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Table 1. Comparison of prices for human cell and tissue products: Belgium (2010) and United States of America (2000)

Human cell and tissue product

Belgium — mainly hospital-based tissue
establishments and reimbursement

system (Euros)?

United States of America —
free market with corporate tissue
establishments (US$)®

Skin of one donor (5000 cm?), processed into dermal

matrix for burn surgery

Skin of one donor, processed into collagen suspensions

for cosmetic procedures

Skin of one donor, processed into dermal matrix for

plastic surgery
Keratinocyte culture (150 cm?)
Heart valve

Femoral vein (25 cm)
Saphenous vein (25 cm)
Cornea

Sclera (4 fragments)
Pelvis (half)

Femur head

Hip socket

Femur (>25 cm)
Humerus (>25 cm)
Tibia (>25 cm)

Radius (10-25 cm)
Ulna (10-25 cm)

Knee cartilage

Patella

Powdered bone
Chondrocyte culture (one application)
Quadriceps tendon
Patella tendon

6300
No reimbursement
6300

869
3547
482
482
1245
350
2069
31
1293
1552
1552
1552
1293
1293
1810
311
233 (>3 cmd)
2069
1035
1035

30000
36000°
120000°

2475°
7000¢
3500¢
3500
3000¢
1000°
10000°
900¢
1200°
3380¢
3310°
5500¢
1950°
1880°
7000¢
525*
5000 (100 cm?3)*
10000*
2000¢
2500°

2 Prices are from 2010. They are indexed and published in a ministerial decree that also fixes the prices of lyophilization (€ 25.86 per tissue) and WHO approved
prion- and virus-inactivation techniques (€ 103.44 per tissue).
® Prices are from 2000 when € 1 was roughly equivalent to US$ 1.

the next-of-kin, the risk of exploitation
of the most underprivileged who might
donate for financial reasons, and should
decrease the risk of false or inaccurate
screening of potential donors. In com-
parison to the well known trafficking in
solid organs (e.g. kidneys), the poorest
countries are the ones most likely to sell
human cells and tissues to profiteers,
who distribute them in high-income
countries or in private clinicsin emerging
countries. While tissue establishments in
the USA do not export tissue types in
short supply (e.g. skin for burns), some
low-income countries are known to ex-
port tissue without supplying their own
country’s needs first. Should low-income
countries become the source of human
raw materials for high-income countries?

Even within high-income countries,
sophisticated human cell and tissue
products are bound to generate inequities
and abuses. Despite high hopes, tissue
engineeringand stem cell therapy are still
in infancy with only a handful of success-

ful clinical applications. Many so called
“advanced therapies” that have never been
validated through serious clinical trials are
advertised, in particular on the internet,
targeting wealthy patients in search of
hope. Unscrupulous individuals are eager
to exploit the vulnerability of desperate
and misinformed patients, who are will-
ing to pay for scientifically uncertain and
potentially dangerous therapies.
Commercial autologous cord blood
banksare emerging worldwide. They take
advantage of the vulnerability of new par-
ents to urge them to store the cord blood
(autologous stem cells, i.c. genetically
similar) for “possible” future clinical use
in their child, its siblings or family mem-
bers, a service for which they charge very
handsome fees. There are, however, no in-
dications that these autologous stem cells
will be more effective than allogenic stem
cells (i.c. genetically different), which
are stored in public cord blood banks
and are accessible to all patients in need.
Despite this, two to three times more
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autologous than allogenic units of cord
blood are stored in the USA and, in some
(emerging) countries, cord blood banks
are almost exclusively private.” If future
scientific research supported autologous
cord blood storage, shouldn’t this service
be made accessible for everybody through
public banks?

Tissue scandals prompted increased
governmental oversight' and in 2004 the
USA Food and Drug Administration
issued rules for human cells and tissue
products with a simple and clear objec-
tive: to ensure that they do not contain
communicable disease agents and that
their function and integrity are not im-
paired as a result of improper processing.
That same year, the European Commis-
sion issued the European Union Cells
and Tissue Directive, designed to assure
high standards of quality and safety, to
facilitate cross-border movements and to
ensure their availability in the European
Union. Unfortunately, the Maastricht
Treaty (that led to the creation of the
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