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cells means. Detailed rules on this matter have been in-
cluded in the provisions of the Polish Act of 1 July 2005
on the collection, storage and transplantation of cells,
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Summary:

The use, collection and modification of human biological ma-
terial/the human body is a difficult, controversial and challen-
ging subject demanding deep analyses of all the ethical, social
and legal aspects. Use of the human body for experimental
purposes for or without the reward is often criticized. It is
clear, however, that not all researches on new medicinal pro-
ducts, medical devices or cosmetics can be carried out on ani-
mals only. Contribution of a human being in experiments and
clinical trials (including organs, tissues or cells) is the only
way to verify safety and efficacy of a tested method or substan-
ce. Storage of human biological material intended for tests de-
mands meeting conditions provided by legal standards and
showing respect for the human body and human dignity; that
is why biological material must be, as a rule, stored in cell and
tissue banks (biobank). Any entity that wants to operate a bio-
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bank must meet a number of complex requirements before
entering this narrow, difficult and demanding market. This
is the result of legislative chaos and fragmentation of laws at
the national and EU level, but also social, ethical or religious
prejudice. However, biobanks are an indispensable research
tool for understanding genetic or environmental grounds of
many diseases, e.g. hereditary ones. Biobanks can undoub-
tedly revolutionize the health market and contribute to the
further development of personalized medicine. However, the
entity willing to establish a cell and tissue bank must meet
and take into account several criteria. Any entity considering
the foundation of a biobank wonders whether this activity
will be profitable and whether it can be included in the chain
of clinical trials.

Key words: biobank, human biological material

Basic legal status

EU regulations on transplantation can be found in
respective directives. Standards on quality and safety for
the donation, procurement, testing, processing, preser-
vation, storage and distribution of human tissues and
cells and products derived from them intended for hu-
man applications are covered by Directive 2004/23/EC

(art. 2, item 1). In accordance with the Directive, a cell
and tissue bank (biobanks) is a bank or a unit of a hos-
pital or another body where activities of processing,
preservation, storage or distribution of human tissues
and cells are carried out. The facility of this type can be
also responsible for collection or testing of tissues and
cells (art. 3 point o) of the Directive). The Directive does
not, however, define what the term of testing tissues and

tissues and organs (hereinafter: the Transplant Act; de-
tailed information on the law, no, etc. is missing).

Qualification of cell and tissue banks

Art. 1 of the Transplant Act determines the rules
for the collection, storage and transplantation of cells,
including hematopoietic cells of bone marrow, periph-
eral blood and umbilical cord blood, tissues and organs
derived from a living donor or a cadaver, as well as the
principles of testing, processing, storage and distribu-
tion of human tissues and cells. Although the law de-
fines a cell and tissue bank as an organizational unit
operating in the collection, processing, sterilization,
storage and distribution of tissues and cells, which can
also collect or test tissues and cells (art. 2 item 1 point 1),
art. 25 determines explicitly that cell and tissue banks
are created for the collection, processing, sterilization,
storage and distribution of tissues and cells for trans-
plantation. In addition, art. 2 item 1 point 14 clarifies
that testing within the meaning of the Act are any op-
erations that involve tests determining the suitability of
cells, tissues or organs for transplantation in humans.
From the analysis of the provisions of the Directive and
the Polish Act one can draw a conclusion that the word-
ing of the Directive that regulates handling of human
tissues and cells “intended for human use” has a broad-
er meaning than the one introduced in Polish law using
the term of “transplantation”. Due to the wording of the
regulations, cell and tissue banks in Poland performing
operations not intended for transplantation cannot be
recognized as cell and tissue banks. Therefore, for the
qualification of the entity it is essential to define the use
of cells and tissues. If the cells or tissues are processed,
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stored, etc. beyond this intention, we cannot talk about
a biobank. This is the first criterion to be taken into ac-
count when creating a biobank.

In addition, it should be noted that the same Trans-
plant Act also applies when cells, tissues or organs are
obtained in connection with their removal during some
other medical intervention carried out as a treatment
not a transplantation procedure (art. 21 of the Trans-
plant Act). The acquisition and the use of such acquired
parts of the body, however, requires adequate notifica-
tion of the donor and receipt of donor’s conscious, in-
formed and prior consent (art. 22 of the Bioethics Con-
vention).

However, it appears that there are no cons to operate
a biobank for the purposes of an experimental medi-
cal treatment (introducing new or partially proven di-
agnostic, therapeutic or prophylactic method by the
physician to achieve direct health benefits by a person
being treated or a particular patient) and an experimen-
tal medical research (intended for expanding medical
knowledge and conducted on healthy and ill people;
permissible if participation in it is not associated with
the risk, or the risk is low and is not disproportionate
to the potential positive results of such an experiment),
in particular a clinical trial being a type of an experi-
mental research (in accordance with art. 21 of the Act
on practicing professions of a physician and dentist (O]
2008, No. 136, item 857).

Some biobanks uniquely qualify their operations as
focused on the collection, processing, storage and dis-
tribution of cells which are the subject of scientific re-
search, which will be eventually used in humans (such
as Biobank at the University of Warmia and Mazury in
Olsztyn, Faculty of Medical Sciences; poltransplant.org.
pl). The use of stem cells is of particular importance in
researches on medicinal products. Thus stem cell banks
constitute important support in conducting clinical tri-

als. Among the certified stem cell banks one can find for
instance: Public Stem Cell Bank in Checiny at the Re-
gional Centre for Science and Technology; Diagnostyka
Stem Cell Bank Sp. 0.0. in Cracow; Progenis — Stem Cell
Bank in Krakow; Cell Bank of the Department of Cell
Biology of the Faculty of Biochemistry, Biophysics and
Biotechnology at the Jagiellonian University; Bank of
the Laboratory of Cell and Tissue Engineering of the
Malopolska Biotechnology Centre. Conducting clinical
studies using stem cells contributes to the development
of personalized medicine in a special way - allows for
specific therapy tailored not only for a specific disease,
but for specific groups of patients or selected patients,
including searching for effective treatments (of cancers
for instance).

For this reason, this sort of entity is established to
acquire human tissues and their preparation for human
use (processing, preparation, processing), storage and
distribution in accordance with accepted legal princi-
ples and technical standards (Komender 2004, 13-17).
But there is no requirement that each unit must perform
all the activities referred to in art. 2 item 1 point 1 of the
Transplant Act.

Therefore, an entity that aspires to be a biobank
must meet a number of requirements, in particular to
obtain a permit from the Minister responsible for health
affairs to carry out the planned activities (art. 25 of the
Transplant Act) and to follow the requirements of the
Transplant Act in this regard.

How to obtain a permit to conduct a biobank

Any entity willing to operate a biobank must sub-
mit an application for an administrative decision al-
lowing such activities (art. 27, item 5 of the Transplant
Act). Therefore, in accordance with art. 26 item 2 of the
Transplant Act, any entity applying for authorization

submits an application to the National Center for Tissue
and Cell Banking (hereinafter: the Center).

The application for the permit should reflect the type
and the scope of planned activities and specify both
types of tissues and cells, as well as all the operations
that they will be subject to. For example, the application
can include:

o “gathering, processing, storage and distribution of
hematopoietic cells of bone marrow and peripheral
blood for transplantation purposes”;

« “collection, testing, processing, storage and distri-
bution of hematopoietic cells of umbilical cord
blood™

o “collection, processing, sterilization, storage, te-
sting and distribution: allogeneic and autologous
musculoskeletal grafts, allogeneic and autologous

Person responsible meets the requirements of art. 28 item
2 of the Transplant Act, so she/he has at least higher educa-
tion in the field of medical or biological sciences and two
years of professional experience gained in a biobank or enti-
ties operating in the field of processing, preservation, stora-
ge, distribution, collection and testing of human tissues and
cells.

Elements of the applications (art. 26 item 6 of the Transplant Act)

» Document identifying a person authorized to represent the entity

+ Information on the number of employees and their qualifications
(these persons should go through a special training)

+ Opinion state sanitary inspector on meeting the requirements set
out in the Regulation of the Minister of Health dated on 20 Novem-
ber 2006 on professional sanitary requirements for cell and tissue
banks (Journal of Laws No 218, pos. 1598)

« List of rooms and devices, organizational structure, responsibilities
of employees, expected scope of activities

+ List of cooperating entities having impact on the quality and safety
of tissues, plus detailed specification of recommended activities
along with carbon copies of agreements concluded with these
entities

+ Name of the person responsible for following the Transplant Act in
the entity
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mucosal and connective tissue grafts, allogeneic

and autologous blood vessel grafts, allogeneic

and autologous cell grafts” (examples from http://

www.poltransplant.org.pl/banki.html;
12.01.2017)

According to art. 26 item 5 of the Transplant Act,

a biobank shall obtain a license to operate within the

declared scope as far as it meets the following condi-

access:

tions:

o It employs qualified personnel, including a person
responsible for ensuring that the biobank follows
the provisions of the Transplant Act and the rules
laid down in the quality assurance system;

o Its facilities and equipment received a positive opi-
nion of the competent sanitary inspector;

o It presents a draft quality assurance system refer-
red to in art. 29.

The permission is granted for a period of 5 years (art.
26, item 4 of the Transplant Act).

The entity subject to inspection should expect the
following two main areas to be covered:

o fulfillment of the conditions required to obtain
a permit, i.e. any requirements on the qualification
of employees, premises and equipment, and the
quality assurance system. The quality assurance
system involves the following documents:

« standard operating procedures;
o guidelines;
» code of conduct;
reporting forms;
donor cards;
information on the final destination of tissues or

cells.

PERMIT APPLICATION PROCESS
A.Up to 1 month

Al.Up to 7 days upon receipt
of the notification

B.Up to 1 month

C.Up to 1 month since the
receipt of recommendations
D. Up to 7 days before the
inspection

E. Up to 14 days upon ending
the inspection

E1. Up to 14 days upon the
receipt of the post-inspection
protocol

E2. Up to 14 days upon sub-
mitting objections

F.Up to 1 month upon the
receipt of the report on the
implementation of post-
inspection recommendation
G. Up to 1 month since posi-
tive verification of introduced
recommendations

H. Up to 1 month upon the
receipt of the post-inspection
conclusion from the Center

I.Up to 1 month since KRT
session

J. Up to 1 month upon the
receipt of KRT opinion

K. Operations upon the deci-
sion of the Ministry of Health

The Centre carries out formal assessment of the application and in case of a positive result requests the
Minister of Health to carry out an inspection in the entity that submitted the application

The proposal does not meet formal requirements. The Center calls the applicant to rectify the shortcom-
ings with the instruction that failure to remedy the deficiencies within the prescribed period results in
leaving the application without consideration.

The Minister of Health conducts or recommends conducting inspection by the Center in the entity that
submitted the application. (art. 35 item 2 of the Transplant Act). (See details of the inspection below)

The Centre sets a deadline of control of the applicant.

The Centre notifies the entity about the date of the inspection and its scope.

On the basis of the application, observations of the inspection and submitted documents, inspection
protocol is prepared, and its two copies signed by inspectors are forwarded to the auditee.

The audited entity may submit objections to the submitted protocol or accept it and undertake the rec-
ommendations made during the audit, relating to the removal of shortcomings (misconduct, non-com-
pliance). In the case of the approval of such a protocol the entity signs and returns one of the received
copies and sends it to the Center with a timetable covering the implementation of the recommendations
made. In the case of objections to the protocol, the entity submits them to the Minister of Health.

Minister takes into account or rejects the objection in his final decision.

Upon receiving the letter on the implementation of recommendations with accompanied evidence, the
Center conducts the assessment of the submitted documents.

The Center applies to the Minister of Health for issuing the permit to the entity in accordance with its
request indicated in the application including post-inspection report in the application.

The Minister of Health shall forward the application, together with copies of attached documents to the
National Transplant Council (hereinafter KRT) for the review of the application (art. 26 item 3 of the Trans-
plant Act).

During the following session KRT issues its opinion on the request of the Center forwarded by the Minis-
ter of Health, and the Chairman of KRT forwards its opinion to the Minister of Health.

The Minister of Health shall assess whether the entity applying for the permit and its subcontracting enti-
ties meet the statutory conditions and decides whether to issue or to refuse the permit.

The Center is notified by the Minister of Health about having issued a decision and in the case of a deci-
sion to grant the permit it enters the biobank’s data on the public website. In case of a negative decision,
the entity requesting the permit may apply to the Minister of Health for reconsideration of the case in
accordance with art. 127 of the Code of Administrative Procedure (OJ 2016 pos. 23).
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Specific requirements regarding the quality system
that should be met by the biobank have been included
in the Regulation of the Minister of Health of 9 October
2008 on the requirements to be met by a quality assur-
ance system in the biobank (Journal of Laws 2008 No
190, item 1169).

o meeting further requirements of the Act in respect
to:

« labeling and packaging of tissues or cells and
documenting these activities. Requirements on
labeling, monitoring and criteria for safety and
quality of cells and tissues and organs are pro-
vided for by art. 7b-37e of the Transplant Act,
and the Regulation of the Minister of Health of 2
April 2010 on the unique marking and monito-
ring of cells, tissues and organs (Journal of Laws
2010 No. 75, item 486);
ensuring the highest quality of tissues and cells
during their distribution;
storage of tissues and cells under monitored
conditions;
labelling of cells, tissues or organs in a way that
allows the identification of a donor using a uni-
que code (according to the Regulation of the Mi-
nister of Health of 2 April 2010 on the unique
marking and monitoring of cells, tissues and
organs);

o collection and storage of documentation;
o security and protection against unauthorized
data additions, deletions or modifications;

« medical records of donors and transfer of infor-
mation to unauthorized persons;

o the procedure to resolve data discrepancies;

« providing protection against unauthorized dis-

closure of data, ensuring monitoring capacity of

the tested cells, tissues or organs;

conducting the validation of all processes;

The range of characters for the unique marking for
the collection of:

« bone marrow and hematopoietic cells of peripheral blood -

from 4 000 to 4099;

« hematopoietic cells of umbilical cord blood - from 4 100 to

4199;

- cells, tissues and regenerating cells or tissues other than bone

and hematopoietic cells of peripheral blood, umbilical cord
blood - from 4 200 to 4299;

- vascularized organs - from 4 300 to 4399.

Additional labeling information allowing for identification:
« country of collection;

- name and address of the entity collecting cells, tissues or

organs;

- year of collection;

- serial number of collection;

« type of cells, tissues or organs collected;
« type of collection;

- class, attribute and modifier defining the operation of proces-

sing or storage;

- medical products and materials in direct contact with the cells,

tissues or organs.

o identification of critical moments of all the pro-
cesses that should be controlled based on the de-
termined acceptance criteria;

« conducting qualification of the equipment, tech-
nical devices and the environment hosting the
process;

o entering into agreements with entities collabo-
rating, cooperating with collection teams and
concluding contracts for storage with natural
persons;

« exporting or importing tissues and cells, respec-
tively, from and to the Polish territory.

Responsibilities of a biobank in regard to other
entities

The fact that biobanks have obligations to verify
whether any entity, whose activities affect the quality
and safety of tissues and cells processed in coopera-
tion with the entity, complies with certain criteria of
the Transplant Act, is not without significance. It is also
important in respect to the assessment of a biobank
whether it conducts genetic tests (e.g. typing for trans-
plantation of hematopoietic stem cells, the detection
and identification of antibodies), sequences DNA or
modifies genetic material.

Any biobank is obliged to respect the rules of data
protection, as personal data concerning a potential do-
nor, the donor, the potential recipient and the recipient
are confidential and shall be protected under legal re-
quirements of professional and business secrecy and the
provisions relating to medical records maintained by
medical entities (art. 19 of the Transplant Act).

Acceptability of compensation

The only act in international law that regulates the
issue of researches on biological material is a soft law
reflected in the Recommendation of the Council of Eu-
rope (2006) on research on human biological material.
This act emphasizes the general obligation to inform
and obtain informed consent from donors of biological
material, both in the case where the material is collected
for a particular biomedical experiment and when it has
been previously collected to conduct another experi-
ment or for any other purpose than scientific.

The reasons for this are complex. First of all, there
are big differences in normative terms as for the status
of the human body and its parts in individual countries.
The European law has prohibited the commercialization
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of the human body and its parts what is reflected in art.
3 item 2 of the Charter of Fundamental Rights of the
European Union (the principles of non-commerciality),
art. 21 of the European Convention on Bioethics and
art. 7 of the Recommendations of the Council of Europe
(2006) (Jablonska, 2013, 123-125). Concretization of the
principles of exclusion of the human body and its parts
from the market is regulated by the Biotech Directive,
which contains a provision on the prohibition of patent-
ing the human body and its elements, as well as tech-
niques recognized as violating public order and moral-
ity (art. 5 and 6 of the Directive). Domestic legal orders
about this issue are also treated variously. In Germany,
for example, parts of the human body that have been
disconnected (isolated) are can be traded, but must not
be a source of financial income. In Britain, the Human
Tissue Act 2004 does not give a man any property rights
to the biological material originating from his body but
some courts seem to allow the possibility of treating the
human body as an object. In Poland, the provisions of
the Transplant Act exclude biological material from the
market which is treated as res extra commercium.
Secondly, a very big social and ethical controversy
arises from the issue of maintaining the appropriate
balance between two factors: business benefits and so-
cial benefits from the commercial use of results of re-
searches on biological material. The conflict between
business and public interest is fueled by the issue of
protecting rights of individual donors of biological
material. In this context, there are two groups of views
to be highlighted. The first one states that research on
human biological material are less ethically controver-
sial because they involve less risk for the patient and
therefore can and should be conducted for the common
good, in line with the principle of freedom in scientific
researches. The second group says that due to the fact
that third parties can get access to information about

aman (and often more people related with him) as a re-
sult of research on human biological material, there is
arisk of violation of fundamental values such as dignity,
autonomy, privacy and protection personal data of the
donor material.

In Poland, the provisions of the Transplant Act ex-
clude biological material from the market. Such biologi-
cal material are large organs (kidney, lung, heart), and
cells and tissues of skin or blood stem cells.

Above all, Poland is not yet a part to the European
Convention on Bioethics (the Convention was signed by
Poland on 7 May 1999, But has not been ratified until
now). Nevertheless, even if the Polish law prohibiting
commercialization of the human body and its parts
could not be stemmed directly from art. 21 of the Con-
vention on Bioethics, this rule will result from the system
of protection of personal interests adopted in the Polish
legislation and settled in the Polish case law, as well as
legal concept reflected in the literature that the human
body and its parts must be classified as elements closely
related to the personality of man; and thus belong to the
realm of his personal rights. Consequently, such a pro-
tection and disposing of the human body and separated
parts of the human body are subject to the wider regime
of protection of personal interests (personal interests
that come into play here, especially psychological integ-
rity, personal inviolability, health, life, privacy, etc.). Ac-
cording to the judgment of the Supreme Court of 5 July
1973, III CRN 161/73, conducting various medical and
anthropological researches, examinations, collection of
fingerprints, blood, hair, body secretions, etc. can lead
to the violation of personal rights, including his physi-
cal integrity. In this context as well, the issue of consent
of the holder is particularly important.

Such an interpretation is favored by the reference
to the definition laid down in Directive 2004/23/EC
of the European Parliament and of the Council as re-

gards traceability requirements, notification of serious
adverse reactions and events and certain technical re-
quirements for coding, processing, preservation, stor-
age and distribution of tissues and cells human (EU O]
L 294, 25.10.2006, p. 32).

Art. 3 of the Transplant Act introduces the principle
of free donation of tissues, cells and organs. Art. 3 item
1 of the Transplant Act expressing this rule says that no
payment or any other pecuniary or personal benefit can
be requested or accepted due to the collection of cells,
tissues or organs from the donor. This provision cor-
relates with the prohibition of the commercialization
of the human body and its parts expressed in the EU
and international documents mentioned above. On the
other hand, art. 36 states that proceedings on the cells,
tissues and organs in the meaning of their collection
from living donors may be carried out only by entities
operating in the field of medical treatment within the
meaning of the Act of 15 April 2011 on medical activity,
and having permits issued by the minister responsible
for health affairs for performing such activities (art. 36
p. 1a of the Act). This provision imposes the obligation
for any biological material to be collected only by au-
thorized institutions. At the moment, in the light of Pol-
ish regulations, collection of any biological material for
research can be conducted only by a doctor and a den-
tist (but not by, for example, a geneticist, biologist or
biochemist).

A biobank must not also pay compensation to the
healthcare entity that provides organs, tissues or cells
in the amount exceeding any necessary return for in-
curred costs and burdens associated with the storage of
biological material, the additional protection balanced
with the lack of costs associated with the disposal of col-
lected biological material. A biobank does not have to
provide any payments or rewards for donors, if they do
not incur any additional costs or burdens when their bi-
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ological material is collected on the occasion of another
surgery which they decide for independently from the
decision of forwarding their living biological material
to a biobank. In the result, there is no problem with the
assessment of excessive rewards or payments that would
encourage to donate organs for remuneration (which is
in turn would be subject to the charges on trafficking
of human biological material) or constitute too high
incentive for a donor of biological material that would
prevent him from making conscious decision.

The ban on compensation for donated tissues and
cells does not prohibit the biobank against the collec-
tion of fees for the transportation of tissues or cells,
their storage or processing or cultivation, and for the
transportation of collected cells or tissues to the health-
care entity conducting transplantation (pursuant to art.
3 of the Transplant Act). The interpretation of these pro-
visions leads to the conclusion that return of costs is due
the entity conducting given actions, not the entity of the
donor.

Condlusions

Undertaking business activity as a biobank demands
meeting a number of legal requirements, and obtaining
the permit is time-consuming. Nevertheless, conduct-
ing business activity as a biobank allows to earn certain
income and to develop space laboratory. Currently there
is no law regulating operation of biobanks in Poland.
There are also a lot of questions of ethical and legal na-
ture in conducting a biobank. Their activity is particu-
larly governed by the right to privacy and requirements
relating to the so-called, prior obtained and informed
consent for the use of biological material, but the con-
tents of the received statement may raise a number of
concerns, and ultimately the final content of the consent
on the specific handling of the biological material may

be difficult to determine. The number of restrictions is
significant; however, it does not mean that the establish-
ment of a biobank is elusive. There are 44 biobanks of
different range of specialties regarding collected tissues
and cells in Poland registered in the KCBTiK register.
Biobanks operating on the market are located predomi-
nantly at hospitals and universities. Therefore, these are
entities supporting activities of hospitals and university
hospitals, certainly not geared to achieving significant
financial benefits.
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