choice but to pay, they become
embroiled in corrupt interactions.!? There are
many additional difficulties making the proce-
dures of registration, certification and custom
clearance more intricate. A former custom offi-
cial and co-director for relation with the cus-
toms said from the tribune (at the conference
Localization of the medical equipment in
Russia held in Moscow on 5 December
2012)(Deutsch-Russische Auslandshan-
delskammer 2012, unpublished data) that the
process of custom clearance is so intricate that
it is in any case advisable to hire a custom bro-
ker or engage a mediator firm in order to
export a medical product to Russia.

Mediator firms offer assistance in registra-
tion, certification, and custom clearance of
medical products. In return, exclusive distribu-
tor’s rights are sometimes requested from the
manufacturer. In this way, the mutuality prin-
ciple of exclusive rights is violated: some medi-
ator firms make use of exclusive distributor’s
rights from several manufacturers at the same
time. Numerous custom brokers and mediator
firms are profiting from the artificial barriers
to the importation of medical products.
Unofficial payments are sometimes overtly
mentioned in business correspondence. The
documents shown in Jargin together with
other evidence, were forwarded to the Ministry
of Health. As far as we know, no measures
have been taken. Moreover, the manager of the
mediator firm, where the informant had been
employed, was informed about his letter to the
Ministry, which resulted in mobbing and dis-
missal. This scenario was repeated later in
another firm, after the authorities were
informed about bribes at the customs.

Protectionism can be justified under certain
conditions in order to protect domestic manu-
facturers. However, when protectionism is
coupled with corruption, it is hardly acceptable
from the viewpoint of medical ethics: difficul-
ties and excessive expenditures in the process
of import result in price elevation for medical
products in the domestic market, thus making
them less available for the patients. The policy
promoting domestic medical products can
include indirect pressure on researchers,
resulting in a biased characterization of such
products in scientific publications,*® which, in
turn, are used for official registration of subop-
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timal products. Misleading advertising of med-
ical products and services is widespread and
regarded as a norm. Some physicians manipu-
late their patients to make them purchase the
medicines they promote. Distributing, mediat-
ing, brokerage and other firms are proliferat-
ing. Moreover, invasive procedures without
sufficient clinical indications are sometimes
applied with the actual purpose of registering
a suboptimal domestically-produced medici-
ne.’ On the occasion of the above-mentioned
conference, another speaker answered the
question Why not to simplify the custom clear-
ance and certification procedures in the inter-
ests of patients? with the following: Then
domestic manufacturers will have no chance
(Deutsch-Russische Auslandshandelskammer
2012, unpublished data). At the same confer-
ence, the fact of corruption was mentioned
several times as if it were a norm. Certainly,
imported products need to be evaluated before
admittance to the domestic market; however,
in conditions of corruption and insufficient
competence of supervising authorities, place-
bos and doubtful medications, both domestic
and imported ones, are permitted for the clini-
cal use.*

There is also the reverse of the medal. Fraud
is widespread all over the world, and skills are
developing not only in the field of fraud itself
but also for its adaptation to laws and regula-
tion, so that fraudulent intentions are difficult
to prove. There is a dichotomy in the intellec-
tual endeavor: some experts improve their pro-
fessional knowledge in the interests of science
and public health, while others develop their
fraudulent skills. Moreover, considering judi-
cial proficiency of some fraudsters and free
time they dispose of, it can be difficult and
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frustrating to prosecute them in conditions of
strict lawfulness. Under such circumstances,
societal institutions and authorities should
dispose of mechanisms to defend public inter-
ests from fraudsters, if even the latter act
prima facie in accordance with the laws and
regulations. Paradoxically, some arguments in
favor of lawlessness and even corruption are
not easy to dismiss: if fraud is invincible on a
global scale, there is no point in locally uphold-
ing lawfulness for its own sake. Therefore,
more international trust is needed for a suc-
cessful co-operation on the strictly lawful basis
and the elimination of unfair practices in the
interests of healthcare and medical research.

Import of professional
literature and plagiarism

Another topic that should be mentioned is
plagiarism. Limited access to foreign profes-
sional literature, whose import is also ham-
pered by protectionist barriers, has been one of
the causes of plagiarism in the former Soviet
Union (SU). In a sense, plagiarism has been a
substitute for the import of foreign books.
Some handbooks issued in Russia have been
compiled from foreign editions with verbatim
translations and no references given to the
sources. Such editions are often poorly illus-
trated or not illustrated at all, contain mis-
translations causing distortion of the meaning
and misleading medical practice and
research.” Admittedly, professional editions in
the international trade are not always perfect,
sometimes apparently being of a rough-and-
ready nature, which seems to have worsened
during the last decades. What is obviously
needed is a kind of a centralized international
mechanism supervising research and publica-
tion, ensuring their quality, independence
from vested interests, and preventing needless
parallelism with repetition of experiments,
clinical studies and publications.

Some physicians in Russia purchase foreign
literature with their own funds. Moreover,
books ordered via post or express mail are
detained by customs (if the total price is more
than 10,000 rubles or about 320 US dollars),
and the addressee must go personally to the
custom office, pay the VAT (30% of the price)
and a custom fee, and spend much time in
queues. The payment is received in another
quite distant office, and the receipt is then
accepted (stamped for some purpose) in the
third office in another part of Moscow.
Documentary evidence thereof was published
in Jargin.? There is no reasonable explanation
why fees cannot be collected at the same place.
The procedure takes 2-3 working days, but for
a doctor living in a remote place it can be more
complicated. The procedure is so intricate that
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a busy doctor is, in effect, forced to hire a bro-
ker. At the same time, it impedes the import of
professional literature, which is a disadvan-
tage for healthcare.

Consequences for medical
practice

Protectionism and partial isolation of
Russian medicine and medical research from
the international community has not remained
without consequences for the healthcare.
Obviously, it is one of the causes of the relative-
ly low life expectancy.® According to my esti-
mates after practicing pathology abroad for
more than seven years, an average size of
malignant tumors in routine surgical speci-
mens was at least 2-3 times larger in central
Moscow clinics as compared to provincial hospi-
tals in some West European countries, which
means that early detection of malignancies is
less efficient in Russia. Abroad, almost all mas-
tectomy specimens were without muscle. In
Moscow hospitals, the modified radical mastec-
tomy (Patey) with the removal of the pectoralis
minor muscle was the standard procedure in
the last decades, but the Halsted operation with
the removal of both major and minor pectoralis
muscles was applied as well. The Halsted opera-
tion prevailed earlier; it was recommended by
Russian textbooks of surgery and oncology for
all types of breast cancer until the late 1990s. It
was presented as a key treatment modality for
breast cancer even in some handbooks edited
after the year 2000.%1° The shift towards conser-
vation in the treatment of breast cancer in the
whole world, including less developed countries,
remained largely unnoticed in the former SU for
along time. Moreover, the negative appendecto-
my rate is higher in Russia than abroad obvi-
ously because of persistent outdated concepts of
catarrhal, chronic, and non-destructive appen-
dicitis not requiring histopathological evidence
of acute inflammation for the diagnosis.!!

Furthermore, partial gastrectomy was
applied for the treatment of duodenal and gas-
tric ulcers abroad much more rarely than in the
former SU, and its volume was less extensive.
The approach to surgical treatment of gastric
and duodenal ulcers in the former SU deviated
from international practice.’>"® Use of partial
gastrectomy for ulcer treatment has remained
disproportionately high in many institutions,
owing to technical problems, conservatism
among surgeons,” and limited availability of
medical therapy. In the 1960s, when gastrec-
tomy (removal 2/3-3/4 of the stomach) was
almost a single surgical treatment modality for
ulcer,” about 60,000 of such operations were
performed yearly in ulcer patients, while signif-
icant complications became obvious.” Later,

[Healthcare in Low-resource Settings 2013; 1:e13]

Review

when adequacy of this concept of ulcer treat-
ment was doubted, responsibility for the hyper-
radicalism in surgery was, in a veiled form,
ascribed to the well-known surgeon Sergei
Yudin, who indeed advocated gastrectomy for
ulcer treatment, including primary gastrectomy
for perforated ulcers.'® One of his arguments
was the limited availability of regular medical
treatment of ulcer in the 1940s’ SU, while gas-
trectomy promised good chances of cure.!” S.
Yudin died in 1954; however, instructive publi-
cations presenting gastrectomy as a main or
single surgical method of ulcer treatment con-
tinued to appear long time thereafter.!>8 In a
textbook of surgery issued in 1995, the
Billroth’s operations with removal of 2/3 to 3/4
of the stomach are listed in the first place
among the surgical treatment modalities of
gastroduodenal ulcers.!” Noticeably, a Yudin’s
paper from the late 1940s, recommending gas-
trectomy for the treatment of duodenal and gas-
tric ulcers, was reprinted by the main journal of
Russian surgeons Khirurgiia in 1991 without
criticism but with approving words in the pref-
ace.!” The so-called administrative factor obvi-
ously played its role:'? the support of certain
methods by healthcare authorities, who some-
times favored less individualized approaches
applicable to a large group of patients. This fac-
tor obviously contributed also to the high nega-
tive appendectomy rate in former SU and the
persistence of some outdated practices in other
fields of medicine, such as the routinely per-
formed diathermocoagulation or cryotherapy of
cervical pseudo-erosions (endocervical ectopia
or ectropion) regardless of the presence of
epithelial dysplasia. Administrative decisions
were efficiently introduced into practice due to
the authoritative management style ingrained
in Russia.

Conclusions

In conclusion, barriers to the import of med-
ical products, insufficient availability of inter-
national literature and the partial isolation of
Russian medicine from the rest of the world
have contributed to the persistence of outdated
methods in everyday practice.’ Admittedly, sci-
entific and educational institutions can have
online access to some editions, but many prac-
tical physicians and patients have not, thus
being easy victims of misleading advertising. At
the same time, limited access to international
literature has been compensated by Russian
editions. For example, a handbook of immuno-
histochemistry bearing the logo of the
International Academy of Pathology®! contains
references to questionable and potentially mis-
leading publications,”**" some of which were
previously criticized.2*30
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