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Preface
I

The following considerations and recommendations on the collection, use and storage of human biological
material in research, constitutes the first report of the Irish Council for Bioethics. The following report is the
product of a comprehensive evaluation of international best practice and wide-ranging discussions by the
working group and has been thoroughly considered and endorsed by the Council.
Ethically and legally significant issues are raised by the use of human biological material in research .
The Council was mindful of the diversity of views and opinions held by members of the community on this
issue. The Council believes that the contributions from the working group and the Council, both of which
are multidisciplinary in composition, should ensure that such diversity is acknowledged and reflected in
this report.
I would like to take this opportunity to sincerely thank members of the working group and Council who ·
gave generously of their time and expertise. The Council is extremely grateful to all those who took time to
respond to our public consultation, whose input greatly benefited this report.
The Council hopes these recommendations will facilitate the ethical conduct of research involving human
participants and aid researchers in meeting the challenges encountered during the research process. The
Council welcomes discussion and comment on this document, as inevitably new developments in science
and medicine will require review and revision of this document in the future. The Council looks forward to
actively engaging in constructive dialogue on this issue .
\1

Dermot Gleeson SC

Chairman

Irish Council for Bioethics

Foreword .
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The collection of human biological samples and their importance and value to medical research is neither
a matter of contention nor debate: for medical research to progress and flourish, medical researchers need
to have and to study human biological samples . Much progress in healthcare has been achieved by such
research 1·2 .
While the medical and scientific necessity of human biological samples is accepted, the n:ianner of their
collection has become a matter for discussion and certain events such as the issue of organ retention have
brought some of the matters to the fore . Questions in relation to the use of human biological samples have
become of interest and concern to members of the public at large, 1 t~ e clinical, medical research, forensic
and legal communities .

1 1

It is understood that varying types of medical research entail varying degrees of risk . In therapeutic
research a procedure such as gene therapy may carry certain risks to the research participant which in
term s of th eir degree may be entirely different to the risk involved in non-therapeutic research such as
where a biological sa mple is taken from a research participant for an epidemiological study. Th e ri sks in
th e latter example will be minimal. However, whatever the type of research or risk involved, progress in
research can neve r be at the medico-ethical compromise of a research subject. The dignity of an individual
must at all times be considered 3 .4· 5 .
Th e proper achievement of medical and scientific progress surely lies in a proper consideration of legal
and ethi ca l norms so that an environment of balance is reached within which the dignity and autonomy
of individuals is respected, and by which research can expand and flourish . It must be remembered that
research may directl y and/o r indirectly benefit individuals in terms of their health . This fact must also be
ta ken into account w ithin a properl y consid ered medica l, legal and ethical research framework.
In Ireland , human biologica l material collections exist in variou s formats . No studies have been carried
out to estim ate th e number of such coll ection s. However, such collection s have existed for many years and
if science and medicine are to progress, th ey must continu e to exist. Th at imperative ca n only be achi eved
w ithin an ethi cal mindset an d framework which ensures donors (those who give/donate such material) of
such materi al th at such a framework exists. Thi s will be achieved by ensuring that primarily, the autonomy
of donors is respected. Such achi evement w ill in-turn ensure that th e rel ation ship between donors and
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International Ethical Guidelines for Biomedical Research Involving Human Subjects (Council for International Organ izations of Medica l
Sciences, CIOMS, 2002) at 19. "Progress in med ica l ca re and disease preven tion depends upon an understandi ng of physio logica l and
pathologica l processes or epidem iologica l findings , and req uires at some tim e resea rch involvi ng human subjects. The col lection, analys is
and interpretation of information obtain ed from resea rch involvi ng human beings contribute significantly to the improvement of human
health. "
Korn. D "Ti ssue Archive to the Adva nce ment of Medi ca l Know ledge and the Pu blic Hea lth" in: National Bioethics Advisory Commission,
Research Involving Human Biological Materia ls: Ethical Issues and Policy Guidelines (Vol ume II Comm issioned Papers, 2000) at E-4 .
" . .from the very adven t of pathol ogy as a sc ientific disc ipl ine, human tissue sa mples obta ined in th e provision of med ica l care (or at
autopsy) have bee n consid ered and managed (de facto, if not de jure) as a uniq ue public resea rch resource, the accessibi lity and use of
wh ich has immeasurably adva nced medica l knowledge for th e enormou s benefit of all humankind ."

3

In th e word s of Ju stice Denham in t11 e Supreme Court: "An unspec ifi ed right under the Constitution to all persons as human pe rsons is
digni ty - to be trea ted with dignity. Such right is not lost by ill ness or accident. .. Decision-making in relati on to medical treatment is an
aspect of the right to priyacy; however, a com ponent in the decision may relate to persona l dignity. " Un tile matter of A Ward of Court
ll996] 2 IR 79 at 193\
United Nat ions . Universal Declaration of Huma n Rights, adopted and proc laimed by General Assembly resolution 217 A (Il l) of 10
December 1948. Article 1, "A ll human beings are bo rn free and equal in dignity and rights. They are endowed with reason and conscience
and should act towards one another in a spirit of brotherh ood" .

., Cou ncil of Eu rope. Convention for the Protection of Human Rights and Fundamental Freedoms as amended by Protoco l No.11 . 1998.
Article l, "Parties to thi s Convention sha ll protect t11e dignity and identity of all human beings and gua rantee everyone. without
discrimination, respect for the ir integrity and other righ ts and fundam en tal freedom s with rega rd to the application of biolor,iy and med icin e".
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donees/sample recipients (those who take/ receive such material) is one that is based on trust. Once su ch a
relationship exi sts, it encourages, it is hoped, ethical medical research to flouri sh.
The Working Group on Human Biological Material s wa s, from the outset, determined not to re-invent th e
wheel. Much excellent work on this issue has been carried out internationally and was of great assi stan ce
in th e work and deliberation s of the Council and the Working Group . Th e Group wi shed to set out w hat it
saw as evolving 'universal principl es' but to also place such principles into the context of th e Irish situation.
In order to better understand this situation, the Working Group engaged in a wide public con sultati on. Th e
terms of reference of the Council places a responsibility on it to:
" . .. promote public understanding, informed discu ssion and education. "
The Coun cil ta kes thi s responsibility very seriously. However, such ends cann ot be achieved without the
input of those who respond to the call for such consultation . To those w ho responded , th e Group and th e
Iri sh Coun cil for Bioethics (!CB) are very sincerely grateful for th eir generou s tim e and efforts in thi s regard.

Purpose and Nature of the Report
Th e purpose of thi s report is to fill wh at th e Council rega rded as a vac uum in Ire land in terms of a deta iled
report, whi ch examined multiple aspects of human biological sa mples w ithin th e co ntext of medica l
research6 .

I\

Th e report has been th e culmination of two yea rs of wo rk in which th e Wo rking Group met on a nu mber
of occa sions to di scuss the many issues of compl exity in vol ved in th e subject matter. The report co mmences
with a summary of recomm endations for th e purposes of conveni ence . However, the summaries ca nnot be
read or understood properly w ithout the context and adva ntage of th e main text and th us should only be
read as a summary and no more. In th e discussions of th e Working Grou p, a consensus existed in relation to
th e necessity of embracing, properl y understanding and puttin g into pl ace best practi ce measures pertaining
to co nsent. It is hoped that thi s document assists in prom oting such measures. Other comp lex issues such
as th e archiving of human bi ologica l materi al and its use and com mercialisati on are also discussed.
Th e repo rt is di vided into six ch apters dealin g w ith th e foll owi ng topics:

1. Th e uses of hu ma n biol ogica l materi als
2. Consent

3 . Archi va l of materi al
4. Com merciali sation

5. Confi dentiality and pri vacy
6. Management of materi al
Th e appendices co nta in , in append ix one, a deta iled analys is of the responses rece ived from th e public
cons ultation. In this regard we are grateful to Dr. Patrick Flanaga n for his great en ergy in the preparation of
th e ana lys is. Append ix two is th e information sheet provided to th e public and wh ich was adverti sed in th e
national press and wa s opened for respo nse on the Council's website. Append ix three is a genera l sam ple
consent form for use as a template.

For other reports on related ma tters especially in relation to genetic research in Ireland, see further: Sheil\11 A.A. Genetic Research and Human
Biological Samples The Legal and Ethical Considera tions. 2002 . Health Research Boa rd ancl Smith D. Ethical ques tions to be considered by a
research ethics committee when approving clinical trials w/lic/1 involve genetic testing (Irish College of General Practitioners 2003) .
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It should be noted that there are certain issues, which this report does not discuss. Thus, the definition

\

of human biological m_aterial for the purposes of th is report, does not include embryos and foeta l material.
Th is, the group felt , wa.s best left for separate consideration and in light of the fact that other bodies,
currently in being, have considered the issues to a certain extent7 . Also , there is no separate consideration
\ I
of genetic material. The general principles discussed in the repoH and the recommendations will be
applicable or of general appli cation also to genetic material with the recognition that above and beyond
the applicability of general principles, genetjc information possesses unique qualities which deserve
consideration in their own right. Separate consideration in its entirety may be an issue for a future report.
The same is appl ica ble in relation to separat consideration of a national biobank, however, the principles
expounded in thi s report are relevant and applicable to any bank of material and therefore also applicable
to a national biobank for medical research purposes. This issue is touched upon in Chapter six. The issue
of th e establishment of a DNA d(!tabase, especially in tl;l e forensic context, has recently been considered in
depth by the Law Reform Commission in a consultation paper

an~I 's thus, not dealt ~ith in this report. 8

Th e Wo rking Group and th e Council wi sh to stress that the report is part of a process of evolution in
practice and part of a larger educational , continuing development and professional process . However, it
may be suggested th at in relati on to the subject-matter under consideration , due to the complexity of th e
issues in vo lved, that th e ti me is now right to co nsider a wide , properly plann ed and well considered
con su ltative process th at w ill lead to legislation to regulate the use of human biologi cal materials .
In thi s rega rd , fo r th e 'end' to be of any ben efit to all th e parties involved in medical research , research
parti cipants an d resea rchers ali ke, it is of th e essence that th e 'mean s' entails a multi-disciplinary, welldesigned and timed approac h.

Conclusion
The Working Group and th e Council since rely hope that th e 23 recommendations and report will provid e
some assista nce to th ose w ho are active ly involved in the use of human bi ological material (both donors
and donees/sa mple rec ipients) and to anyo ne w ith an interest in the issues. It is hoped that the report will
act as a m ini mal ethica l fra mework within w hich to work .
I must express my gratitude to the Members of th e Working Group wh o, co ntributed th eir tim e,
thoughts, efforts and expertise, notwithstand ing busy sched ules and on a vo luntary basis. A very special
acknowledgment must be give n to the Secretariat, Dr. Siobhan O'Sulliva n, Scientifi c Director, ICB and
Ms. Em ily de Grae, Researcher, ICB, for the excel lent and immense work th ey have done in th e process
and comp ilation of this Report and without w hose thorough endeavours and great pati ence co mpletion
co uld only have been co ntemp lated. It has been my privil ege to have wo rked w ith the entire group .
It is not intended that this report be the fin al and on ly say in th e matter but in the light of the fact th at
noth ing of such process or detai l existed, the wo rds of Th eodore Roosevelt may be apt:
"In any moment of decision the best thing you can do is the right th ing, the next best
thing is the wrong thing, and the worst thing you can do is nothing _"

iv
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Report of The Commission on Assisted Human Reproduction. (Commission on Assisted Human Reproduction April 2005).

8

Consultation Paper on the Establishment of a DNA Database (The Law Reform Comm ission, March 2004) (LRC CP29-2004)_

Th/~ S, we sincerely hope· that the report will be part of an evolutionary process leading to further

consideration of related matters. It is also fully appreciated and understood that people may have differing
views on the report and whilst the utility of this report is best left to the judgment of others , we hope that it
may go some way in leading to a better understanding of the issues and encouraging further discussion ,
debate and better practice which will ultimately lead to an environment of candour and trust between
researcher and participant, and ultimately therefore to more 'good' medical research .

..

-

Asim A. Sheikh BL
Chairperson, Working Group on Human Biological Material

Irish Council for Bioethics
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SUMMARY OF
RECOMMENDATIONS

Human Biological Material is a vital componentof biomedical research. Ethical procurement and use of
such : ryiaterial can promote scientific advances and contribute to the wellbeing of individuals and society as
a whole. It is imperative that the human body and its parts should be treated with respect. Central to the
ethical conduct of research involving human subjects is informed consent. It encompasses a procedure that
begins with the initial contact and carries through to the end of the involvement of subjects in research.

Recommendation 1
Individuals with decision-making capacity are afforded the right to self-determination , that is , the freedom
to make decisions for themselves in all areas of their lives. The concept of autonomy reinforces this right
to be free from unwanted interference. Potential research participants must be informed from the outset
that they may refuse to take part in or withdraw from the study at any time . In the case of anonymous
or anonymised biological material, it should be made clear to the research participant that it will not be
possible to withdraw their sample from the study once the material has been anonymised since it is no
longer identifiable.
Consent to take part in the research must be voluntary, and free of any coercion or promises of benefits
likely to result from participation. A person may refuse to take part in or may withdraw from a resea rch
project at any time. The individual should then be given the option to have their ident ifiable/coded
human biological material or data derived from it destroyed. A person withd rawing from resea rch may
do so without giving a reason or justification. It should be made clea r to research participants t hat t his
will not affect their

heall~care

in any way.

Recommendation 2
While the process of seeking consent might vary depending on levels of literacy or comp re hension , th e
con sent should always be given in writing either by signature or, wh ere th is is impossib le, by making
a mark on the con sent form. Written con sent is not a substitute for th e careful explanat ion of procedu res
to potential research participants .
Evidence of free and informed consent should ordinari ly be obta ined in writing. In cases whe re it is not
possible to obt ain consent in w riting, procedu res used to seek and document informed consent shall be
recorded, documented and mai nta ined .

Recommendation 3
Con ce rn s ari se when obtaining co nsent for participation in resea rch from individuals in a cli nica l setting.
Th e individuals' stress levels may be hi gher than normal in such circumsta nces and thi s may make it
difficult fo r th em to make co mplex decisions regardin g issues not directly related to their clini ca l

c~~e .

Since the basic premise for valid co nsent is the ca pacity of th e pati ent to understa nd w hat is being proposed ,
it is imperative th at investi gators distinguish clea rl y between medica l treatment and med ica l resea rch.
Consent to t he

r~m oval

of bi ological materi al during the course of diagnosis or treatment shou ld be

explicitly separated f rom the consent to t he use of any such surplus material for research. Where such
separate con sent is obtained with in a clin ica l setting, a clear explanation of the uses and potential uses
of the biological material must be gi ven to the research participant.

1

Recommendation 4
At the time of

reque~ting consent,

the investigators may not always know what, if any; uture uses they

would like to make of the material. The consent form should b~ l1ayered so that prospective research
parti ci pants could select from a gradu ated set of consent options so th at, for example, in addition to the
participant being asked to consent to participation in a specifi ed resea rch study, research participants
would be offered options with respect to !he use, storage and future use of their material. The crucial issue
is to respect the wishes of the individual from whom the biological material originates by allowing them
control over the destination and use of th@i.r material. This can be done by allowing the individual donor to
decide how much information they would like to have in respect to future unspecified uses and by offering
the donor the opportunity to secure further information or to withdraw their permission for use of their
biological material.

I

I
I

I
I

Consent forms should be developed to provide potential research participants with options relating to
future unspecified use, storage and disposal of their biological material.
Such options might include:
(a) Refusing storage and coded or identified use of their biological material for future unspecified research

Or
(b) Permitting storage and coded or identified use of their biological materials for any study relating to
the condition for which the sample was originally collected, provided they are contacted and their

consent is obtained at the time of the research and subject to the research being approved by a
Research Ethics Committee

Or
(c) Permitting storage and coded or identified use of their biological materials for any study relating to
the condition for which the sample was originally collected, without further consent being required
and subject to the research being approved by a Research Ethics Committee

Or
(d) Permitting storage and coded or identified use of their biological materials for any future unspecified
research, provided they are contacted and their consent is obtained at the time of the research and
the research is approved by a Research Ethics Committee

Or
(e) Permitting storage and coded or identified use of their biological materials for any future unspecified
research , without further consent being required and subject to the research being approved by a
Research Ethics Committee .

2
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Recommendation 5
Research involving children should only be carried out when the research cannot be eq ually well carried
out with adu lts and its purpose is to obtai n knowledge relevant to the hea lth needs of children . Thi s may
necessitate the recruitment of healthy children into research studies e.g. use of sibling pairs in genetic
research. Thi s is perm issible provided that th e sa me level of protection is afford ed to th em as to any chi ld
participating in research. The consent of the parent/next of kin/legal guardian must be obta ined and the
views of th e child, wh ere s/he is capable of forming th em , should be respected .

•

Research using biological material from children should only be conducted where:
(a) The research relates directly to a clinical condition from which the minor concerned suffers and/or is
of such a nature that it can only be carried out on minors
(b) Consent to the child's participation must be obtained from the parenVlegal guardian and the child
whenever he or she has su1ficient competence to make this decision
(c) The research is of negligible risk and not unduly invasive.

Recommendation 6
Research using biological mcjl.terial from incapacitated adults (i.e . th ose suffering from mental illness or any
condition resulting in th e patient not having capacity or resulting in vary ing degrees of capacity) should
only be cond ucted where the research relates to the incapac itating condition, if it can be carried out on ly
on incapacitated adu lts and if the research promises a fa vourable benefit-to-risk ratio. Under common law,
generally, no person has lega l authority to consen t on behalf of an incapacitated adu lt so that it wou ld
involve them in research . Given this genera l rule, in practice, proxy con sent is sought from th e next of
kin/lega l guard ian of the incapacitated adu lt for perm ission to enrol incapacitated ad ults in resea rch
studies. In some si tuation s the incapac ity may be temporary or rec urrent. In th ese situations , the adu lt
may have vary ing degrees of capacity and, therefore, consent to participation must be obtained from th e
incapacitated adu lt at a time when the impa irment does not prevent th e person from giving or refu sing
con sent. (e.g. a "lucid period "). Respect for persons requ ires th at incapa citated adults be supported to
develop their abi lity to give consent for use of their biological material.
In order to conduct research using biological material from incapacitated adults , the following must be
observed :
l(a) The resea rch must provi de knowledge of the incapacitating condition w ith wh ich a pa rticipant is
affected and/or be of such a natu re that it can only be carried out on inca pacitated adu lts
(b) Consent to participation must be obtained f rom t he incapacit ated adu lt whe never t he person is of
sufficient competence.
(c) Wh ere the incapacity is temporary or recurrent, con sent will on ly be valid w hen the incapacity does
not prevent t he person from giving or refus ing consent. Fa ili ng that, consent should be obtained from
the person's guardian
(d) The research should be of negligible risk and not undu ly invasive .

3

Recommendation 7
\\

Research involving emergency health situations should be conducted only if it addresses the emergency
needs of the individual involved . Jn emergency and intensive care 1situations, it may not always be possible
to obtain informed consent from potential research participants e.g. those who have lost the capacity to
make informed decisions , including unconscious patients. In these situations, it is essential that the next
of kin or lega l guardian act on behalf of tt:ie potential research participant in giving or refusing consent.
If and when the research participant regains competence, investigators are obliged to seek the individual's
informed consent and offer them the option of withdrawing the proxy consent and destruction of biological
material or data collected under the auspices of the proxy conse nt.
In emergency and intensive

c~re

situations, when 13n 1individual has lost the capacity to make informed

decisions e.g. unconscious patient, consent for research using bi9Jogical material from that individual
must be obtained from their next of kin or legal guardian. If and when the research participant regains
competence, investigators must seek the individual's informed consent and offer them the option of
withdrawing the proxy consent and destruction of biological material or data collected under the
auspices of the proxy consent

Recommendation 8
A Resea rch Ethics Committee should give special co nsideration where biological material is to be taken
from resea rch participants w ho are perceived to be in dependent re lati onships or vulnerable positions
(e .g. children in care, students, employees, term inally ill patients and prisoners). Th e ri sks invo lved in
the researc h must be comme nsurate with risks that would be accepted by non-vulnerable vo lunteers.
Th e expectation of benefits must not be raised to such a level as to co nstitute induceme nt.
Resea rch Ethics Committees will have special regard to cases of research involving persons in dependent
or unequa l relationships. The Research Ethics Committee should satisfy itself that the consent of a donor
is both adequately informed and voluntary.

Recommendation 9
Today in Ire land, the dissection of cadavers is used in teaching and on-going training of health professiona ls.
An individua l may choose to donate all or part of the ir body for med ica l researc h. Such anatom ica l gifts are
made to medica l schools w ithin universities .
Donors, when giving advance consent for use of the entire or part of t heir body for medical research
after death, should be informed about the scope of the "anatomical gift", i.e. transplantation , therapy,
research, and/or education. They sh ou ld also be given the opportunity to limit or restri ct their gift,
both in relation to the body parts that are included and in re lation to the purpose for which th ose parts
(or entire body) may be used after death.
In the absence of an advance directive, no retrieva l of the whole or part of the body should take place,
with the exception of judicial or coron ial proceed ings, if the party concerned objected while alive. In the
absence of an

~dvance

directive, the wishes of the fami ly or next of kin must be taken into account.

I

I

Recommendation 10
Archival material that is already anonymous or unlinked at the time of this report does not require informed
consent for the obvious 'reason that it is impossible to identify the individual from whom the material was
obtained. By definition anonymous or unlinked archival material has no connection with an individual ,
therefore no harm can be done to an individual. Archival material can be anonymous with respect to an
individual's identity but may not be anonymous with respect to classes of individuals. Thus research can
accumulate on groups, e.g. caucasians, females, that may damage or put at risk individual members of
that group at risk of discrimination or stigmatisation. For this reason, a Research Ethics Committee should
review all research protocols seeking to use anonymous archival biological material in ord er to safeguard
the rights of groups and communities.
Where archival biological material was obtained from persons for research or clinical purposes, for which
consent may or may not have been given, where material is not individually identifiable (anonymous/
unlinked material), and where there are no potential harms to the person from whom the material was
obtained, human biological material should be exempt from consent requirements subject to Research
Ethics Committee approval.

Recommendation 11

II
Research on identifiable/coded human biological material and personal data should be done in conformity

with appropriate information and consent procedures. Where consent documents exist, Resea rch Ethics
Committees should determine whether these provide an adequate ba sis to infer consent for use of th e
biological material in the proposed research. Unfortunately, existing con sent may be considered inadequate
and in some ca ses, consent may never have been obtained. Wh ere identified or cod ed materi al ca n be
tra ced back to an individual there is an onus on an investigator to seek consen t from that individual
(or next of kin) to use their biological material for research purposes. In thi s way, th e auto nomy of and
respect for persons is safeguarded . In som e situations it may be extremely difficult or im poss ible for
investigators to recontact individuals and obtain consent for use of their archival biologica l material in
research. Material may have been stored for long peri ods of time, individuals may have died, or become
untraceabl e. In some q i ses it might be prohibitively costly to recontact large numbers of individ ua ls to seek
con sent, especially for academic-led studi es. Therefore, wh ere it is not practicable to obtain co nsent from
individuals for use of their archival materi al for resea rch, Resea rch Ethics Committees may wa ive the
requirement for consent.
In determining wheth er con sent can be wai ved, Research Ethics Committees should take into accou nt
th e extent to which the pro posed researc h poses a ri sk to th e pri vacy of the individual, w hether the
resea rch is an extension of, or closely related to a previously approved study and w hether the proposed
researc h is sc ientifica lly sound and fulfils important needs.
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Where archival biological material was obtained from persons for research or clinical pur oses, for which
consent may not have been given or was not adequate for the current proposed research, where existing
material is individually identifiable (identified/coded) , researchers \S hould seek to obtain free and
informed consent from individuals, or from an authorised third party, for the use of their archival
biological material. Where it is not practicable to obtain consent, a Research Ethics Committee may
waive the consent requirement, in which case it should take into account:
(a) whether the overall benefit to research is real and substantial
(b) the extent to which the proposed research may pose a risk to .the privacy or well being of the
individual
(c) the nature of any existing consent relating to colleetion and stor aµe and use of material
I

(d) whether the research proposal is an extension of, or closely related to a previously approved research
project.
(e) the justification presented for seeking waiver of consent, including the extent to which it is
impossible, difficult or intrusive to obtain consent.

Recommendation 12
The biologica l material is given by the donor as a gift, on th e assu mption th at it w ill be used in good faith
for the medical benefit of others. Financia l rem uneration should never be offered to resea rch participa nts in
exchange for donation of huma n biologica l materi al. Fin ancia l induce ment co uld prevent donors w ho are
econom ica lly vulnerable from giving a co nsent th at is tru ly vo lunta ry. In ad dition, resea rch subjects might
be unduly influenced by the promise of fin ancial ga in to disregard persona l ri sks enta iled in making th eir
biologica l material avai lable for resea rch.
Donat ions of human biological material should be conside red as a gift by the donor to the recipient.
Research participa nts should never be offered any financial or material inducement to donate biological
material for research. Howeve r, reason able payments to cove r expenses (e.g. travel expenses) are
acceptable.

Recommendation 13
Resea rchers should discuss with research participants the potential commercia l uses of the ir biologica l
materia l, and also make clear that they w ill not be entitled to share in any profits that might ensue from
the ir biologica l material. Donors must be allowed to w ithho ld the ir consent for commerc ial use of products
developed from the ir biological material, as an exercise of contro l over the terms and cond itions of the ir
participation in the research. Disclosure of potential commerc ial applications is further ind icated because
of the practica l consequences for research if people come to distrust doctors and researchers beca use they
fee l they were deceived or treated unjustly.

,•
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In cases where research on human biological material is or may be intended for or directed towards
commercial exploitation, or where commercial exploitation may be or is envisaged to be a by-product
of the research, full and frank disclosure of such commercial exploitation and interests of researchers
should be made to the prospective research participants and to Research Ethics Committees. Research
participants may refuse consent for such use of their biological material but, should they consent, they
should be made aware that they are not entitled to a share of any profits that might ensue from use of
their sample or products derived from it.

Recommendation 14
Internationally, there is a growing body of legislation and guidance prohibiting the commercialisation or
commodification of the human body and its constituent parts. Commodification of human beings is a
violation of human dignity, which reduces the individual to the status of a mere object. In order to
safeguard the dignity of research participants, biological material should not be bought or sold or give rise
to financial gain. This does not prohibit reasonable remuneration for material on which a technical act
may have been performed e.g. storage or transport of organs or tissues.
' '

The human body and its parts shall not, as such, give rise to financial gain. Researchers may not sell
for profit (in money or in kind) t1iological material that they have collected for research purposes.

Recommendation 15
Although commodification and commercialisation of th e human body and its parts are considered
unacceptable, there is an emerging recognition that a more equ itable approach that provides for some
benefits to donors needs to be found. Th e principle of reciprocity wou ld dictate that that the person from
whose body biological material is taken should share in the rewards resulting from his or her contribution.
The concept of benefit-sharing seeks to address this dilemma. Benefit-sharing refers to the view that
commercia l sponsors shou ld return a percentage of the profits or other in -kind benefits to those who made
the research possible in the first place. In the vast majority of cases, a commercial product can only be
realised through the aggregation of a multitude of samples, al l of which have simi lar characteristics.
Th erefore, it seems appropriate that rewards shou ld be distributed co llectively rather than to individuals.
Researchers and sponsors of research should consider sharing commercial benefits arising from resea rch
amongst the wider community from which the research participants were drawn.
I
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Recommendation 16
Under the Europea n Patents Convention 1 , the criteria which must be satisfied in order to qualify for
.
.
a patent are: novelty inventive step (sic ; i.e. inventiveness) and industrial applicability. In addition,
I I
the invention must not be contrary to morality or ordre public (sic) . Despite a vigorous debate about
I

the acceptability of patenting DNA sequences, patenting of life forms is now well established in law.
The European· Parliament Directive on the Le~al Protection of Biotechnological lnventionsO 998) allows
for patenting of gene sequences but requires, in Recital 26, that consent should be obtained where
an invention is based on biological material of. human origin . It should be noted that this requirement only
appears in the recital, which is not binding on Member States but is only intended to provide guidance.

Intellectual property rights arising from human biological material donated for research may be sold
I

J

or licensed. Biotechnology patents should properly meet the requirements of novelty, inventiveness
and industrial applicability as described by the EC Directive 98/44/EC, and researchers must ascribe
a central role to informed consent in obtaining human biological material which includes giving
information to potential research participants in relation to possible patent applications when that
is envisaged at the time the consent is obtained.

Recommendation 17
Due to recent advances in biotechno logy and medical informatics, confidentiality has now become an issue
of particular relevance to resea rch involving human subjects . Respect for confidentiality is essential for the
preservation of trust between research participants and investigators . When research participants trust the
research in vesti gators they will be more likely to give more accurate information, thereby improving the
data used in the study and th us the overa 11 qua Iity of the research.

Research participants have a right to expect that identifiable information about themselves, either
provided or discovered in the course of research, will not be shared with others without their knowledge
or permission. A duty of confidentiality is owed to all research participants.

Recommendation 18
Th e principle of confidentiality is provided for under the Irish Data Protection Acts 1988 and 2003 , under
w hich persona l information must be obta ined for a specified purpose, and must not be disclosed to any
third party except in a manner co mpatible with that purpose. Researchers must ensure that resea rch
participants are informed for what purposes th eir information is required, as well as who will have access
to their inform ation. Researchers are also delegated the responsibi lity of ensuring that the information
stored by them about research participants is accurate and up to date. Under the Acts researchers must
on ly store info rm ation w hich is adequate, re leva nt and not excessive to th e specific purposes for wh ich
consent was obta ined.

,•

1
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l1ttp://www.european-patent-office.org/legal/epc/e/mal.html1/CVN accessed on 27th August 2004.

I I

Researchers should be aware of their obligations and duties as prescribed by the Data Protection Acts
1988 and 2003. Researchers must ensure the confidentiality and privacy of data obtained directly
from individuals, from their r:nedical records, or from their biological material. Prospective research
participants should be informed what personal information about them will be stored, how it w ill be
used, and if it will be shared with third parties. Details should also be given to research participants
about what safeguards are in place to protect their confidentiality.

•

Recommendation 19
In ord er to safeguard confidential info rm ati on, identified or identifiable biol ogica l material or data shou ld
be anonym ised or coded as early as possible in th e resea rch process . Coding materia l or data, i. e. where
identifiers are removed and repla ced w ith a code w hich only certain individu als have access to, allows
re-id entification of the individual from w hom the materi al or information was obta ined. Thu s, investi gators
can refer back to individuals' medic;:i l records if furth er informati on is required to interpret res ults, or
provide feedback to individ ua ls.
, l,nstitutions or organisations that participate in research should establish policies and procedures fo r
effective coding or encryption of identifiable mat erial or informat ion. Once arch ived, material or data
should be afforded the same level of protection as when in active use.
11

Recommendation 20
Given th e immense sensitivity of hea lth-related info rm ati on, it is imperative that investigators be clear
about their planned use of personal data fro m the outset of a study. This includes the manner in wh ich
info rmation ema nating fro m a study w ill be fed back to pa rticipants. When a research resu lt has immed iate
cli nica l re leva nce to a parti cipa nt, the phys ician invo lved has a duty of ca re to inform the research
pa rti cipant, eith er directly or via their genera l practitioner. In the vast majority of cases, th e res ults of
a single investigation w ill have little or no clinica l va lue to an individual participant. Indeed, disclosure
of preli minary data to a participant ca n be non-benefi cial or even harmfu l. A resea rc h result shou ld not
be reli ed upon for making a diagnosis and should always be confirmed by an accred ited clin ica l laboratory
when and where possible.
Research protocols submitted to Research Ethics Committees by investigators should, where re levant,
detai l ci rcumstances th at might lead to disclosure of find ings to research participants and a plan for how
tq manage such a discl osu re. Research participants sh ould be able to choose whether or not they wish
to be informed of individual research resu lts t hat affect their interests.
Such disclosure should occur only when :
(a) The findings have been validated and confirmed where and when possible
(b) The findings have significant implications for the participants' health and well being
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Recommendation 21
Provided that consent is.in place from the donor of the biological material, optimal value ca

be extracted

from the material by allowing other researchers undertaking high· quality research to have access to it.
In the case of archival material, collected for a specific research study, \the investigator responsible for
collecting and maintaining the material (the custodian) should control access to this material for the
duration of his/ her studies. The custodian should release material only to researchers who can provide
evidence of ethical approval (a copy of which should be kept by the custodian) and who accept the same
requirements for confidentiality. The custodian is responsible for making the material/data unidentifiable
prior to release to a third party in the interests of protecting the individual from whom the material
originated. Transfer of human biological material or data to another country is permissible only when
comparable ethical standards , levels of security and protection of privacy can be ensured. Custodians of
1

archival biological material are responsible for keeping c6m plete reco rd? of all uses that have been made
of the material , whether by themselves or by others.

'

1

A custodian of human biological material should develop transparent procedures for dealing with
requests for access to the material. The custodian should release biological material only to researchers
who can provide evidence of ethical approval from a research ethics committee. Prior to transfer of
material to a third party, identifiable material should be coded by the custodian of the material in the
interests of protecting the privacy of the individual from whom the material originated. Custodians are
responsible for keeping complete records for all uses that have been made of the material. Transfer of
human biological material or data within Ireland or another EU State is permissible. Transfer to a nonEU country is permissible only when comparable ethical standards, levels of security and protection of
confidentiality and privacy can be ensured

Recommendation 2 2
Material should not be stored for longer than is necessary, i. e. if consent has not been given for retention
beyond th e end date of a specified resea rch proj ect th en the material should be destroyed on compl etion
of that project. As w ith all oth er areas of resea rch involving human subjects, con sent is ce ntral to th e
storage of bi ologica l materi al. If co nsent for storage is refused or later withdraw n, then th e research
parti cipant's proh ibition of storage and future use of th eir material must be respected and the material
should be disposed of. Materi al stored for resea rch should be assigned a cod e, th e key for whi ch only
authorised person nel wo uld have access to.
Human biological material should be stored in a secure manner. When seeking consent, research
participa nts should be informed of how long their material will be stored for and whether their material
or data will be stored in an ident ifiable, coded or anonymous manner. Records of storage should be
ma intained for inspection.
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Recommendation 23
While all stored material warrants respect due to its human origin, some forms of material may be more
revered . For instance the disposal of a whole organ or limb may warrant greater respect than the disposal
of a blood or urine sample. If research participants or their next of kin (in the case of autopsy or anatomical
gifts) express a wish for biological material to be returned for burial, this should be facilitated by ensuring
that these wishes are clearly stated in the paperwork connected to the sample . If the research participant
or next of kin express a wish for the custodian to dispose of the material , they should be advised of what
the disposal procedure entails, e.g. burial, cremation or incineration.

•

If research participants or their next of kin express a wish for biological material to be returned for burial
this should be facilitated. If research participants or their next of kin express a wish for the custodian to
dispose of the material they should be advised of what the disposal entails. Records of disposal should
be maintained for inspection.

11
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CHAPTER

1:

USES OF HUMAN
BIOLOGICAL MATERIAL

I I

Uses of 1Human Biol°ogical Material
The present chapter enumerates and discusses the multiple, varied uses of biologi cal materials. While the
reader will know many of thes~ ~ses, there will be others of which people will be unaware . It is important
that the full range of past and present uses is discussed here, both for informational purposes and to
provide a background for the treatment of ethical, legal and other considerations in subsequent chapters.
For it is at once apparent that there are major ethical and legal issues connected with all uses of biologi cal
materials, which necessitate the detailed treatment later in this report.
For the sake of clarity the uses discussed herein have been classified under a series of convenient

•

headings, as follows:
1.

Diagnostic Examinations(Therapeutic Intervention

2.

Research - Clinical and Basic

3.

Education

4.

Transplantation - Organ s/Bone Marrow

5.

Blood Transfusion

6.

Autopsy

7.

Forensic Examination

8.

Epidemiology/ Public Health Planning

9.

Biological Anthropology

10. Analytical Quality Control

\I

11. Archiving and Storage of Materials/ Biobanks.
12 . Com mercia I
Each of these categories is discussed separately below, the principal indi vidual uses bein g co nsidered.

1.

Diagnostic Examinations/ T herapeut ic Intervention

Diagnosti c tests are used in many va ri ed w ays depending on w heth er a di sease is acti ve or progress ing,
being treated , or in re mi ss ion. Th ey may be used to diagnose prim ary disease, pred ict prognosis,
direct treatm ent, monitor remi ssion or progression, and even screen at-ri sk indi viduals by ident ify ing
abnormaliti es in ce ll s or th e DNA of ce lls. Materials fo r di agnosti c exa minati ons cons ist most often of blood
and/o r urine sa mpl es w hich can be analysed, for instance fo r blood ce ll co unts, cholesterol levels, blood
glucose and urea nitrogen co ncentration s.
Ti ssue sa mples may also be ta ke n for diagnos is. Th ese inclu de cyto logy smears or need le aspirates,
w hich take small quantities of ce lls. Biopsies take slightly larger amounts of t issue and include needle
biopsies that take need le cores up to 10- 15 mm in length, or fo rceps biopsies from 2-5 mm in diameter
from sites throughout the body such as the skin , or the li ning of the major tra cts and ducts or from solid
orga ns. Examp les incl ude biopsies of the li ning of the gastro intestina l or resp iratory tract or of solid organ s
such as the li ver, kidney or brai n, or of lesions such as a breast lump or a lung tumour. These biopsies are
processed for histopathologica l exam ination as described in t he next section.
Therapeutic surgica l intervention, w ith the aim of remov ing a specif ic lesion, usual ly takes larger tissue
pieces. Thi s may involve biopsies of a segment of ti ssue, or excision s of portions of organs or even whole
organs. Exa mples include exc ision of a lung tumour by remova l of a lobe (lobectomy) or a wh ole lung
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(pneumonectomy). Th ese excision specimens are examined and described , and then selected portions
are taken for histological examination. The latter, usually about the size of a small coin , are preserved
in a special fixative soluti on (usually formalin). and then processed to ~eplac~ any wa_ter '. ~ the, tissue with
paraffin wax. Thi s results in the tissue becoming a wax block. Very thin sections of tissue can then be cut
from these blocks; these are placed on glass slides, stained and exam, in ~d under the microscope to make

\

a diagnosis. Addition al thin sections may be cut to use for a variety of special diagnostic techniques.
These techniqu es use antibodies or probes against genetic material to pinpoint the presence of specific
substances in the ti ssue to help confirm the diagnosis . The tissue left over after sampling is stored for a
peri od of weeks and then disposed of according to hospital procedures, usually by incineration, as human
biological waste. Th e wax blocks and glass slide:; form part of the clinical record and are maintained in the
hospital archives for at least seven years but usually fo r much longer.. They are availabl e for later review,
for comparison with subsequent biopsy material, and may be re-examined by newly developed diagnostic
techniques to assess th e pati ent's suitability for spec ialised forms of therapy. The process of diagnosis
includes the use of ti ssue for quality control, audit and the education

~f ~diagnosticia ns.

Tissue received

for diagnosis may sometimes be frozen rather than processed into a wax bl ock . Frozen tissue may also be
used to cut th in secti ons to be made into stained section s for diagnosis . Th e remaining frozen tissue may
be maintained in a freezer for prolonged periods.

2.

Research - Clinical and Basic

Th e va lue of researc h is beyond question , especially in th e medical fi eld wh ere it has Jed to an essential
understanding of many diseases and conditions, and wh ere it has provid ed th e req uisite information fo r
re med ial acti on. Pu bl ic recogniti on of the importa nce of medica l resea rch, in parti cular, is evid enced by
the long trad ition of persons pa rtic ipating in clinica l tria ls and donating th eir biol ogica l material fo r
med ica l researc h.
Clinical Research is resea rch based on humans, including patients, hea lthy voluntee rs and popul ati ons,

w hich seeks to im prove the understa nding of disease and its diagnosis, prevention and treatm ent. Th e fi eld
of Clinica l Researc h is a w ide and co ntin uall y expan ding one, its growth being faci litated greatly by the
enormous advances in recent decades in instrumenta l technology, in parti cular, w hich has led to th e
development of research (and diagnosti c) tec hniq ues previously inco nceivab le. Perh aps the most wi de ly
known example is t he rapid progression fro m the determ inati on of th e DNA structure to th e routi ne
application of DNA person- identification tec hniques using mi nuscule amounts of biologica l sa mple.
Genetic testing has been used in clinica l researc h to look fo r evidence of inherited traits or diseases by
exam ining DNA, or the number, arrangement, and characteri sti cs of th e chro mosomes . A sa mpl e of bl ood
or skin is most frequ ently used for genetic testing. Genetic tests ca n detect chromoso mal di sorders, such
as Down syndrome , can help predict a person's risk of developi ng a geneti c disease (such as Huntington's
disease) or determine whether a person is a carrier of a disease such as cystic fibrosis.
The aim of Basic Research is to answer more genera l questions about specific cel lular and mo lecular
cha nges invo lved in the development of disease. Even if the exact applications of the new knowledge are
not immed iately evident, the va lue of basic research lies in its abil ity to add to a store of knowledge about
how things work . Basic researc h provides the fu ndamenta l hypotheses wh ich allow cli nica l researc hers to
construct more rational and systematic ways to approach the treatment of disease.
,•
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The anti-canp7r drug cisplatin wa·s discovered as a result of a series of basic experiments into the
effect of electrical fields on bacteria . The scientist conducting the experiments noticed that
occasionally the bacteria did not divide as expected. This phenomenon was related to the use of
platinum electrodes being

u.s~d

in the experiment. Further investigation revealed that platinum

compounds had other interesting biological properties, including specific anti-tumour effects in
animals and humans.

3.

Education

•

Human biologi cal material has an integral rol e in th e training of doctors and medica l scienti sts. Medica l
stud ents study blood smears and learn to analyse sampl es of bl ood , urine and oth er body fluid s. Th e ce lls
scraped from surfaces such as the skin or th e ton gue can be stained and exa min ed und er the microsco pe
to show ce llular detail . Microscopi c sections taken from malignant tum ours or infl am matory co nditions
such as tuberculosis are used to illustrate th e features of th ese processes. Students of anatomy use donated
cad ave rs to learn in detail about all th e regions of th e body. Surgica ll y resected .tumours or diseased orga ns
taken at autopsy are preserved in medica l museums to illu strate disease . More advanced diagnosti c
teaching received by medical scientists or pathologists in training may use blood samples to learn to
acc urately and co nsistently cross match bl ood for transfu sion purposes or may use a range of microscopic
slides fro m different tum ours w hich \look
ali ke to lea rn how to disti nguish co nsistently
between th em or
I
.
how to rapi dly make a diagnos is on frozen sections. Med ica l sc ientists must receive tra ining in analysi ng
bl ood or in cutti ng or sta ining tissue secti ons. Sim il arly, co llecti on of a w ide ra nge of samples representing
typi ca l diseases (as blood smears, cyto logy smea rs or hi stologica l slides) is necessary to train doctors in
how to make diagnoses, to exa mine them to ensure they have reached the desired competence, and to
co ntinue to ma intai n their diagnosti c skill throughout the ir profess ional careers.

4.

Transplantation - Organs / Bone Ma rrow

Th e fi eld of Transplan tation of Organs is aga in a deve loping one, and has grown from th e pioneering efforts
in heart transp lantati on to cover a much w ider ra nge of organs. Th ese include kidn eys, heart , lungs, liver,
pa ncreas, corneas, heart va lves, bones and te ndons, sma ll bowe l and skin. In 2003, a tota l of 195 organ
transp lants were done in Ire land, t he majority being kidney transp lants. However, a further thousand
patients rema in on kidney dialys is as they wa it for suitable orga ns to become ava ilable. The restricted
ava il abil ity of material for transp lantati on does not necessa ril y reflect antipathy towards donation but ratl1 er
I

the need for tissue compatib ility between prospective donor and recipient.
Bone marrow transplantation is used to treat leukaem ia and certa in hereditary ailments. Bone marrow

is a substance found in the ho llow bones of th e hips , legs and arm s. Haematopo ietic stem ce ll s, w hich are
found in the bone marrow, produce all the circu lating blood ce lls , including red ce lls w hich ca rry oxygen,
w hite ce ll s which make up the body's immune system and platelets w hi ch prevent bleeding. Research
has now shown that th ese stem ce lls ca n also be co llected from peripheral blood after a process known
as stem ce ll mobilisation and these ca n be used to treat a va riety of leukem ias. Umbil ica l co rd blood is
also a rich source of stem ce lls and has been used to treat a number of blood disorders especia llly in
children. Bone marrow transp lantation differs from many other types of orga n transp lantation, as the donor
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is usually a living relative . The new marrow collected from the donor under anaesthetic is given to the
recipient intravenously, like a blood transfusion. The haematopoietic stem cells then find their way into
the marrow spaces in the bones . After two-four weeks, if the procedure has worked, stem cells will start
producing essential blood cells.

\
\

5.

'

Blood Transfusion

Blood Transfusion is probably the single use of biological materials which is most familiar to the public,
and the practice of voluntary blood donations to the national blood bank is long established. The Irish
Blood Transfusion Service states that it requires J minimum of three thousand units of blood per week to
meet demand . Whole blood is a mi xture of three principal constituents - plasma, platelets, and red cells,
with white ce lls also being present as a major element. There are different uses for blood constituents,
the maJ·or one being the use of red bJood cells with plasma to replace blood which has been lost - the
I I

well-known blood transfusion. In addition, individual constituents of plasma itself - a variety of proteins,
antibodies and biological factors - have great value in specific therapeutic procedures such as the
treatment of haemophilia and the prevention of infectious diseases.

6.

Autopsy

Autopsies can provide va luable information on the cause of a person 's death, and in some cases this can
help fam ily members come to terms with the death . In addition, an autopsy can provide vita l information
for research, which may co ntri bute to the future therapies/management of a particular disease. There are
two types of autopsy: (a) an autopsy examination directed by the coroner, in which case the consent of the
spouse or next of kin is not req uired , and (b) a hospital autopsy which requires consent of the spouse or
next of kin of th e deceased.
A Coroner's autopsy is performed in cases of sudden, unexplained, vio lent or unnatural death. Under
the provisions of the Coroners Act 1962, an autopsy is directed by th e coroner to establish th e cause of
death . If it is found that the death wa s due to unnatural causes then an inquest must be held. In some
cases, it is necessary to reta in w hole organs or large portions of tissue for deta iled exam ination . The spouse
or next of kin of the deceased must be informed when ti ssue and/or organs are retained and must be given
options in relation to later disposal. Con sent is required from the spouse or next of kin to retain th e material
for any purpose which does not fal l wi thin the remit of the coroner's autopsy e.g. research, teaching,
therapeutic use.
The purpose of a Hospital autopsy is to obta in a co mplete picture of the deceased's illness, to verify the
cause of death and to investigate response to any treatment given. Th e autopsy involves the removal of
interna l organs for detai led exa mination . Samples of blood and other bod ily fluids may also be taken fo r
biochem ica l or m icrobiologica l exa mination. Tissue and/or orga ns(s) can be retained for further exam ination ,
research and medical education. In such cases, the spouse or next of kin must co nsent to retention. As in
the case of a coroner's autopsy, the spouse or next of kin are offered options for disposal of tissue/organ(s).
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7.

Forensic Examination

Forensic scien6e provides scientific support in the investigation of crime against both property and the
person . In 1986, Kary Mullis, a US scientist developed a technique called polymerase chain reaction
(PCR) which revolutionised forensic DNA science. This technique made it possible to identify a DNA profile
from a tiny blood droplet, hair, bones, teeth, saliva or semen . This technology has been vital in identifying
criminals with incredible accuracy when biological evidence exists , and DNA can also be used to clear
suspects and exonerate persons mistakenly accused or convicted of crimes.

On the 26th December 2004 an underwater earthquake in the Indian Ocean caused a tsunami to

•

sweep through much of Southern Asia, killing an estimated 300,000 people. With many thousands
of people missing, and many bodies decomposed beyond recognition, DNA analysis proved to be
critical in returning the victims' bodies to their families and repatriating foreign tourists who perished
as a result of this natural disaster. DNA testing in the tsunami region has also led a four-month-old
baby boy to be re-united with his _parents. Abhilash Jeyarajah "Baby 81" was the subject of an eightweek custody battle involving nine couples in Sri Lanka. Only one of the couples, Murugupillai and
Jenita Jeyarajah, provided authorities with DNA samples and tests on those samples proved that they
were the biological parents of the child.

8.

Biological Anthro ~ ology

Biological Anthropology deals with the fossil and geneti c evidence of human bi ologica l evolutio n. DNA ca n
be used to study genetic variation amongst population s and peopl e and ca n co ntribute to knowledge about
th e cau se and progression of va riou s diseases.

As part of the celebrations for the Millennium, the Irish Govern ment funded four studies to examine
the genetic variation present in the Irish population , in order to contri bute to the understanding of the
origin of Irish people and our relationship to other European popu lations. One of the studies 1
examined the presence in the Irish population of hyperphenylalaninaem ia (HPA) mutations, a group
of inherited disorders ca using neural and cogn itive impairment in untreated child ren. O'Donnell and
colleagues have provi ded important information on regional differences within Ireland in the sJ:(ectrum
of HPA mutations, as well as the infl uence of neighbouring populations on the Irish gene pool.

1

O' Donnell KA, O' Neill C. Tighe 0, Bertorelle G, Naughten E, Mayne PD , Crol<e DT. The mutation spectrum of hyperpl1enylalaninaemia in th e
Repu bl ic of lrelan cl . The popu lation history of the Iris h rev isitecl. Eur J /-/um Genet. 200 2 Sep; 10(9):5 0-8 .
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9.

Analytical Quality Control

Bi ologica l material is often used for analytical quality control (AQC) purposes , w hich is .a key element of
good laboratory practi ce (GLP) . Analyses on selected biological sa mples, independent of any diagnostic
an alyses, are performed in order to verify th e accura cy and precision of th e techniqu e being used . Its
1 1
purpose is to ensure that all instrum entation is calibrated properly and is performing within the limits
prescribed by th e laboratory director and/or a wholly independent performan ce-assessm ent organisation .
In addition , AQC e[lsures that there is ad equate sampl e identification and procedures for reportin g results.
Thu s, AQC has the key fun ction of guaranteeing Uie reliability of the diagnostic analysi s results on w hich
pati ent treatment w ill be based.

10. Archiving and Storage of Ma ~ e ,r i a l/ B ioban k s
I I

Alth ough sa mples of bi ological materi al are generally taken to provide im mediately needed information,
most , if not all , ca n have potentially important future uses if properl y preserved and maintained. An archi ve
of stored biologica l material is commonl y termed a Bioba nk and it may be managed on a loca l or nation al
ba sis, either w ithin the medica l profession or by a commercial orga nisation. Bi obanks can be of great
importance in investigating the basis of disease, particularly w hen co mbined w ith health registri es and
populatio n surveys. Several Eu ropea n co untries are esta bli shing large bi oba nks w ith prospecti ve co llecti on
of biological materi al and hea lth data fro m donors . Th ere are im portant co nsiderations relatin g to co nse nt
and co nfidentiality, w hich are relevant to biobanks.

The Human Genes Resea rch J\ct was passed by the Estonian Parliament in December 2000 . Under
thi s act the Eston ian Genome Project Foundation was set up in March 2001 . The aim of the Estonian
Genome Project is the establishment of a Gene Bank with the objective of carrying out research and
genetic and hea lth stud ies in order to find the genes that cause and influence common diseases . The
bank plans to collect the data and tissue samples of 100,000 gene donors by the end of 2007.

11 . Comm ercia l
To date, there are very few non-med ical co mmercial uses of biological materi als, the principa l one being
the use in the cosmetics industry of placenta, which would otherwise be disposed of as waste. In contrast ,
human tissue, in many forms, is of great va lue to the pharm aceutical ind ustry, both as a direct raw material
fo r som e prod ucts, and as a precursor for research activities. Human hair has a commercial va lue in itself
and is thus saleable.

Summary
It is apparent fro m the above text that th ere are ma ny importa nt uses of human biologica l materials in
diffe rent fields, althou gh some are inter-related. It also emerges that virtua ll y all the uses cited are beneficial
- they are ca rried out w ith a justifi ed objective in mind - and that they are unobjectionable per se . Howeve r,
there are eth ica l and lega l implications, major or otherw ise, w hich arise in regard to th e majority of uses,
and these w ill ultimatel{govern the co ntinuation or otherw ise of some of the uses mentioned .
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CHAPTER' 2:

CONSENT

Background and Basic Ethical and Legal Principles
Informed consent is an ethica l doctri ne th at rests on th e pri nciple of res pect for persons and th ei r right to

,

self-d etermin ation . In 19 79 , th e National Comm ission for the Protection of Human Su bjects of Bi omedica l
and Behavioral Research in the USA issued the "Belmont Report" 1 . Thi s report summari sed th e basic
prin ciples underlying th e ethi cal issues surrounding th e co nduct of research on human subjects, namely,
respect for persons, beneficence and justi ce.
Th e principle of respect for persons protects th e w elfa re, rights, bel iefs , perce ptions, and customs of
ind ividual s involved in researc h. According to the Belmont Report "respect for persons incorporates at least

two eth ical convictions: first, that individuals should be treated as autonomous agents, and second, that
persons with diminished autonomy are entitled to protection" . Respect for persons upholds an individual's

•

ri ght to autonomy and self-determin ati on, i.e. the ri ght to choose fo r oneself w heth er to pa rtic ipate in
resea rch. In ord er to exercise that right , potential parti cipants in resea rc h must be informed of th eir option s,
including the possible risks and benefits of those option s. Th ey must be asked to decide in circ umsta nces
whi ch are free from coercion or undue pressure, and th ey m ust be free to w ithdraw from t he resea rch
project at any tim e.
Th e prin ci pl e of autonomy requ ires that protection be given to potentia lly vulnerabl e populati ons such
as ch ildren, th e elderly, th e mentally ill , or prisoners. Careful co nsideration of the ir situation and needs is
req uired ~ rid extra care must be taken to protect th em . Measures to achieve th is extra care w ill be furth er
discussed later in thi s chapter.
Info rmed co nsent is a criti ca l element in th e ethical co nduct of researc h invo lving human subjects .

I

It encompasses a procedure that begi ns w i h the in itia l co ntact and carri es through to th e end of the
invo lveme nt of subjects in resea rch.
Histori ca lly, the co ncept of informed co nsent arose from the commo n law tort of battery, i.e. an
ind ividual has t he right to be protected fro m non-consensua l touc hing. As discussed above, however,
it is also a reflection in law of the te net of med ica l ethi cs known as "autonomy". "The eth ical prin ciple
th at each person has a ri ght to self-determ inati on and is entit led to have their autonomy respected f inds
its expression in law thro ugh the notion of conse nt." 2 An ind ividual's autonomy or self-dete rmination
(the right to do w hatever one pleases with his/ her own body) is best expressed wh en an individual gives
con sent to medica l treatment3.
In the early twenti eth century the con cept of informed con sent was the subj ect of a landm ark lega l case,

Schoendorff v. Society of New York Hospital4 . In thi s case , a woman had consented to an abd om inal
examination under anaesthesia, but had not conse nted to any operation. In spite of thi s, th e surgeon
removed a tu mour and the patient sued. Justi ce Cardozo ru led in the woman 's favour on th e ba sis th at an
ind ividua l has the right of bodi ly self-d eterm ination . This has become on e of th e most basic elements in the
wh ole concept of informed consent development and th e word s of Justice Cardozo are ce ntra l to the issue
of self- determination:

1

The Belmont Report, Ethical Principles and Guidelines for the Protection of Human Subjects of Biomedical and Behavioral Research,
Department of Hea lth , Education and Welfa re, Apri l 18 , 1979.

2

Kennedy and Grubb. Medical Law. 2000 . Butterworths (3 rd Ed.) UK.

3

See further on the issue of consent in Ireland: Mary Donnelly. Consent: Bridging the gap between Doctor and Patient. 2002. Cork
Uni versity Press. Asim A Sheikh. Genetic Research and Human Biological Samples. The Legal and Ethical Considerations . 2002.
Health Research Board . Irish Coll ege of General Practitioners Guidelines. 2003.
106 N.E. 93, N.Y. 19 14
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" ...every human being of adult years and of sound mind has a right to determine what
shall be done to his own body; and a surgeon who performs an operation without the
patient's consent commits an assault. "
In this respect, the Irish Supreme Court has also stated that:
"The r~quirement of consent to medical treatment is an aspect of a person's right to
bodily integrity under Article 40, s. 3 Df the Constitution".5
The Court has al so made it clear that:
"If medical treatment is given without consent it may be trespass against the person in
civil law, a battery in criminal law and a breach of the individual's constitutional rights. "6
I

-

I

I I

The adult patient of sound mind has of course the right to give consent and also to refuse to consent to
medical treatm ent. Since the law protects an individual's right to self-determination , it allows adult patients
of sound mind to absolute ly refuse to participate in med ical treatment. Th e English Courts have expressed ,
and there is no doubt that such is th e case in Ireland, that:
"An adult pati ent w ho .. . suffers from no mental incapacity has an absolute right to
choose w heth er to consent to medical treatm ent, to refuse it or to choose one rather
th an anoth er of the treatments being offered.'' 7
Th e Supre me Court in Ireland , similarly, has stated th at:
"The next matter that is not in dispute is th at con sent to medica l treatment is required
in the case of a competent person ... and , as a corol lary, there is an absolute right in a
competent person to refu se medica l treatment even if it lea ds to death .. .'' 8
Thu s fa r, conse nt has been discussed in th e context of medical treatm ent. Th e necess ity of informed
co nsent fo r resea rch ari ses from th e fact th at resea rch differs from medica l treatm ent in that th ere may be
no therape utic benefit for t he indi vidual. Th erefore, a balance must be stru ck betwee n th e search for
potential benefits for sufferers of a particul ar disease agai nst th e potentia l harms or risk of harm to
individua l research participants.
Degrees of risk in research may differ. For exa mple, the risks in medical resea rch, such as gene therapy,
wi ll be much greater than the risks in non-medica l researc h which aims to study th e cause of a disease.
In gene therapy (therapeutic resea rch), a patient may be subjected to a medi ca l procedu re w hich entail s
the introd uction into the body of a gene req uired by the pati ent, whic h is ca rried in an enginee red virus.
The risks in merely studying a disease (non-therapeutic) may be much less, since in ord er to study th e
disease the only invasive aspect of the researc h w ill to obta in a DNA sample from the parti cipa nt by mea ns
of extraction of blood or sa liva. Regardless of these differences, in order for anyone to take part in researc h,
their consent wil l be required .

5

In re a Ward of Court (withl1olding medical treatment) (No. 2) 119961 2 IR 79 at 156 per Denham J.
ibid .
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1

Re T (adult: refusal of medical treatment) CA 119921 4 All ER 649 at 652 per Lord Donaldson MR .

8

Ward Case, at 129 per O'Flaherty J.

Notwithstanding tpe central principle of eonsent, and irrespective of legal judgements , abuses of patients'
rights (especially of individuals involved in research) have occurred. The most infamous transgressions were
the experiments performed by doctors in Nazi concentration camps during the Second World War. During the
194 7 trial of the doctors who performed these experiments, the Nuremberg Code 9 came into being.
This document, developed by the presiding judges at the trial, contained ten basic principles designed to
safeguard the dignity of individuals involved in research . The first of these principles states that voluntary
consent to participate in research by a legally competent individual is essential . The tenets of this code have
formed the basis for a number of other human rights statements developed in subsequent years, among
which is the Declaration of Helsinki 10 , published by the World Medical Association in 1964 and revised
in 2000. This document focuses on the obligations of investigators to research subjects. The Helsinki

•

Declaration makes the distinction between therapeutic and purely scientific research. In addition to requiring
informed consent of the research participant, it insists on a medically acceptable benefit-to-risk ratio,
introduces Ethics Committees and requires publishers of academic journals to assess the ethical propriety
of the medical research described in papers submitted for publication.
More recently the Council for International Organizations of Medical Sciences (CIOMS) has produced
a set of guidelines 11 for the ethical undertaking of biomedical research involving human material. This
docun;ient relates to the ethical justification and scientific merit of biomedical research and exami nes the
issue of consent at length . The scope of the guidelines refl ects the advances and controversies wh ich have
characterised biomedical research throughout the previous two decades.
As discussed above, whilst the

cou~i: ~

in Ireland have dealt on severa l occasions with the issue of

consent in relation to human biological samples, the need for expiic it informed consent procedures was
highlighted in Ireland in 1999/2 000 when news broke of the retention of organs and tissue as part of
autopsy practice at various hospitals . The controversy relates to the practice of removing, retaining and
using for research the organs of deceased children and ad ults without th e conse nt of parents or next of kin.
It has also come to light that, in some cases, pituitary gland s taken from deceased ch ildren without
parental consent were transferred from Irish hospitals to pharmaceutical compani es both here and abroad,
in order to make human growth hormones . The hospitals were paid a nominal fee to cover th e cost of
preserving and delivering th e glands 12 •
As has been widely reported, the absence of specific legislation or guidance regardin g the issue of organ
retention meant that the practice of retention without consent was commonplace13 . However, the belated
discovery that organs were removed at autopsy and not returned to bodies has resulted in cons iderable
outcry, which led to the establishment of the Dunne Post Mortem Inquiry, which although now offi cially
closed, is still curre ntly considering this issue with a view to finali sing a definiti ve report in Decem ber 2005 .

9

The Nuremberg Code. Trials of War Criminals before the Nuremberg Military Tribunals under Control Council Law No. 10 Vol. 2, pp. 181 182 (1947)

10

World Medica l Assoc iation. Declaration of Helsinki: Recommendations Guiding Physicians in Biomedical Research Involving Subjects
(1964,2000)

11

CIOMS , International Ethical Guidelines for Biomedical Research Involving Human Subjects, 2002.
http://www.c ioms.ch/guidelines_nov_2002_blurb.htm. Accessed 9th March 2004 .

12

13

Edwa rd s E. "Dead cl1 ild ren's gland s given to pharmaceutica l company" . Irish Times 13th August 20 4: Wa ll M . "Children's glands given for
research" . Irish Times 14th August 2004: Wa ll M. "Hospi ta ls receive payment for removal of gland s" . Irish Times 17th August 2004
See also: Cusack DA . "Retention of Human Organs and Body Pa rts: Sensitivity, Legality, Communication
Reform " (ed itorial) 6 MUI 1: 2-3.

ncl t11e Need

fo1

Leglsli'ltive

25

The Irish organ retention controversy, as well as controversies in the UK, i.e. Alder Hey 14 and the Central
Manchester and Manchester Children's University Hospitals Trust, 15 emphasise the urgent need for .
guidance in order to protect research participants and to aid ethical scientific inquiry. Informed consent
\\

must be central to the ethjcal undertaking of all scientific experimentation involving human biological
material.

1

1

Components of a Valid Informed Consent for Research
Commentators 16 have defined five criteria that to_gether constitute valid informed consent: voluntariness,
disclosure, understanding, competence and decision. Informed consent should be considered a process
rather than an event. The process model " ... is based on the assumption that medical decision making
is a continuous process, and the exchange of informatior;i fT?USt take place throughout the course of the
physician-patient relationship" 17 •

I

I

I

I

Voluntariness
The participant's consent to take part in the research must be voluntary, free of any coercion or promises of
benefits likely to result from participation . The Nuremberg Code 1947 requires that a research participant
be able to exercise "free power of choice, without the intervention of element of force, fraud, deceit, duress,
over-reaching or other ulterior from of constraint or coercion" . 18 Self-determination dictates the necessity for
con sent to participate in research, as well as a right to refuse to participate in research . Potential research
participants must be informed from the outset that they may refuse to take part in or withdraw from the
study at any time, that their samples will then be destroyed and that their decision will not affect their
healthcare in any way. In the case of anonymous or unlinked biological material, it should be made clear
to th e research participant that it will not be possible to withdraw their biological material once the samples
have been anon ymi sed sin ce it will no longer be identifiable.

Recommendation 1
Consent to take part in the research must be voluntary, and free of any coercion or promises of benefits
likely to result from participation. A person may refuse to take part in or may withdraw from a research
project at any time. The individual should then be given the option to have their identifiable/coded
human biological material or data derived from it destroyed. A person withdrawing from research may
do so wit hout giving a reason or justification. It should be made clear to research participants that this
will not affect thei r healthca re in any way.

26

14

The Royal Liverpool Children's Inquiry. 2001. House of Com mons. UK

15

Organ Retention at Central Manchester and Manchester Children's University Hospitals Trust: Report of an Independent Investigation.
Ju ly 2002. National Health Service

16

Beauchamp Tl_, Chi ld r~s JF. Principles of Biomedical Ethics, 5th ed . New York: Oxford Univers ity Press, 2001 .

17

Applebaum PS, Lidz CW, Meisel A. Informed consent: legal theory and clinical practice . New York, NY: Oxford Universi ty Press; 1987.

18

op. cit. no. 1

Inducement can be defined as the offer of excessive or inappropriate reward for participation ,
e.g. payments to research participants. No payment to potential research participants should be an
inducement to take part in the research project. It is , however, widely regarded as acceptable to cover
the research participants' expenses for the duration of their involvement in the research study. Inducements
may invalidate consent by making it more difficult for research participants to assess the ri sks and benefits
of the research, hence reducing the likelihood of a truly informed decision. There is also a ri sk th at
inducements might compromise an individual's ability to make a free choice on whether or not to take
part in a research project depending on thei r socio-economic situation . Economic factors make expl oitation
by way of inducement more likely, e.g. the exploitation of the economically disadvantaged as research
participants fo r the primary benefit of the economically advantaged . It is because of thi s risk that, for

•

example , organ donation in this country is managed on a voluntary, non-commercial ba sis rather than
having an open market in which organs are bought and sold . This idea is furth er explored in Ch apter 4
of this report: Commercialisation and Human Biological Material.

Disclosure
Disclosure is central to the concept of informed consent, and th e first tim e both these term s appea r together
is in 1957, in the ca se of Sa/go v. Leland Stanford Jr. University Board of Trustees 19 . Martin Sa Igo presented
to his doctor with leg cramping and oth er symptoms of extensive arteri al disease . He underwent translumbar
aortography by a surgeon. There wa s no apparent compli cation to th e procedure, although th e next morning
he awoke paralysed from the waist dp'\"n, and the paralysis proved to be permanent. Although thi s was
a rare compli cation, it wa s then considered a risk inherent in th e procedu re. Th e phys icians ad mitted th at
they had not warned their pati ent of that ri sk. Th e court specified that pati ents should be given enough
information on th e nature, consequences, harms and benefits, ri sks, and altern atives of any treatment
offered so that ordinary patients can ma ke reasonabl e deci sions about th eir treatment. Thi s is known as
the "reasonabl e person" standard of disclosure .
Th e Iri sh co urts in va ri ous cases have dea lt w ith th e issue of info rm ed co nsent ,20 and the duty to
disclose information to pati ents in th e co urse of medica l treatm ent was recently di scussed in depth by
th e High Court in th e case of Geoghega n v Harris, 21 w here fo liowing a detailed commentary on the law
of info rmed co nsent , th e High Court co ncluded by favouring the "reasonable person" test w hic h req uires
full disc losure of all material risks.

19

20

?I

154 Ca l. App. 2d 560
The Supreme Court in Walsh v. Family Planning Services Ltd [1 992 ] 1 IR 496, la id out a general duty on med ica l practitioners to disc lose
tl1e harmful conseq uences of a med ica l proced ure so as to allow a patient to give an informed conse nt and made a distinction between
electi ve and non -electi ve su rgery and stated that the re existed a higher duty of di sclosu re of risks in elective surgery. The Supreme Court
rev isited the issue in Bolton v. Blackrock Clinic (SC, Unreported, 23/1/97), however, no further eluciclation of the doctrine of informed
conse nt was made. The issue has yet to be elaborated upon in fu ll by the Supreme Court, however, the High Court has recently examined
the issue in depth in the case of Geoghegan v. Harris [2000] 3 IR 536 as discussed in the ma in text . See furt11er: Mary Donnelly. Consent:
Bridging the gap between Doctor and Patient. 2002. Cork Uni versity Press, Sheikh A. A. Genetic Research and Human Biological
Samples: The Legal and Ethical Considerations (Hea lth Resea rch Board, 2002) pages 15-30. , Sheikh A. A. "Th e Doctrine of Consent in
Laparoscopic Surgery" St. Paul's Quarterly Review: Spring 2003, Craven, C. "Consent to Treatment by Patients - Disclosure Revisited"
Parts I & 11 , Bar Review, 2000; 6(1):56, Cusack D & Clarke M , Clinical Risk , 2004, 52, "Consent the pendulum sw ings aga in" .
ibid.
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Mr. Justice Kearns stated that:
"The application of the 'reasonable person' test seems more logical in respect of
disclosure. This would establish the proposition that, as a general. ~ rin ciple , the patient
has the right to know and the practitioner a duty to advise of all material risks associated
with a proposed form of treatment. The Court must ultimately decide what is material.
'Materiality·, includes consideration of both (-a) severity of the consequence and (b)
statistical frequency of the risk ... "
The Court concluded that:
"Thi s Court is of th e view that the 'reasonable person ' test, which requires full
disclosure of all material ri sks iQcident to proposed treatment, is tf 11 preferable test to
adopt, so that the patient, thus informed , rather than the doctor, makes the real choi ce
as to w hether treatment is to be carried out. It is the view of this Court that assessment
of th e duty of disclosure on thi s ba sis is more logical than the professional standard
test , w hereby the Court adopts the standa rd of th e medical profession, yet reserves the
ri ght to override th e views of th e medical experts as and when it sees fit. . ."
Open, helpful di alogue betwee n investi gators and research parti cipants will lead to clarity of objectives
and understandin g, an d w ill strengthen th e quality of the relation ship between both parti es . Well-informed
indi vidu als are in t he most adva ntageous position to make decisions compatible with th eir values .
Th erefore, w hen seekin g co nsent, every effo rt should be made to be as expli cit as possible about the
nature and purpose of the research; th e procedures to be used; the expected benefits to th e participant
and/o r soc iety; th e potential of rea sonabl y foreseea bl e risks, stresses and di scomforts; and alternatives to
participating in th e resea rch. Th ere should also be a statement that describes procedures in pla ce to
ensure the co nfi dentiality or anonymity of th e parti cipant. Th e informed con sent document mu st al so
disc lose any fin ancial confli ct of interest on behalf of th e investigator, and wh at compensation and
med ica l treatment are avail able in th e case of a research-related injury. Th e investi gator should also
explain to potential parti cipants th at they w ill have no fin anci al interest in th eir materi al on ce th ey have
donated it. The document should al so make it clea r to parti cipa nts who th ey can contact should th ey
have any questions about th e resea rch study.

,-
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Information which should be provided to potential research participants
1. Explanation of the research study

1.1 The purpose of th e study should be explained to research participants . They should be informed
of the types of samples/data required, the methods used to collect them and how the
samples/data will be utilised during the course of the study.

1.2 Research participants should be told how long their samples/ data w ill be retained and how they

..

will be disposed of. They should also be informed how long/often they will be expected to attend
the trial centre. Researchers should give a description of any other aspects of the study,
e.g. whether questionnaires or diary cards will be used .

1.3 It is important that research participants should be advised that their samples/data may
subsequently be useful for seconda.ry research (either planned or unforeseen) and they should
be given information regarding the storage and possible future use of th eir materi al.
2. Explanation of the risks and benefits

2 .1 Potential resea rch participa nts should be given an account of all th e risks and benefits
associated with participating in th e research study. Th ey should be assured that th ey can
w ithdraw from the resea rch proj ec

t any time and th at th eir dec ision will not .affect th eir

healthca re. The contact details of resea rch personnel should be provided to the researc h
participa nt should s/he req uire cla rifi cati on on any issue relating to th e resea rch .
3. Confidentiality

3. 1 Research parti cipants should be informed wh ether their samples/data wi ll be identifiable or
anonymous and wheth er resea rc h parti cipants wi ll be given feedback as the study progresses
(it should be made cl ea r to potential parti cipa nts th at th is feedback process wi ll not be possible
in the case of anonymous material) .
3.2

Research parti cipa nts shou ld be to ld what persons w ill have access to the ir sa mples/data an d
study results. Participants shou ld also be told w hat form the study results w ill be presented in
and what measures th e investi gators will put in place to ensure confidential ity.

4 . Commercialisation

4.1

Research investigators should clea rly explain to resea rch participants that they w ill not receive

,

pay ent for participatin g in the resea rch project but may ha ve their expenses covered.
4.2

Research participants shou ld be made aware that they are not entitled to a share of any profits
that may arise from use of th eir sa mple or products derived from it.

Understanding
Th e procedure for obtai ning informed conse nt must cons ist of a two-way chann el of commun icat ion.
Informed co nsent should arise through a discussion between investigators and research participants and
not merely through the imparting of information from the form er to th e latter. Resea rch participants must
be given sufficient information, in a way that th ey can understand , to enable th em to exercise their right to
make informed decision s. Inform ati on should be provided in a respectfu l way, e.g. by fi nd ing an appropriate
pri vate pl ace to discuss each individual's pro posed participation in resea rch. In add ition , the participants
must be given the opportunity to ask questions and have them answe1·ed by one of the investigators.
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The methods of communication shouid be diverse enough to reach the full spectrum of society. This
includes providing the consent forms and relevant information in various languages and at differing levels
of comprehension . The ·informed consent document must be written in lay language, avoidin g any technical
jargon. In cases where E.nglish is not the first language of potential research participants and where their
I

English language skills are not deemed sufficient to enable understanding, then an independent interpreter
should be engaged to explain the procedure to them. Where potential research participants might have
problems understanding written information, other methods of communication must be used, e.g. visual
or audio aids.

Competence
In order to give a valid consent, an individual must be competent. To date Irish law has dealt with
competence in the context of medical treatment rather than ' medical/scientific research; however, the basic
principles are the same .
Competence requires that a person is capable of understanding the nature of the procedure proposed
and making a voluntary decision on whether or not to proceed . A potential research participant who does
not have thi s capacity cannot give consent. How we decide whether or not someone is competent to give
con sent is a cru cial con sideration from both legal and ethical viewpoints . If someone is incorrectly judged
to be incompetent, th eir right to autonomy may be seriously jeopardised; if incorrectly judged to be
competent then th eir consent is worthless . A person's rationality does not amount to competence or
inco mpetence. Th erefore, beli efs and opinion s should be respected. A person should not be coerced into
changing their decisi on .
The capacity of an adult to consent may vary depending on certain circumstances including, for
example : age, educati on, previ ous experience of health-related procedures, the possible effects of
psychoactive substances, mental health statu s, physical health statu s, pain, external influences, duress,
propensity to acqu iesce and fati gue . In addition , an individual 's ability to comprehend information may
vary according to; th e weight or compl exity of the specifi c issue in question; the quality and quantity of
information and support t hat has been provid ed to the person regarding the specific issues ; the process ing
styl e of th e individual. Thu s, in ord er to assi st certain individuals, visual images should be used to assist
t his process w here appropriate.
An individual's ca pac ity to co nsent must be consid ered in relation to specifi c issues at spec ific points
in t ime, rather than being viewed as th e statu s of th e person. Thi s is particularly appli cable to individuals
living w ith diso rders such as schizophrenia , w here th ey may experi ence prolon ged period s of lucidity
or menta l compete nce . Th e situ ation w ill also be similar fo r someone w ho is temporaril y unco nscious.
When cons ideri ng the issue of conse nt in te rm s of an individual resea rch pa rti cipant's co mpetence, th e
fo llowing must be ensured: knowledge and understanding of th e issues relevant to the dec ision; th e ability
to make a j udgement based on know ledge and understandi ng; the ability to retain the information long
enough to be able to make a decision; and that th e decision is reached vo lunta rily.

.-
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Decision

1: .

While the process of seeking consent might be adapted to suit varying levels of literacy or comprehension,
the consent should always

b~

given in writing either by signature or, where this is impossible, by making

a mark on the consent form. The participant should receive a written copy to keep. Written consent is not,
however, a substitute for the careful explanation of procedures to potential research participants . It is
simply a way of providing documentary evidence that an explanation of the procedure has been supplied
and consent has been sought.

-

Recommendation 2
Evidence of free and informed consent should ordinarily be obtained in writing. In cases where it is not
possible to obtain consent in writing, procedures used to seek and document informed consent shall be
recorded, documented and maintained.
In 2000 the Wellcome Trust and the Medical Research Council (UK) commissioned a report examining
public perceptions of human biological samples .22 Sixteen focus group discussions were condu cted with
members of the general public , including people drawn from a wide range of ages, socio-economic groups
and regions. The report found that few people were aware that excess clinical material might be used for
research purposes, believing instead that it would be destroyed. However, the report found that there was
broad acceptance of the

practic~ of using excess clinical material in research· on ce th e issu e was full y
1

explained fully: "The general feeling was that if the material is no longer of use and pa rti cularly if it is not
healthy, there would be less concern about how it was used ." The Royal College of Surgeon s in Ireland
has recently completed a national survey assessi ng public perception of medi cal research 23 . On ce t his is
publi shed, it will be interesting to see if the Irish public expresses a similar broad acce ptan ce of use of
excess clinical material for research purposes.
Tissue or organs removed during surgical treatment or surplus biological materi al left over .after
diagnostic testin g can prove to be of significant valu e for research and teaching and are often used in such
ways. Th ere were extensi ve discussions at both Working Group and Council level relating to th e use in
research of excess biological material taken for clinica l purposes . Various views were expressed , all of
w hich had merit and were carefully con sidered and are outlined below.
1. One suggestion was to ask pati ents to si gn a con sent form for research fo r all tissue w hen it's taken
from the subj ect. Such co nsent by its nature wo uld have to be a broad co nsent, as the type of the
research is totall y unknow n at the ti me, but woul d include a safeguard by involving the researc h ethics
committee . It might indi cate, for instance, th at if any resea rch is pl anned, th at research w ill not be
all owed unless the hospital resea rch ethics committee agrees th at it is legitimate research and any risks
to th e subj ect are minimal; if th ere is any conce rn about risk the co mmittee w ill req ui re that t he subject
be co ntacted to give informed co nsent before the researc h may go ahead. In support of this approach is
the minim al ri sk to the subject from thi s fo rm of resea rch and th e supportive ro le of the research eth ics
committee in further mini mising such risk. Aga inst the approach is that the subject has no ind ication of
w hether researc h is ever done or what t hat researc h is In add ition, explain ing what the co nsent form
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The Wel lcome Trust and the Medica l Resea rch Council , Public Perceptions of Human Biological Samples. London (2000) .
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Cousins G, McGee HM, Ring L, Conroy C, Kay E, Croke D & Tomkin s D. Public perceptions of biomedical research: A survey of the general
population in Ireland . Dublin : Royal College of Surgeons in Ireland & Health Resea rch Board, 2005 .
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involves is time-consuming for hospital staff and a major record keeping establishment is required to
keep track of who consented and who did not (this would be expensive for the hospital and would
arguably be a poor use of scarce hospital resources). Experience has shown a poor rate of completion
of consent forms of this type, making it almost impracticable to use the material for later research.
I

2. A second approach discussed was a standard consent form (for biopsy or operations) to include a
paragraph regarding tissue removed and include an indication that this may be used for research .
· If the subject objects to such i:JSe it may be indicated on the form . This approach has many of the
disadvantages of the consent form discussed above but has the following advantages; it's likely to have
a high compliance rate. It involves minimal extra time, no extra staff and requires a minor expense in
record keeping to allow researchers to determine wh.at tissue is not available for research.
3 . A third suggestion involved contacting the subject when the research is planned and to obtain informed
consent. Such an approach would place consent at the r eart of the research process and would respect
the right of autonomy of patients to control use of their biological material . Several years after the event
many su bjects will be happy to discuss a project and give consent, but others may be disturbed by
such a conta ct. Subjects may be difficult to trace; they may have died or moved . Such tracing is time
consuming and ultimately expen sive. High level s of non-traceability may make the research
mean ingless. Research is often done to a ti ght time fram e and a prolonged search for subjects increases
the possibil ity that th e research ca nnot be compl eted (a more exten sive discussion of these difficulties
can be fo und in wai ve r of consent in Ch apter 3).
4 . A fou rth approach is to anonymise th e ti ssue and proceed with the research without th e need to contact
the subjects. Thi s may be suitab le for some form s of research but not for many where correlation with
clinica l details is requi red (a more extensive di scussion of removing of identifiers from identified/cod ed
archival human biological materi al ca n be found in Ch apter 3) .
Following thi s w ide-ra nging di scussion , th e issues were carefully weighed and th e Council agreed that
individual's co nsent should always be obtained for th e use of th eir surplus human biological material in
researc h. Some people mi ght adopt th e position th at it is better that th e material taken should serve some
usefu l pu rpose rather than be destroyed . However, it would be w rong to assume th at such a view is
unive rsa l.
Th e issue of whe n and how such co nsent should be obtained was co nsidered at length. Concerns arise
w hen obta ining co nsent fo r participation in resea rch from individu als in a clinica l settin g i.e. w hen
biologica l samples are needed fo r diagnostic or t reatment purposes (e.g. w hen an indi vidual may be about
to undergo a su rgica l procedu re). Th e individual's stress or anxiety levels may be higher th an norm al in
such circumstances, and this may make it difficu lt for them to make co mplex decisions rega rdin g issues
not directly re lated to their clinica l care. Certa in oth er factors may act to effective ly vitiate an ind ividua l's
consent. Thus, there are concerns with rega rd to compete nce in the case of patients who are in rece ipt of
med ication as th is may likew ise affect their dec ision. Consent would be on ly be va li d where in the cli nica l
judgement of the doctor taking consent (and s/he must be suitably qualified to take the consent and
answer and questions asked) the patient fu lfill ed the criteria of a va lid consent. Th is clearly wou ld be most
appropriate at a stage when a patient was most lucid and not under the impress ion or misconception
that the sample to be used for research had anythi ng to do with the cli nica l use. Sim ilarly, fear of coerc ion
should be taken into account in cases where patients are approached by thei r physician s to parti cipate
in a research study. It is arguable that there is a subtle but important legal difference between the situation
wh ere an individual (adult of sound m ind) decides to give away their own biologica l materi al outs ide the
confines of a doctor-patient relation ship and the situat ion wh ere an individua l is in th e ca re of
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a doctor or

''

1 hospital

and thus still within the doctor-patient relationship. Such patients might worry that their healthcare

will be adversely affected if they refuse permission for use of their biological material in research .
Thus, after ca,reful consideration of the aforementioned factors, the Council recommends that where
biological samples are collected during diagnosis or treatment, consent for using them for research
purposes should be obtained on a separate form. The Council accepts that a separate consent form is more
time-consuming for hospital staff, and that a major record-keeping establishment is required to keep track
of who consented and who did not. Nonetheless, since the basic premise for valid consent is the capacity
of the patient to understand what is being proposed, it is imperative that investigators distinguish clearly
between medical treatment and medical research. Therefore, those taking the samples for research in a
clinical setting should make a judgement in relation to the capacity of the donor to ensure that that th ey
have competence to give consent to the donation of the sample for research. Persons obtaining consent in
a clinical setting must make it absolutely clear to potential research participants that their refusal to consent
to the use of their biological material for research will in no way affect the quality of their clinical care.

Recommendation 3
Consent to the removal of biological material during the course of diagnosis or treatment should be
explicitly separate from the consent to the use of any such surplus material for research. Where such
separate consent is1obtained within a clinical setting, a clear explanation of the uses and potential uses
of the biological material must be given to the research participant.

Consent for Future Unspecified Research
The consent process should allow for the fact that a biological sampl e may subsequently be useful for
secondary or unplanned research and should be able to anticipate this. Th e possibility of future unspecifi ed
research should be discussed whenever tissue samples are coll ected for a research proj ect. At th e time of
requesting con sent, th e investigator may not alwa ys know what, if any, future uses th ey w ould like to make
of the material. Asking research participants to give generic or broad consent for uses of th eir bi ologica l
material has been criticised , on the basi s that informed con sent cannot be provided in the absence of full
and complete disclosure of the uses to which th e ti ssu e is to be put. Altern atively, libertarians argue that
the right to self-determination allows a competent indi vidual to choose if, wh en and under w hat co nditions
th ey will allow use of their biological material for unspecifi ed resea rch. On ora O'Neill has argued th at the
importance of informed con sent in research is not related to either generic or specific co nsent but rath er
in assurin g indi vidu als th at they are neither coerced nor deceived 24 . She argues th at "the quest for perfect
specificity is doomed to fail since descriptions can be expanded endlessly, and there is no .11.'i'lit to a
process of seeking more specific consent. .. genuine consent is apparent where patients ca n con trol the
amount of information they receive, and what they allow to be done".

Th e Nation al Bi oeth ics Advisory Commission25 (U S) has recommended layering the con sent form
so th at prospective research pa rticipants cou ld select fro m a grad uated set of consent options so that ,
fm exampl e, in add iti on to the parti cipa nt being asked to con sent to parti cipation in a specified research
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O O'Neill. Some li mits of informed consent. J Medical Ethics 2003;29:4 -7.
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National Bioeth ics Advisory Commission Research Involving Human Biological Material: Ethical Issues and Policy Guidance. Vol 1 199
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study, research pa'rticipants would be offered options with respect to the use, storage and future use
of their material. Options might include limiting consent to the current research study, limiting consent
to research on a specific disease, or to non-genetic research. The layered consent form might seek
permission to re-contact the research participant for additional consent as the occasion arises. An
example of such a form has been included in this report (Appendix 3) and illustrates to investigators
1

options, all or some of which could be offered to potentia 1 research participants. This form attempts to
achieve a reasonable balance which allows for the protection of an individual's autonomy, whi lst at the
san:ie time not making the consent form and process unduly cumbersome for potential participants and
researchers alike. The crucial issue is to respect the wishes of the individua l from whom the biological
material originates, by allowing them contro l over the destination and use of their material . This can be
done by allowing the individual donor to decide how much information they would like to have in respect
to future unspecified uses, and by offering the donor the opportunity to secure further information or to
withdraw their permission for use of their biological material.
I

I

If research participants agree to the future use of their sar1iples they should be allowed to choose whether
their samples would be used in identified or coded research. In order to make such a decision, research
participants should be informed of the extent to which confidentiality will reasonab ly be maintained under
such conditions. If potential research participants refuse to consent to future uses of their samples, then
those samples should be destroyed on completion of the planned research project. In offering choices, apart
from the consent form itself, information in relation to biological samples and how the hospital uses them
for research could be provided to patients/potential research participants in the form of patient information
leaflets in order to provide information and education in an accessible manner. It must be remembered that
th e notion of con sent must be accepted as a process and not just centred on the consent form .

,•
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Recommendation 4
Consent forms should be developed to provide potential research participants with options relating to
future unspecified use, storage and disposal of their biological material.
Such options might include:
(a) Refusing storage and coded or identified use of their biological material for future unspecified
research

Or
(b) Permitting storage and coded or identified use of their biological materials for any study relaf :ng to
the condition for which the sample was originally collected, provided they are con tacted and their
consent is obtained at the time of the research and subject to the research being approved by a
Research Ethics Committee

Or
(c) Permitting storagt: and coded or identified use of their biological materials for any study relating to
the condition for which the sample was originally collected, without further consen t being required
and subject to the research being approved by a Research Ethics Committee

Or
(d) Permitting storage and coded or identified use of their biological materials for any future unspecified
research , provided they are contacted and their consen t is obtained at the time of t he research and
the research is approved by a Research Ethics Committee

Or
(e) Permitting storage and coded or identified use of their biological materia ls for any future unspecified
research, without fu rther consent being required and subject to t he research being approved by a
Research Ethics Committee.

Consent and Research Involving Childr en
Some childhood disorders do not occur in ad ults and there are some conditions to which ch ildren are
parti cu larly susceptible, therefo re stud ies into these ai lments ca nn ot be undertaken in th e adu lt popu lation.

Respiratory syncytial vi rus (RSV) infection is highly contagious and is the le1ding cau se of serious
upper and lower respiratory tract infection in infants and children. There is also some evidence
suggesting it may predispose child ren to development of asthma later in life. Almost all chi ldren wil l
have been infected with RSV at least once before they reach the age of two. Unlike other childhood
infection such as measles or mumps , RSV coflfers only transient immun ity ancl a child may su.ffer
from several bouts of the infect ion . Usu ally causing a mild infect ion from which ch ildren
spontaneously recover,

~ SV

can produce severe, even life-threatening ill mess. RSV infection is the

most frequent reason for hespitalisation of infants in develeped c0untries. Currently, RSV infection in
children i-s- t reated using bronchodi lators, antibi0tics, steroids and antiviral agents. Over the last
number of decades, scientists have been working on aevelopimg a vaccine for RSV. While iriit ial
attempts were unsuccessfu l, in some cases creatirig more illness t han they prevented , more recently
there has been consideral:>le progfess in RSV vaccine devel0pment.
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Although some children may have appropriate decision-making capacity, they usually do not have legal
empowerment to give informed consent. In Ireland, the Age of Majority Act 1985 states that an individual
attains full age when s/he reaches the age of 18 (unless married before this age , in which case majority is
attained on marriage) . Thus, unless legislation provides otherwise, a child is anyone who has not attained
the age of 18. Once you attain the age of 18, the law

de~ ms you to be an adult. The Non-Fatal Offences

Against the Person Act 1997 allows an individual who has attained the age of 16 to consent to "any
surgLcal, medical or dental treatment" . The Act at section 23(1) states that:
"The consent of a minor who has attained the age of 16 years to any surgical, medical
or dental treatment which, in the absence of consent, would constitute a trespass to his
or her person, shall be as effective as it would be if he or she were of full age; and
w here a minor has by virtu e of this section given an effective consent to any treatment it
shall not be necessary to obtain any Consent for i from his or her parent or guardian .. ."
While the Act clearl y applies to "normal" surgical , medical or dental treatment, the application of the Act to
research is uncertain and thus , in the normal circumstance , a child, for the purposes of research , is an
individual who has not attained the age of 18. Thus, for a child to participate in research (unless legislation
allows otherw ise) the con sent of the parent/next of kin/ legal guardian must be obtained. There is now some
complexity in thi s regard as th e Europea n Clinical Trial Directive defines an adult as someone who has
attained the age of 16.
In keeping w ith the need to respect the autonom y of individuals, the views of children should not be
ignored. Whil st in Ireland th e famil y retain s a high con stitution al statu s, the courts in Ireland, international
treaties and ethi cal guidelines all make it clear that children have certain rights and that their views,
w here th ey are capabl e of forming them , should be respected as best they can . Article 14 of the CIOMS
guidelines 26 states that research invol ving children should only be undertaken if the parent or legal
representative of th e child has give n permi ss ion and if th e agreement (a ssent) of th e child has been
obtained to th e extent of th e child 's ca pabiliti es.
Th e child 's views should be sought, and ifs/ he appea rs to be distressed or uncomfortable with the
proposed procedu re, then due co nsideration should be given to th e child's w ishes and th e child should be
exempt from taking part in th e resea rch study. Thi s appli es even if parents or other carers/guardians have
co nsented to the child's parti cipation. Children should be informed as full y as possibl e, gi ve n their age and
co mpetence , about th e nature of th e study and th e method s to be employed from th e outset. Information
fo r children should be w ritte n in clear and simple language. It should be read to th em. Th ey should al so
receive a writte n co py to keep. Records should be kept of all steps taken w ith regard to con sent i.e. all th e
info rmation give n both to minors and to th eir parents/ guardi ans. It should be explain ed to children that
t hey may choose to w ithdraw from the study if th ey are uncomfo rtabl e w ith co ntinuing. Wh ere a sam pl e
is taken from a child w ith the co nsent of a pa rent or guardi an fo r the purpose of ongoing resea rch,
e.g. a longitudi na l study wh ich spa ns over ma ny years, th e child should be asked fo r co nsent to th e
continued use of the sa mple once th e child is old enough to co mprehend the im plications of allowing
th eir sa mples to be used for research.

,-
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The CIOMS guidelines also dictate that research involving children should only be carried ou! when the
research cannot be equally well carried out with adults and the purpose of the research is to obtain
knowledge relevant to the health needs of children . This view has recently been reinforced by The
European Communities (Clinical trials on Medicinal Products for Human Use 2004 , S.I. 190 of 2004)
Regulations 2004 which implemented the EU Clinical Trial Directive (2001 / 20/ EC) 27 •
Inclusion of healthy children in control groups for research has been a subject of much discussion. The
use of control groups may be necessary in some cases to perform scientifically valid research, e.g. use of
sibling pairs in genetic research. For instance, by comparing the DNA profiles of children who ha1,;.e a
particular illness with the profiles of their healthy siblings , researchers are often able to pinpoint some of
the genes involved in the condition.

Genetic mapping is a process whereby the genetic variation in the population can be exam ined .
Research of tflis sort can be undertaken, for example, through the testing of discordant sibling pairs
(DSPs) where one sibling is affected by a particular condition such as schizophrenia or cardiovascula r
disease and the other is not. By contrasting the alleles (minor variations of the same gene) or
phenotypes (genetic expressions) which are present in the case (affected sibling) and t he control
(unaffected or healthy sibling) an association between a disease and a geneti c marker can be
established.
I\

In our view, recruitment of healthy children into research studies is permissible and the same leve l of
protection should be afforded to them as to any child participating in research. The Institute of Medicine
in the United States recently published guidelines 28 with respect to inclusion of children in placebo control
groups . The gu idelines require that the "balance of potential harms and benefits for children in the
placebo control arm must be as favourable as those for children receiving the active, standard treatment
or the potential harms to which children in the placebo arm would be exposed are no more than minimal
risk or involve only a minor increase over minimal risk" .

Recommendation 5
Research using biological mate ri al from ch ild ren should only be conducted where :
(a) The research relates di rectly to a cli nical condit ion from whi ch t he minor concerned suffers and/or is
of such a nature that it can only be carried out on mi nors
(b) Consent to t he child's participation must be obta ined from the pa rent/legal gua rdian and the chil d
w henever he or she has sufficient competence to make this decision
(c) Th e research is of negligible risk and not undu ly invasive.
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Directive 2001 /20/EC European Parliament and of the Cou ncil. On the approximat ion of tile laws, regulations and ad mini straliv provrs1011s
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Consent and Research involving Incapacitated Adults
.

\\

The European Communities (Clinical trial s on Medicinal Products for Human Use) Regulations 2004 state
l

\

that research using biological material from incapacitated adults should only be conducted where the
research relates to the incapacitating condition, if it can only be carried out on incapacitated adults and
if the research promises a favourable benefit-to-risk ratio. Consent to participation must be obtained from
the incapacitated adult when ever the person has sufficient competence to do so or, where the impairment
is temporary or recurrent, at a ti me when the impairment does not prevent the person from giving or
refu sing con sent.
Under common law, generall y, no person has legal authority to give consent on behalf of an
in capacitated adult that would involve them in medical treatment or research. There is a limited facility
.

.

I I

.

1n Irish law to allow proxy consent for those who do rnDt 1have mental capacity to consent for themselves .
Proxy consent is provid ed fo r under the Lunacy Regulation s (Ireland) Act 1871, whereby an adult of
unsound mind , incapable of managing their own affairs, can be made a Ward of Court. The Court appoints
a guardi an (Committee of the Person) , usually a close relative, who is made respon sible for the physical
we lfare of th e ward and for th at ward 's property. In the Irish co ntext this rarely occurs, and in most
insta nces it is for t he purpose of pro perty management rather than medical treatment. Howeve r, leaving
as ide medica l treatment in an emergency, all oth er medical treatm ent would require the permissi on of th e
President of the High Court29 .
Give n th is general rul e, in practi ce proxy consent is sou ght from th e next of kin/ legal guardian of th e
in capac itated adu lt fo r permi ss ion to enrol incapacitated adults in research studies. The legal ba sis for thi s,
however, is qu estionable.

Recommendation 6
In order to conduct research using biological material from incapacitated adults, the following must be
observed :
(a) The research must provide knowledge of the incapacitating condition with which a participant is
affect ed and/or be of such a nat ure that it can only be carried out on incapacitated adults
(b) Consent to partici pat ion must be obtained from t he incapacitated adult whenever the person is of
sufficient competence.
(c) Where the incapacity is tempora ry or recurrent, consent will only be val id when the incapacity does
not prevent the person from giving or refu sing consent. Faili ng that, consent should be obtained from
the person's guardian
(d) The research should be of negligible risk an d not unduly invasive .

.-

?

9

For a deta iled discussion of the complex wardsh ip jurisdiction and especially the issue of medica l treatment, see O'Nei ll AM . Wards of
Court in Ireland (First Law, 2004) at pages 110-120.
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Consent and Research In Emergency and
Intensive Care situations
Research involving emergency health situations should be conducted only if it addresses the emergency
needs of the individual involved . In emergency and intensive care situations, innovative therapies or
procedures might be used to undertake research to assess the benefits of experimental interventions over
standard interventions . If the research is done in the therapeutic interest of the patient, it is referred to as
an "innovative" therapy or procedure, to differentiate it from research that is carried out in the interest of
future patients and/or accumulation of scientific knowledge. The intervention should be carried ~ ut for the
direct benefit of the patient, be medically necessary and be unable to be delayed .

Brain aneurysms are balloon-like swellings of blood vessels, which occasionally burst, allowing blood
to pour into the subarachnoid space in the brain and causing a life-threatening emergency situation
...
called subarachnoid haemorrhage. Those who survive the initial episode are at great risk of another
bleed unless they have surgery to repair the aneurysm. Traditionally, surgeons remove a section of
the skull, a procedure called craniotomy, spread the brain tissue apart and insert a tiny metal clip to
stop blood flow into the aneurysm. The surgery carries significant risks and many patients will suffer
from neurological deficits following the intervention. Endovascular coiling was developed as a safer
and less inJ~sive alternative, allowing surgeons to access the aneurysm from within the vascular
network. A small tube is inserted into an artery in the patient's leg and carefully navigated to the site
of the brain aneurysm, which is filled with a metal coil rather than clipped from the outside. The
International Subarachnoid Aneurysm Trial Collaborative Group (Lancet 2002 ;360:1271) conducted
a large-scale clinical trial to compare endovascular coiling with traditional craniotomy and clipping.
More than 2,000 patients, who had a recent definite subarachnoid haemorrhage caused by an
identified intracranial aneurysm, and were suitable for treatment, were randomly assigned one of the
two procedures. The study showed that endovascular coiling reduces the relative risk of death and
significant disability compared with the standard treatment.

If experimental intervention s are to be administered in emergency and intensive care situations w it hout
th e co nsent of th e resea rch parti cipant, th en special safeguards must be in pl ace in order to protect the
rights and we lfare of th e indi vidual. Th e resea rch must invo lve experimental interventions that have been
approved for use in clinica l tri als in vo lving humans. Th e experi mental interve ntions must have rea listic
probability of benefit equal to or greater th an standard interventions, and th e risks associated w it h th e
researc h must be reasonab le in view of th e critica l nature of the co ndition and the risks associated w ith
stand ard interve nt ions.
In emergency situati ons, it may not always be poss ible to obtain info rmed co nsent from potentia l
research participan ts, e.g. those w ho have lost the capacity to make info rmed decisions, includ ing
unconsc ious patients. In su ch circumsta nces, it is essential that the next of kin or lega l guardi an act on
behalf of th e potential research participant in giving or refusing consent. If the next of kin/ lega l gua rd ian
refuse consent for t he innovative therapy or procedure, patients should be treated w ith the established
t herap ies/procedures.
If and w hen the resea rch participa nt rega ins com petence, investigators are obliged to seek the
individual's informed conse nt an d offer them the option of w ithdrawing t he proxy consent and destruction
of biologica l material or data co llected under the auspices of the proxy co nsent.
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The focus on informing a distressed/anxious patient or their next of kin/legal guardian in an emergency
situation should be on the core elements of the purpose and nature of the researcs:,h, and the consequences
and risks of the 'innovative therapy/ procedure. All the information, which is required in non-emergency
situations (as outlined in chapter 2) should be explained to the patient once their condition allows for full
disclosure. In cases where the patient is unable to read or write due to their condition, a documented oral
consent is acceptable. In order to avoid any future confusion, the disclosure of information relating to the
research and the oral consent should be taken in the presence of an impartial third person and should be
signed by the investigator.

Recommendation 7
-

'

I

In emergency and intensive care situations, when an individual has lost the capacity to make informed
I

decisions, e.g. an unconscious patient, consent for research using biological material from that individual
must be obtained from their next of kin or legal guardian. If and when the research participant regains
competence, investigators must seek the individual's informed consent and offer them the option of
withdrawing the proxy consent and destruction of biological material or data collected under the
auspices of the proxy consent.

Proxy decision-making
Th ere are a number of ethi cal principles which should be adhered to by investigators in relation to proxy
decision -making. Th e prin ciple of beneficence is paramount and demands that there should be no
interference in th e affairs of th e adult unless it is proven that th e intervention is for the benefit of the
adult and th at such benefit ca nn ot rea sonabl y be achieved without such interve ntion. Any intervention
shoul d be th e least restri cti ve option in relation to the freedom of the adult and con sistent with th e
purpose of th e interve nt ion . Account should be taken, insofar as it is rea sonable and pra cticabl e to do
so, of t he views of oth ers w ith an interest in th e adult, including th e nearest relatives to th e adult, th e
direct/p rimary ca rers of t he adult , or any oth er person w ho appears to have an interest in th e w elfare of
the adult (e.g. an advocate, soc ial wo rker etc.). Th e more grave or significant th e decision , the more
extens ive co nsu ltat ion is required . Althou gh unable to va lidl y con sent, the individu al may currently or
may in t he past have exp ressed w ishes in relati on to parti cipation in research. These w ishes mu st be
given due co nside rati on. Respect for person s requires t hat in capac itated adults be supported in th e use
of any residual capac ity and th ro ugh educat ion, t raining and support , to develop th eir capacity to give
co nsent fo r use of t heir bi ologica l materia l at a later stage.

Consent and Research involving Vulnerable Groups
Resea rch Eth ics Comm ittee shou ld give specia l co nsideration w here biologica l materi al is to be taken
from research participants who are perceived to be in dependent relationshi ps or vulnerable positions
(e .g. chi ldren in care, stu dents, employees, term ina lly ill patients, and pri soners).
Term inally ill ind ividua ls may w ish to help other people suffering from th e same co nd ition . However,
there is a risk that they may be inclined to have unrea listic expectati ons of direct or immediate ben efi ts,
i. e. that the potential success of the resea rch study may result in some form of treatment or cure, wh ich
wi ll directly affect them. Both their disease and med ication might affect their competence. Wh en seeking
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consent from research participants who suffer from terminal illness, investigators must explain that such
benefits are most likely not feasible.
Prison-based research has been limited due to concern that prisoners may represent a vulnerable
population susceptible to possible coercion and limited capacity for voluntary informed consent. These
issues have been highlighted in response to the Filipino project entitled "Kidneys for Life" which allows
prisoners to have their death sentences commuted to life sentences by donating one of their kidneys for
transplantation .30
The risks involved in the research must be commensurate with risks that would be accepted by n:)nvulnerable volunteers. The expectation of benefits must not be raised to such a level as to constitute
inducement. As the willingness to volunteer of research participants who are in a dependent relationship
with an investigator may be unduly influenced by the expectation of advantageous benefits , it is necessary
for Research Ethics Committees to have special regard to cases of research involving persons in dependent
or unequal relationships .

Recommendation 8
Research Ethics Committees will have special regard to cases of research involving persons in dependent
or unequal relationsh.ips.
The Research Ethics Committee should satisfy itself that the consent of a donor
I
is both adequately informed and voluntary.

Consent and Autopsy
Following death an autopsy may be deemed necessary. If a death is due to unn atural ca uses th en, under
the Coroners Act 1962 , an inquest must be held. Section 33 of the Act states th at a coron er may at any
time before or during an inquest ord er an autopsy of any person in relation to w hose death an inquest is
to be or is being held. However, as a matter of courtesy, th e coron er or his/ her offi cer w ill inform th e next
of kin that an autopsy is necessa ry. Wh ere a coron er's autopsy is ordered th e next of kin should be asked
to si gn a form , w hich informs th em th at ti ssue and/or orga ns may be temporaril y retained for diagnostic
examination, and that th e designated person w ill inform th em shortly after th e autopsy w hether orga ns
ha ve been retained .
With respect to th e carrying out of hospital autopsies th e con sent of th e next of kin is co mpulsmy 31 .
The purpose of a hospital autopsy is to ca rry out a co mplete assessment of a pati ent's illness, to exam ine
and improve th e quality of hea lthca re, to aid resea rch into th e nature, ca use and prevention of disease and
for education and quality assurance.
Th e deceased may have expressed w ishes , pri or to hi s/ her death, rega rdi ng autopsy or the uses to w hich
organ s co uld be put. Th e Anatomy Act 183 2 is th e on ly legislation w hich regulates th e donation and lega l
supply of deceased bod ies fo r th e purpose of post-death anatomica l exam ination (i ncluding hospital
autopsy) in thi s count ry. Secti on 7 of this Act states t hat it is lawful fo r any executor or any other party
having lawful possession of the body to permit the body of the deceased to undergo anatomi ca l
exa minat ion un less the deceased expressed his/her desire , either in w riting or verbally in the presence of
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L. D. de Castro , Human Organ s from Pri soners: Kidneys for Life, J Med Ethics 2003; 29 : 171 - 175
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ibid.
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two witnesses , that such examination should not occur. The Act also allows next of kin to refuse leave to
anatomically examine the body of the deceased .
Tissue obtained during the course of an autopsy can prove extremely valuable

fo ( , ~esearch

purposes.

1

Each year in Ireland, approximately 7000 people die of smoking-related illnesses including lung
cancer, heart disease and emphysema. Examination of lungs at autopsy from smokers established a
causal link between lung cancer and smoking. Epidemiological and autopsy studies definitively
established cigarette smoking as the primary cause of lung cancer. This realisation led to a campaign
by health professionals and governments to encourage people to quit smoking and discourage young
people from ever starting. More recently, exposure to environmental tobacco smoke (passive smoking)
and lung cancer risk has come under scrutiny. Autopsies of non-smoking women married to smokers
reveal a much higher incidence of pre-cancerous changes in the lungs compared to women married
I

I

to non-smokers, thereby adding to compelling epideniiological evidence linking environmental
I

I

.

tobacco smoke and lung cancer. This evidence contributed to the Irish Government's decision to
introduce the Public Health (Tobacco) Act 2004 which made it an offence to smoke in the workplace.

Over th e last three decad es, there has been a significant and progressive decline in the incidence of
hospital autopsies in developed countri es , whi ch in part is due to the reluctance of physicians to request
autopsies. More recently, revelation s of the removal and retention of organ s and ti ssue at autopsy, in the
absence of expli cit consent from the deceased's next of kin , have compounded thi s decline . A retrospective
audit of hospital autopsies perform ed in Beaumont Hospital revealed a dramati c decrease (68 %) in the
inci dence of hospital autopsies performed between 1999 and 200 l3 2 • This decline in autopsies has
undoubtedly restri cted the avail ability of biological material for medical research , which has implications
for the continu ed understanding of disease pathogenesis. Guidelines for the ethical procurement, use,
storage and disposa l of biologica l materi al obtain ed at autopsy should contribute to building public tru st
and co nfidence .
Th e Faculty of Pathology of the Roya l Coll ege of Physi cians33 in its guidelines for post-mortem con sent
and retention of sa mpl es pu blished in 2000 has suggested that th e information form furni shed to th e
spouse or next of kin pri or to autopsy should include a secti on w hich allows relatives of th e decea sed to
give or refu se co nsent fo r th e use of any retain ed ti ssue and/or orga ns for diagnosti c, teaching or research
purposes. In the interest of obta ining free and informed co nsent from relati ves, a designated person w ith
training in bereavement should be made ava ilable to speak to th em and expl ain th e procedures involved in
an understa ndable and sympatheti c manner. Famili es must be assured that th eir decision w ill be res pected.
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D Mcguone, E W Kay. The impact of the organ retention con troversy on the practice of hospital necropsy: a four year aud it. J Clin Pathol .

2004;57(4):448.
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The Fac ulty of Pathology of the Roya l College of Physicians of Ireland, Guidelines for Post-Mortem Consent and Retention of Samples,
OU l)li n, 2000 .
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Consent and Anatomical Gifts
Today in Ireland, the dissection of cadavers is used in teaching and on-going training of health professionals.
An individual may choose to donate all or part of their body for medical research. Such anatomical gifts are
commonly made to medical schools within universities. Each university has its own specific anatomical gift
procedures for entering into agreement with donors. Individuals should ensure that their next of kin are
aware of their wishes . This should be done either by telling them and/or stating their wish to donate their
body for medical research in their will. Section 8 of the Anatomy Act 1832 states that an individual may,
either in writing or verbally in the presence of two witnesses, direct that his/ her body be examined
anatomically after death . The Act states that the individual 's next of kin may refuse to allow such anatomical
examination despite the deceased's direction .

Recommendation 9
Donors, when giving a'dvance consent for use of the entire or part of their body for medical research
after death, should be informed about the scope of the "anatomical gift" , i.e. transplantation, therapy,
research, and/or education. They should also be given the opportunity to limit or restrict their gift, both
in relation to the body parts that are included and in relation to the purpose for which those parts (or
entire body) may be used after death.
In the absence of an 1advance directive, no retrieval of the whole or part of the body should take place ,
with the exception of judicial or coronial proceedings, if the party concerned objected while alive . In the
absence of an advance directive, the wishes of the family or next of kin must be taken into account.

Clinical Audit
Clini cal audit assesses th e quality of ca re routinely provided for patients using th e hea lth service ,
e.g. throu gh patient sati sfaction surveys. Clinica l audit is essential to the provision of good ca re and can
make a significa nt co ntribution to th e quality of services being provided to patients. Cl inical audit is not
research (there is no hea lth implication for th e pati ent) but it does make use of researc h methodo logy in
ord er to assess practi ce. Th e Data Protecti on Acts 1988 an d 2003 do not require explicit co nsent to be
obtained by a hea lth professiona l from patients to process personal data for management of hea lt hcare
services. Noneth eless, good practice indicates th at patients should be informed that 1'heir data might be
di sclosed for clinica l audit. Thi s is perhaps best done as an overa ll info rm ation provision process . If a
pati ent th en express ly refuses permi ssion to allow their info rm ation be used for audit , th eir w ish shou ld
be respected.
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Quality Control
As previously mentioned (see Chapter 1: Uses of Human Biological Material) quality control has the key

"

. the reliability of the diagnostic analysis results on which patient treatment will be
function of guaranteeing
based . Biological material in excess of diagnostic requirements,1 e. g. whole blood or plasma samples, is
routinely used in clinical laboratories to determine if analytical systems are functioning within prescribed
boundaries. Without such quality control procedures, patient results could not be reported accurately or
with confidence . Thu s, quality control is an integral part of the diagnostic procedure and therefore use of
biological material for quality control

Teaching

purpo~es

does not require patient consent.

I

'

I I

Biological material collected during diagnosis and/or treatment (see Chapter 1: Uses of Human Biological
Material) is routin ely used in the training of prospective pathologi sts and cytologists and for developing their
specia list competencies. Such practical training and instruction is completely dependent on access to the
spec imen material held by pathology departments. Training is essential for maintaining high quality
diagnosis and treatment therefore the use of human biological material for teaching purposes does not
requ ire patients' consent.

Cervical screen ing is a1 method of preventing cervical cancer, the third most commonly diagnosed
cancer in Irish women,, by detecting and treating early abnormalities which, if left untreated, could
lead to cancer. The fi rst stage in cervical screening is usually a smear test in which a sample of cells
is taken from the cervix for analysis. The sample of cells is 'smeared' on to a slide, which is then sent
to a la boratory fo r examination under a microscope. Cervical Screeners read slides to differentiate
between normal and abnormal cells. In order to establish and maintain the quality and uniformity of
t he screening process it is im perative that screeners be taught to read slides accurately. Training of
cervi cal screeners consist s of the examination of a vast number of slides ranging from healthy to
severely abnorma l wh ich have been obta ined from women undergoing cervical screening

.·
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CHAPTER
ARCHIVAL

3:

Hu MAN

BIOLOGICAL MATERIAL

..

Sourrzes of Archival Human Biological Material
The term "archival" is generally considered to refer to the long-term preservation of biological material 1 .
According to the UK Royal College of Physicians Committee on Ethical Issues in Medicine ,2 material can
be considered to be archival once the decision has been taken to retain it beyond the period necessary to
establish death, or the material is surplus to requirements for medical diagnosis. There has been no cen sus
of archival material in Ireland, but in Norway, which has a similar population to Ireland , it is estimated that
about 40 million human biological samples are stored and the annual increase is approximately 900 ,000
a year3 • It is likely that the quantity of archival material in Ireland is of a similar ord er.
The largest archives of biological material have been built up largely as an incidental by-product of

-

diagnostic procedures and are ma intained in most pathology departments in Ireland . Archives consist of
material removed at surgery, by various types of biopsy, as samples of body fluids or by taking smears .
Much smaller amounts of tissue come from autopsies. The variou s types of material are sa mpled ,
processed and examined to ma ke a diagnosis . The surgical and autopsy material co nsists of small samples
of tissue , processed as pa raffin wax blocks , and ti ssu e section s on microscopi c gl ass slides, cut f rom the
wax blocks. On completion of the pathological investigations th e biologica l. material is general ly archived
as part of the patient's medical record . There are professional guidelines whi ch indicate minimum periods
of retention for th e various categories of specimen , and in practi ce much of th e archived material is
maintained for several decades so as to be availabl e for second opinion , medico-lega l reasons or long-term
clinical follow-up, including d imparison with subsequent disease and th e possibility of re-studying it w ith
the most recently developed techniques to further refin e the initial diagnosis. Over th e years thi s has
generated a huge archive th at includes specimens of almost all cancers diagnosed in Ire land fo r th e past
10-20 years.
In addition to thi s large archive in patho logy departments, a sizea ble am ou nt of human biological
material has been archived, mainly in medical schools (in resea rch departments, anatomy departments,
and museums) and in research institutes. Museum archives predominantly co nsist of anonymous material
coll ected over the last one hundred and fifty years, whi ch has been used in th e ed ucation and tra ining of
med ica l and affiliated stud ents.
Sto red ca rds containing blood spots from newborn babies (Guthrie cards) have been accumu lated for
a number of years. Th e Nati onal Newborn Screening Programme sta rted in I re land in 1966. Blood drawn
by a heel pri ck from al l ch ildren born in th e state, usua lly three days after birth, is preserved as drops
dri ed onto paper cards, known as "Guth rie card s". Th e cards are sent to the nationa l testi ng ce ntre,
the Children's Unive rsity Hospital, Templ e Street , Du blin 1, to ana lyse the blood for a range of treatab le
j iseases. Since 198 4 , foll owing laboratory investigations, all Guthrie cards have been stored indefi nite ly in
an identifiabl e form.

Roya l College of Pathologists. Guidelines for the retention of tissue and organs at postmortem examination. London : Royal College of
Pathologists, 2000.
Roya l Co llege of Physicians' Comm ittee on Ethical Issues in Medicine. Resea rch based on archived information and sa mples . J R Coll
Physicians Land l 999;33:264-2 66.
Prof. Georg H0yer. Persona l Comm unication. 7th Conference of Nationa l Ethics Committees (CO METH ) held in Strasbourg on 1-2 December
2003 .
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Other sources of archived human biological material include blood banks, tissue banks, umbilical cord
blood banks, DNA forensic databases , sperm, ovum and embryo banks . As previously mentioned, this
report will not consider DNA forensic databases or embryo banks as both these issues ha~le been exami~ed
by the Law Reform Commission and the Commission on Assisted Human Reproduction respectively, and
\ \
may .1n t he f uture be regulated by law4 •

U se fu lness of Ar chi val Human Biological Material
Human biological material has been collected and stored since the end of the nineteenth century.
Historically, these archived samples of biological material have been used by the biomedical community for
edu cational and research purposes. Rudolf Virchow, the eminent German pathologist, founded the world's
first major tissue archi ve in Berlin in 1847 . He used ar~ h\ved mate ~i 1 1 to teach medical students about the
natural history of disease, and countless medical advances flowed from the study of this material. Virchow
was the first to describe leukaemia and the first to understand the concept of thrombosis (clots in the blood
vessels) and emboli sm (portion s of a thrombu s which have become detached) achievements that depended
on his access to arc hived material. More recently, archived biological material has led to a greater
understandin g of th e ca uses and treatment of a number of diseases including HIV infection , cancer and
Creutzfeldt-Jakob disease (CJD) .

The 1918 Spanish Flu was an unusually severe and deadly strain of influenza and is thought to have
been the most deadly pandemic so far in human history, killing more people than the Black Death or
AIDS. Estimates put the death toll at between 20 and 40 million , while some one billion people were
affected by the disease, half of the total human population at that time. For many years the origin of
the virus and the reason it proved to be so lethal remained elusive. However, in February 2004, two
groups of scientists announced that they had reconstructed a key protein from the 1918 virus using
DNA procured from a number of archived samples taken from US soldiers of the First World War who
were infected with the virus. The virus was shown to originate in birds, and jumped the species
barrier to humans, catching the human immune system off-guard. The breakthrough should help
scientists identify which future bird viruses pose a threat to man at an earlier stage. The estimated
death toll for the 1918 flu pandemic would pale in comparison to what a similar pandemic could do
in today's more crowded and mobile world. Sir John Skehel, one of the scientists responsible for the
work, noted that "If we find that the structure of a bird virus resembles that of the structure of the

1918 virus that we have determined, then we will know that it potentially poses a threat to man, and
it will have to be kept under more active surveillance than usual" .

.·

" See further: C nsu llation Paper: The establishment of a ONA Data/Jase (Law Reform Commission, 2004), Report of the Commission on
Assisted Human Reproduction (Commiss ion on Assisted Hu man Reproduction, 2005)
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The lar~est archive, in patho"iOgy departments, contains material that is suitable for several types of
research . Pathologi sts might simply review the existing slides related to a specific disease in the archive
and compare them with information on the response to therapy and survival ; in this way a researcher
might assemble material removed by biopsy from perhaps 40 cases of a specific breast can ce r to see if it
helps to better predict treatment for future patients with this disease . Pathologists might cut new tissue
sections and stain them with additional specialised stains to determine if anything new can be learned
about the development of the tumour or whether these stains may be useful in future diagnosis of th e
particular tumour. At a third level, for a similar group of cancers, genetic material (DNA or RNA) may be
extracted and analysed to determine what genetic changes in the cells of th e tumour led to its development
and progression. Finally, at a fou rth level , genetic material may be studied to determin e what properties in
the genetic make-up of the patients may have predisposed them to the development of the can cer.

Options in the Use of Archival Human Biological Material
Recent advances in biomedical and genetic technologi es have dramatical ly increased the scient ific valu e
of archived human biol ogical material stored in instituti ons in th is country and around the wo rl d. Thi s
increased value has created a continuing debate over wh eth er archived material obta ined in a vari ety of
ways, and in diverse legal and ethi cal climates, can be used fo r research purposes. Changes in pu bli c
aw areness, in doctor-patient relation ships, the developm ent of patients' rights and public inquiri es
con cerning the use of

archiJe~

biological material without th e knowled ge .of donors or th ei r next of kin

have led to a discussion about what should be done with archived biologica l materi al. Materi al in a
di agnostic archive must be mainta ined as long as requi red fo r diagnostic reasons, but th e further use
of mate rial taken for research or teaching purposes must be con si dered .
One option is to dispose of archived material either by bu rial or throu gh incineration. While th is course
of action would not directly benefit any individual, it co uld prohibit any misuse of the materia l. Di sposa l
should not be con si dered an ethi cally neutral action since it presupposes th at disposa l is prefera bl e to using
th e materi al for teaching or resea rch purposes. It has been argued 5 that, even if disposa l dernonstrates
respect for individuals from w hom th e material was obtained in th e past , it places an unfair burden on
current and future indi vi duals by denying th em th e opportunity of possible therapies wh ich might be
developed by access to archi va l material.
A second option is to allow arc hi val material to be used in resea rch. Whi le most researchers accept that
thi s materi al may lea d to co nsidera bl e insights into disease processes, and may even resu lt in tangib le
benefits to pati ents in the fu ture, a nu mber of conce rn s have been expressed in re lation to th is course of
acti on. Principal am ongst th ese are th e issues of co nsent and co nfidentiality. Both of these have been dea lt
w ith in detail elsewhere in thi s report , but th eir app licati on to archival tissue brings up additional
co nsiderations.

5

Ashcroft R. The eth ics of reusing archived material tissue for resear h. Neuropathology and Applied Neurobiology 2000;26 :408-411.
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Safeguards for using Archival Human
Biological Material in Research
While it is preferable to use archival material for which specific consent has been given for its use in
research, in many cases this is not possible. The ambiguity of consent in the context of much archival
\ \

biological material has prompted the question of whether investigators should be required to obtain consent
for research on this material. One approach widely adopted in determining whether consent should be
obtained de[!Jends on the risks involved.
Unlike clinical research, where there may be a direct hazard to the health of the subject, there is no
direct hazard to the subject in research on archival biological material, and in the large majority of studies
no hazard can be identified . There are, however, potential hazards that may arise in a minority of cases
and must be considered. They include breach of confidentiality; all personal health information is
confidential to the doctors and teams involved in a patient's care. Unauthorised release of such information
I

to others could potentially lead to difficulties , in particular in relation to employment, insurance and
mortgages . Studies aimed at certain communicable diseases (such as HIV infection or hepatitis virus)
might result in a new diagnosis in an unsuspecting patient, with implications for both the patient and the
patient's family. Similarly, studies looking at aspects of a subject's DNA (germline DNA), might identify that
th e subject (and members of the subject's family) had specific genes predisposing to a tumour or other
illness. In vi ew of th ese potenti al hazards it is important to ensure that systems of confidentiality are in
pla ce, and th at the small number of research studies looking at specific communicable illnesses or specific
genes have addition al safegu ards in pla ce. Thu s, the ris k varies depending upon the category of material ,
i.e. anonymous, unlinked, cod ed , or identified .

Anonymous/Unlinked Archival Human Biological Material
Consent fo r use of archi va l materi al that is already anonymous or unlinked at the time of this report cannot
be obtained , for the obvious reason that it is impossible to identify the individual from whom the material
originated. By defin iti on, anonymous or unlin ked archival material has no connection with an individual,
th erefore no harm ca n be done to th e individual. Th ere are, howeve r, differing views on wheth er anonymous
or unlin ked archi va l materi al to be used in resea rch should be exempt from Research Ethics Committee
rev iew. United States federal regulation s6 (45 CFR 4 6 .10l[BJ[4J) expli citly exempt researc h on archival
bi ologica l materi al from Resea rch Ethics Committee review, provid ed th e sources cannot be identified directly
or through identifiers linked to the sa mples . Th e National Bioethi cs Ad visory Commission in the US7 has
endorsed the federa l regul ations.
Archiva l materi al ca n be anonymous w ith respect to an individual's identity but may not be anonymous
w ith respect to classes of indi vidua ls. Th us research ca n accumulate on groups, e.g . Caucas ians, females,
that may damage individua l members of t hat group or put them at ri sk of discrimin ati on or stigmati sati on.
For thi s reason , a Resea rch Eth ics Comm ittee should review al l researc h protocols seeking to use
anonymou s archi va l biologica l mate ri al in order to safeguard the ri ghts of groups and co mmunities .

.·
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The Federal Poli cy for the Protection of Human Subjects or "Comm on Rul e" is designed to ha rmonise protection of human subjects in all
releva nt federal departm ents and age ncies. Th e Common Rule is fou nd at Title 45 Part 46 of the Code of Federa l Regulations.

1

Nation al Bioethics Adviso ry Com mission. Research In volving Human Biological Materials: Ethical Issues and Policy Guidance. 1999

Recommendation
10
I I
Where archival biological material was obtained from persons for research or clinical purposes, for which
consent may or

max

not have been given, where material is not individually identifiable (anonymous/

unlinked material), and where there are no potential harms to the person from whom the material was
obtained, human biological material should be exempt from consent requirements subject to Research
Ethics Committee approval.

Identified/Coded Archival Human
Biological Material

•

Use of identified/coded archi va l biol ogical materi al poses a greater risk to th e individual in terms of
un wa nted inform ati on fl ow than does use of anonymous/unlin ked materi al. For thi s reason, fo r resea rch
using identified/cod ed bi ologica l, materi al consent should be sought. Th e Ca nad ian Tri- Council Policy
Statement8 states th at w hen investi gators w ish to use previously co llected identified materia l for research
purposes "resea rchers shall seek to obtai n informed co nsent from ind iv.iduals, or from th ei r authorized t hird
parti es, for th e use of th eir previously co llected ti ssue" . Th e Counci l of Europe9 has adopted a sim il ar
stance in its proposa l for an instrument on the use of archived human biological materials in biomedical

research. Arti cle 14 stipul ates th at resea rch on human biologica l material and personal data shou ld on ly
be undertaken if thi s is d\one in co nformity w ith appropriate informati o~ and co nsent procedures. Where
co nsent documents exist , Resea rch Ethics Committees shou ld determ ine w hether these provide an
adequate bas is to infer co nsent for use of th e bi ological material in th e proposed researc h.
Unfo rtun ately, existing co nsent may be co nsidered inadequate and, in many cases, co nsent may never
have been obtained. Th e Irish Council for Bi oethi cs be lieves that w here identified or coded material can be
traced back to an individual, th ere is an onus on an investigator to seek consent from that ind ividua l (or
next of kin ) to use their biologica l material for research purposes . In thi s way, the autonomy of and respect
fo r persons are safeguarded . Seeki ng co nsent fo r use of archiva l material for research rewgnises the proper
regard fo r an in dividual's autonomy, thereby afford ing the individua l from whom th e materia l originated due
respect. Before re-contactin g ind ividuals, investigators should subm it a proposa l of how th is w ill be done to
th e Resea rch Ethics Comm ittee for approva l. When individua ls are contacted, they should be provided with
the re leva nt informatio n and given the opti on of consenting to the proposed research protocol. In add ition ,
ind ividuals shou ld be offered th e cho ice of what further uses , if any, should be made of their materia l and
in what form - e.g. coded - and for how long the ir archi val material wil l be stored .

8

9

Med ica l Research Co uncil of Canada, Natural Sciences and Engineering Research Council of Canada, Social Sciences and Humanities
Resea rch Council of Ca nada . Tri-Council Policy Statement. Ethical Conduct for Researcl1 Involving Humans . 1998
Council of Europe Steering Committee on Bioethics. Proposal fO/ an instrument on the use of archived human biological materials in
biomedical research, 14 October 2002. www. coe. int/T/E/Legal affairs/Legal cooperation/ Bioet hics/Activities/Biomedical resea rch/C DBl INF( 2002)5 E.pdf . Accessed on September 29th 2004.
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Waiver of Consent
In some situations it may be difficult or impossible for investigators to recontact individuals and obtain
consent for use of their archival biological material in research. Material may have

bee~

stored for long

periods of time; individuals may have died or become untracec;i b,le. In some cases it might be prohibitively
costl y to recontact large numbers of individuals to seek consent, especially for academic-led studies. In
recognition of thi s, a number of organi sations, including the US National Bioethics Advisory Commission 10
and the National Health and Medical Research Council 11 in Australia, have recommended that subject to
certain criteria , the co nsent requirement for use of identified/coded archival material can be waived .
The explanatory report (No 66) accompanying th e Council of Europe's proposal for an instrument

on the use of archived human biological materials in biomedical research 12 states that if re-contacting the
indi vidual is not possible w ith reasonabl e efforts, the competent body may authorise the research provided
,

I

that th e ri sk of intrusion to th e pri vate life of the individual is acc,eptable in relation to th e importance of the
1

1

study. In th e view of the authors of the current report, where it is not practicable to obtain consent from
indi viduals for use of their archival material for research, Research Ethics Committees may waive the
requi re ment for consent.
Th erefo re, in determinin g w heth er con sent can be waived, Research Ethics Committees should take into
acco unt th e extent to w hich the proposed resea rch poses a ri sk to th e privacy of th e individual, w hether the
resea rch is an extension of or closel y related to a previously approved study, and whether the proposed
resea rch is sc ientifically sound and fulfil s important needs.
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Nationa l Bi oeth ics Ad~i sory Comm ission, op. cit. 7
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National Hea lth and Med ica l Resea rch Cou nci l. Human Research Ethics Handbook. Commentary on the National Statement on Ethical
Conduct in Research Involving Humans. 2001.

17

Counci l of Europe Steering Committee on Bioeth ics. Draft Explanatory report to the proposal for an instrument on the use of archived
human biological materials in biomedical research.
www.coe.int/T/E/Lega l_affairs/Legal _cooperation/Bioetl1ics/Activities/Biomed ical_research/CDB l-INF(2002)6E.pdf. Accessed on September
29th 2004.

Recommendation 11
.'

Where archival biological material was obtained from persons for

r~search

or clinical purposes, for which

consent may not have been given or was not adequate for the current proposed research, where existing
material is individually identifiable (identified/coded), researchers should seek to obtain free and
informed consent from individuals, or from an authorised th ird party, for the use of their archival
biological material. Where it is not practicable to obtain consent, a Research Ethics Committee may
waive the consent requirement, in which case it should take into account:
(a) whether the overall benefit to research is real and substantial
(b) the extent to which the proposed research may pose a risk to the privacy or well being of the
individual
(c) the nature of any existing consent re lating to collection and storage and use of material
(d) whether the research proposal is an extension of, or closely related to a previously approved research
project.
(e) the justification presented for seeking waiver of consent, including the extent to which it is

impossible, difficult or intrusive to obtain consent.

Removal of loentifiers from Identified/ Coded Archival
Human Biological Material
1

To circumvent seeking new co nsent from individua ls fo r use of th eir archiva l material in research , a practice
has deve loped w hereby existing identified or coded archiva l material is being anonym ised by removing all
identifiers or lin king cod es. According to the Am erican Society of Hu man Genetics 13 , anonym ising samples
protects sources from risks and thu s "eliminates the need for recontact to obta in informed consent''. Th e
UK Roya l College of Phys icians Comm ittee on Ethica l Issues in Med icine 14 recom mends th at research using
archi va l biologica l materia l ca n be performed w ithout the informed consent of the indi.viduals from w hom
th e material ori gin ates, if th e material is unlin ked and made anonymous. Th e wa ive r for informed con sent
is dependent upon Resea rch Ethics Committee approva l and th e absen ce of any hazard or inco nve nience
to th e individuals in vo lved.
We do not advocate th is poi nt of view for a number of reasons . Stripping identifi ers or anonym ising
arc hi val material w ithout the consent of the ind ividua l from w hom the material o ri g i na~ed is pro bl emat ic,
since researchers had an opportunity to seek consent but did not exercise it. Oth er difficulties ari se w hen
archiva l biological material is stripped of identifi ers , includ ing the inability of investigators to recontact
individuals shou ld th e research discove r therapeutica lly sign ifica nt inform at ion (e .g. a lin k between a
disease and a specific genotype). In add ition, there is a potential for a 1·ed uction of th e scientific va lue of
th e research . Th erefore, we wo uld discourage investigators from anonymising archival bi ologica l material
w ith out th e con sent of th e ind ividual from w hom the material originated.

13
11
'

Th e America n Society of Human Gen etics. Statement on informed consent for genetic research. Am J Hum Genet. 1996; 59:4 71-4 74.
Th e Roya l Co llege of Physician s Comm ittee on Ethi ca l Issues in Medicine. Research based on archived information and sa mples.
Recommendations from the Royal College of Physicians Comm ittee on Ethica l Issues in Medicin e.JR Coll Physician Land 1999; 33:264-

266.

53

I.

CHAPTER
I

4:

1

COMMERCIALISATION
AND HUMAN
BIOLOGICAL MATERIAL

--~ ·

.

~

~-

1·1

Who Owns Your Body?
The rather esoteric issue of ownership of one's body arises primarily because of the increasing commercial
potential of biological material. Property rights could entitle research participants to share in any profits
derived from the commercialisation of their biological material or its products .
In relation to the dead body, the common law rule that "there can be no property in a corpse" originates
from a ruling made in 1614 in an English court in the

Haynes'

Case 1 • In effect, this rule states that dead

bodies and body parts cannot be owned by anyone. Legally, they are not property at all.
This interpretation of the law prevailed until 1908, when the High Court of Australia heard the case of

Doodeward v. Spence 2 . Doodeward had acquired the preserved corpse of a two-headed child , which he
sought to exhibit publicly. The police confiscated the corpse, citing indecency, and Doodeward sued for iL
return. It was argued that since there was no property in a corpse, Doodeward had no right to possession
and therefore no basis for his action. The Court decided to return the corpse of the child to Doodeward
since the corpse had been subject to "the lawful exercise of work or skill so ... that it has acquired some

attributes differentiating it from a mere corpse awaiting burial". In short, becau se skill had been applied
in the form of preservation in a bottle of spirits, the corpse ceased to be a legal non-entity and was entitled
to legal protection.
Th e issue of property rights in body or body parts was revisited in the UK in 1998, when the artist
Anthony Noel-Kelly was tried for theft of anatomical specimens from the Roya l College of Surgeons.
Noel-Kelly, with the aid of an employee of the Royal College of Surgeons, removed several body parts
which were used as casts for models , some of which were later exh ibited at a gal le ry in London. In order
to gain a conviction for th eft , it was necessary to establ ish tha t the co'rpses in question had some status
as property. The Crown Court applied the Doodeward exception. As th e body parts had been subject to
the "skilled work" of a "previous generation" of surgeons, th ey were akin to the preserved chi ld in th e
Dood ewa rd case and thus were "property" of the Royal College of Surgeons capable of being stolen.
Hence, Noel-Kelly was conv icted of theft and sentenced to nine months in prison 3 . The Court of Appea l
upheld the original Crown Court decision and th e Judge Rose L. J. stated that:
"We return to the first question, that is to say whether or not a co rpse or part Df
a corpse is property. We accept that, however questionable the historica l origins
of the principle, it has now been the commo n law for 150 years at least that neither
a corpse, nor parts of a corpse, are in themselves and without more capab le of being
property protected by rights ."
Thu s, as com mon law curre ntly stands, the body and its parts in a corpse are not property and ca nnot be
owned, unless they have been altered by th e appl ication of a skill.

Haynes' Case (1614) 77 ER 1389
Doodeward v. Spence ( 1908) 6CLR 406
R v. l<el/y & Lindsay (1999) Q. B. 621
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The issue of the appli cation ·of skill as an exception to the general common law rule was recently addressed
and accepted by the English High Court, in the case of AB & Ors v Leeds Teaching Hospital NHS Trust4
which is a decision examining the issue of organ retention . There, Justice Gage stated that:
"In my judgement the principle that part of a body may acquire the

characte~ bf

property which can be the subject of rights of possessior and ownership is now part of
our law. In particular, in my opinion, Kelly 's case establishes the exception to the rule
that there is no property in a corpse where part of the body has been the subject of the
applicati on of skill such as disseGtion or preservation techniques. The evidence in the
lead ca ses show_s that to dissect and fi x an organ from a child's body requires work
and a great deal of skill, the more so in the case of a very small baby .. .The
subsequent production of blocks and slides is also a skilful operation requiring work
and expertise of trained scientists ".
I

I

Since dead bodies were and are not property, special rules had to be devised to govern the use to which
I

such bodies or parts thereof could be used, and by whom . In Irish law, the Human Anatomy Act 1832
and Coroners Act 1962 are the relevant pieces of legislation. The Anatomy Act was passed by the British
Parliament in 1832 follow ing the scandal of murderers Burke and Hare, who sold their victims' bodies
to anatomists for dissection in Edinburgh medical schools. That Act sought to quash the illegal market
in corpses by lega lising th e use of unclaimed bodi es to help ensure anatomi sts had a sufficient and
legitimate suppl y. Section 7 of the Act states "It shall be lawful for any executor or other party having

lawful possession of the body of any deceased person .. .. to permit the body of such deceased person to
undergo anatomical examination" . A coroner's powe rs and duties in relation to a dead body are provided
for in the Coron ers Act 1962 . The coron er has neither ownership nor any degree of proprietary rights in
a body in his/her jurisdiction , but does have th e right of possess ion and custody ove r a body in order to
allow the coroner to fulfil his/her legal obligation s in rel ation to the investigation of sudden, unexplained,
violent and unnatu ra l deaths.
Does th e "no pro perty" rul e encompass th e li ving? Wh ether or not an individual owns their own body,
or indeed any part of it, is also a lega l and ethi cal point of discuss ion. Interest in property rights ove r
re moved hu ma n biologica l material has been rekindl ed as such material can form the ba sis of a
commerc ial prod uct. Th e phil osoph er John Locke argued th at "every man has a property in his ow n
person". In effect, we own ourselves. Thi s con ce pt of property ari ses from natural la w principles ; once
labour is mi xed w ith a natural obj ect (e.g. bod y) thi s prov ides a clea r means for appropriating the body
as an exte nsion of our own person al property 5 . An alte rn ate vi ew is presented by Steph en Munzer, w ho
suggests that " .. . persons do not own their own bodies but. .. th ey do have Ii m ited property ri ghts in them "6 .
W hat is clea r is th at there ca n be no claim of ownership over another li ving human being, as thi s would
con st itute slavery, in direct co ntravent ion of Arti cle 4 of th e Unive rsa l Declarati on of Hum an Rights.
If there are no property rights in relation to a w hole li ving body, ca n there be ownership of pa rts of a
living bod y? Cu rrent lega l thought favou rs the view th at once human biologica l material leaves a body,
contrary to any qua lification by the donor, th e rec ipient (w hilst s/ he may not own th e materi al), w ill have
rights of possession and use. Th erefore, on ce hu man biologica l materi al leaves the body, it w ill either be

" 12004 1 EWHC 644 (QB)
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John Locke. Second Treatise on Government. 1690. Cl1apter 5

0

Stephen Munzer. A Theory of Property (Cambri dge Un iversity Press, NY, 1990 AT 41)

considered (a) abandoned (when taken in the course of medical diagnosis/treatment for which consent has
be~~ given) or (b) a gift, if voluntarily donated. For legal abaridonment to take place, the person who has

abandoned the thing must have intended to abandon it or be indifferent to what becomes of it. The legal
presumption in favour of abandonment is illustrated by the case of Venner v State of Maryland7 . Powers J.
held that "By the force of social custom ... when a person does nothing and says nothing to indicate an

intent to assert his right of ownership, possession or control over [bodily} material, the only rational
inference is that he intends to abandon the material".
In the landmark case of Moore v the University of California 8 , the California Supreme Court ruled that a
donor does not have a "property right" in tissues removed from his or her body. John Moore sued his doctors
for theft of his spleen after he was treated for hairy cell leukaemia at the University of California Los Angeles

•

Medical Center (UCLA). The splenectomy he received in 1976 cured his cancer, but his physician insisted
that Moore return to the centre between 1976 and 1983 for more blood work. According to Moore, his

physician insisted his doctors in Seattle could not do the blood work and that he return to the UCLA medical
centre for further lab tests. On April 11, 1983 Moore was asked to sign a consent form which allowed the
doctors to engage in resemch on his cells. Moore signed the form. The doctors determined that the cells
of Moore's spleen were unique because they created a protein , called a lymphokine, that was used for
treatment of different cancers. As a result, Moore's cells were transformed into an immortalised cell line
(a culture of his cells, which would last forever) and assigned patent number 4,438,032 - a patent that
earned over three billion dollars between 1984 and 1990.
Upon discovering what had happened, Moore sued his doctors, the University of California and two
1

biotechnology companies , claiming that he was entitled to share in pro.fits derived from commerc ial uses
of these cells and any other products resulting from research on any of his biological materials . He claimed
on a number of grounds which included a breach of trust (fiduciary duty) , lack of informed consent, and
"conversion", defined by the court as "the wrongful exercise of ownership over personal property belonging
to another". A deeply divided California Supreme Court ru led against Moore for three reasons : first, there
was no legal preced ent to support Moore's claim; second, the court interpreted California state la ws
regarding the disposal of human tissues after use in such a way that essentially ignores th e interests of th e
patients once the tissues (or cells) had been removed; third , the patented ce ll lines were.. distinct from the
ce lls removed from Moore's body, and thus th e cell line and its products could not be Moore's property.
Th e Supreme Court conc luded that his tissue had effectively been abandoned and that he had no property
rights to cells taken from his body. Moore, however, did succeed on the issue of informed consent.
Application of th e genera l principles of property law does not provide any guidance to the issue of
ownership of human biological material. However, there are a number of ways of dea ling w ith property
that do not in vo lve issues of ownership , but rather issues of possession and use. Property lawyers such
as Gray9 argue that property is a bundle or group of mutual rights and obl igations which preva il between
individuals (subj ects) and the th ing itself (object) and what th e law does is co nsider wh ich competing users
have ri ghts over an object. Thi s brings us to the concept of "contro l". It has been argued 10 that the use of
biological material can be co nsi dered to fall under th e right to private life because of the lin k between th e
materia l and the person from w hom it originated . The principle of the right to respect for private life wa s

Venner v State of Maryland ( 1976) 354 A 2d 483 (Md CA)
8
9

10

Moore v the University of California case (1990) 13P 2d 479

Gray I<. Property in Thin Air. Cambridge Law Review . 1991:252-307.
Trouet C. New European Guideli nes for the use of stored human biologica l materials in biomedica l research. J Med Ethics. 2004;30:90- l03 .
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introduced in Article 8 of the European Convention on Human Rights 11 and reiterated in the Convention on
Human Rights and Biomedicine 12 .
While no generally accepted definition of "private life" exists, the concept of private life has broadened
and does not only protect the personal data of the individual , but also the physical integrity and the choice
or control of the destination of one's remains 13 • The Netherlands enacted legislation in \J. 995, the Medical
Treatment Contract 14 , ·which incorporates this interpretation of the right to private life and offers individuals
\ \

a say in the destination of their biological material.

Commercialisation of Human Biological Material
Internationally, there is a growing body of legislation and guidance prohibiting the commercialisation or
commodification of the human body and its constituent parts. The Universal Declaration on the Human
Genome and Human Rights (1997) 15 states: "The human genome in its natural state shall not give rise to
I

financial gains". Further, the Council of Europe Convention on f-1urnan Rights and Biomedicine (1997) 16 ,
which as of March 2005 Ireland has not signed, states at Article 21 : "The human body and its parts shall
not, as such, give rise to financial gain". Under this provision, organs, tissue and blood cannot be bought
or sold or give rise to financial gain for the person from whom they have been removed, or for a third party,
wh ether an individual or an organisation e.g. hospital. The Article, however, does not prohibit reasonable
remuneration for items on whi ch a technical act may have been performed, e.g. storage or transport of
organ s or ti ss ues . Th e principle of human dignity underpins this article in the Convention . Dignity can be
defined as an intrinsic value and as a dimension of respect for the living person; the dignity of the human
body mainl y refers to w hat it can be dignified to do with a human being and is accepted in Ireland as a
co nstituti onal right. Justice Denham has stated that:
"An unspecifi ed ri ght under the Constitution to all persons as human persons is dignity
- to be treated with dignity. Such right is not lost by illness or accid ent. As long as a
person is ali ve they ha ve thi s ri ght ... Decision-making in relation to medical treatment
is an aspect of th e right to pri vacy; however, a compon ent in the decision may relate to
personal dignity"

17

Kanti an phil osophy argues th at commodifi cati on of human beings, as moral agents, is a violation of human
dignity. Th e result of co mmodificati on of th e body is to redu ce the indi vidual to the statu s of a mere obj ect.
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Cou nci l of Europe. Convention for the Pro tection of Human Rights and Fundamen tal Freedoms as amended by Protoco l No. 11 . 1998
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Cou ncil of Europe. Convention for the Protection of Human Rights and Dignity of the Human Being with regard to the Application of
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For thi s reason, contributions of human biological material tend to be regard ed as gifts. In his seminal work
"The Gift Relationship" 18 Richard Titmus examined the role of altruism in soci ety, as it is manifest
in .voluntary blood donation. Titmus surveyed a group of British blood donors and found that the most
important reason to donate was altruism - the regard for the needs of others - and that donors showed
a high sense of social responsibility. Typically, people who consent to the use of their biological materi al
for biomedical resea rch do so with the expectation that the donated material will be used to furth er
scientific knowledge and enhance the health of others. Most donors of biological material are unaware
that their biological material might be used in profit-making enterprises.

Recommendation 12
Donations of human biological material should be considered as a gift by the donor to the recipient.
Research participants should never be offered any financial or material inducement to donate biological
material for research. However, reasonable payments to cover expenses (e.g. travel expenses) are
acceptable.
The biologi cal material is given by th e donor as a gift, on the assumption th at it will be used in good faith
for th e medical ben efit of others. People's perceptions of such donations might be different if th ey th ought
that commerci al profits were a potential objective or outcome of the research to be condu cted. It could
therefore be argu ed that donors cannot provid e fully informed consent to th e use of th eir bi ologica l materi al
in biom edical research unless potential commercial applications of th e materi al are discussed and
di sclosed. In the MooreI case,
th e US Supreme Court rul ed that Moore was entitled to compe nsati on fo r
1
malpractice beca use th e treating phys ician had not informed him abdut the use of his ce lls and he had no
possibility of refu sing development of the cell line.
Th e Medica l Research Council 19 in th e UK and th e Canadian Tri -Council guidelines 20 require researchers
to di scuss with resea rch participants th e potential co mmercial uses of th eir bi ologica l material. Researchers
are also required to make clea r to parti cipa nts th at th ey will not be entitled to share in any profits th at
might ensue from their biological material. Donors must be allowed to w ithhold the ir consent for
commercial use of products developed from their biologica l materi al, as an exercise of -:ontro l over the
term s and co nditions of th eir parti cipation in th e resea rch. Di sclosure of potential commerc ial applications
is furth er indicated beca use of th e practi ca l con sequences fo r resea rch if people come to distru st doctors
and researchers beca use th ey feel th ey were deceived or treated unjustly.

18
19

Richard Titmus , The Gift Relationship: From Human Blood to Social Policy (1971 ).
Med ica l Resea rch Council. Human tissue and biological samples for use in research. Operational and Ethical Guidelines (2001 ).

° Ca nad ian Tri -Counc il Poli cy Sta tement. Ethical Conduct for Research Involving Humans (1998) .
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Recommendation 13
In cases where research on human biological material is or may be intended for or directed towards
commercial exploitation, or where commercial exploitation may be or is envisaged to be a by-product
of the research, full and frank disclosure of such commercial exploitation and interests of researchers
should be made to the prospective research participants and to Research Ethics (\o,mmittees. Research
participants may r.efuse consent for such use of their biological material but, should they consent, they
should be made aware that they are not entitled to a share wfi any profits that might ensue from use of
their sample or products derived from it.

If people' are made aware of the possibJe commercialisation of their biological material in the absence
of any personal financial compensation, the concern is that the system could be perceived as unjust and
people may be discouraged from making their biologica l material available for research. That raises the
question of w hether research institutions or companies shoul.d offer people an opportunity to seli their
biological material, rather than give it away to research. This argument has already been made in the case
of organ donation . There is V:Videspread agreemerit tpat a shortfall exists in the number of organs made
available for transplantation . The advantage of a free market ap~ roach, based on what people are willing to
pay and accept, is that it could increase availability of organs for transplantation. Apart from the argument
of com modification of the human being and loss of dignity as outlined above, critics of a market approach
claim that th e introduction of commercial incentives could result in reduced altruistic donating and a net
reduction of organ supp ly. Moreover, there is the issue of distribution: organ s, argue critics of markets,
should be allocated on th e basis of medical need and not by financial considerations.
Fin all y, th e ethica l concern with live donors is coercion - do we allow people to choose risk for monetary
ga in? It is arguable that it may be individual s in the lower socio-economic groups who would be selling
their organs to those who ca n afford to pay for them. Similar arguments can be made for prohibiting the
sa le of biological material for research purposes on an open market. Research subjects might be unduly
influenced by the promise of financial gain to disregard personal risks entailed in making their biological
material avai lable for research. Financial inducement could prevent donors who are economically
vulnerable from giving a conse nt that is truly voluntary. Articl e 8 of the Council of Europe's Proposal for an
instrument on the use of archived human biological materials in biomedical research 2 1 prohibits unusually

large payments or rewards to donors of biological materia l. Exp lanatory notes to Article 8 stress that such
financial incentives might influence decisions on the risks that donors are willing to undertake .

Recommendation 14
The human body and its parts shall not, as such, give rise to financial gain . Researchers may not sell for
profit (in money or in kind) biological material that they have collected for research purposes.

21

Council of Europe Steering Committee on Bioeth ics. Proposal for an in strument on the use of archived human biological material in
biomedical research (2002). http://www.coe. int/TIE/Legal_affa irs/Legal_co-operation/ Bioeth ics/Activities/Biomedica l_research/C DB l1NF (2002 )5 E. pdf.
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Benefit-Sharing
It could be argued that the commercial exploitation of a donor's biological material in the absence of
any benefit to the donors themselves seems unfair. The principle of reciprocity would dictate that the
I

person from whose body biological material is taken should share in the rewards resulting from his
or her contribution.
Although commodification and commercialisation of the human body and its parts is considered
unacceptable, there is an emerging recognition that a more equitable approach that provides for some
benefits to donors ought to be considered. The dilemma that presents itself is how, on the one hand, to
share profits with the person or people from whom biological material is obtained and , on the other hand ,
· to avoid inappropriate inducement of consent. The concept of benefit-sharing seeks to address this dilemma .
Benefit-sharing refers to the view that commercia l sponsors should return a percentage of the profh~ or
other in-kind benefits to those who made the research possible in the first place. The issues surrounding
benefit-sharing are complex. Should the benefits accrue to individuals, families or communities that have
contributed to the research? and what form should the benefits take? It is important to note that the Moore
case is extremely unusual in that one individual's biological material, in this case cells from his spleen,
resulted in a highly profitable commercial product.
In the vast majority of cases, a commercia l product can be realised only through the aggregation of a
multitude of samples, al l of which have similar characteristics. It would be virtually impossible to establish
the relative importance of any one donation of biological material to the financial success of a commercial
product derived from such material. Furthermore, it could take several years and several attempts to develop
a commercial product from biological material before any revenue from such a product would be actua lised.
II

Therefore, it seems appropriate that rewards should be distributed c'ollectively rather than to individuals.
'

The concept of benefit-sharing has most wide ly been explored in genetic research, which usually targets
22
entire commun iti es. The Human Genetics Organisation 's (HUGO) Statement on Benefit-Sharing (2000)

advocates remuneration for communities who participate in genetic resea rc h. The basis for such an
argument derives from the principles of justice, solidarity and recognition that the genome should be
viewed as the common heritage of the human race . Thus, benefits that accrue from genetic researc h
should benefit all people, for example, profit-making organisations dedicating a percentage of annua l net
profit (1-3 %) to healthcare infrastructure and/or to humanitarian efforts.
The International Declaration on Human Genetic Data23 states at Artic le 19 that "Benefits accrued from
the use of human genetic data, human proteomic data or biological samples collected for medical and
scientific research should be shared with society as a whole and the international commu nity" . Th e
Declaration suggests suitable forms of benefit-sharing which include access to medica l care and/or drugs
stemming from the research, provision for new diagnostics , support for health services and capac ity-building
facilities for research purposes.

22

HUGO Ethics Com mi ttee. Statement on Benefit-sharing, April 9 2000 http://www.gene. ucl.ac .u k/hugo/benefi t.html accessed
20th August 200 4
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UNESCO. International Declaration on Human Genetic Data (2003) .
http://unesdoc.unesco.org/images/00 13/001312/ 13 1204e. pdf# page = 27 accessed
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A Montreal-based company, Galileo Genomics24 is searching for genes. associated with 25 common
diseases. The company's research relies on the study of genetic data collected from the Quebec
founder population, a population of six million distantly related individuals descended from a group
of approximately. 2,600 common ancestors who arrived from France betwe~t

1608 and 1760.

Founder populations contain a relatively homogenous g1ne pool, which is a distinct advantage in
1

identifying genes with the diseases they cause. The research will be carried out with the cooperation
of fifty thousand members of the Quebec population. In recognition of this contribution, Galileo has
committed to a trust fund for the benefit of Quebecers, which will receive three percent of the
company's net profits.

The concept of benefit-sharing is a matter that could be considered by those involved in the commercialisation
of biological material contributions, since it does not attempt to denounce commercialisation, while at the
same time it promotes the idea-that those who directly financially profit ought to contribute to the donors of
I

I

the material, w ithout such contribution amounting to an inducement.

Recommendation 15
Researchers and sponsors of research should consider sharing commercial benefits arising from research
amongst the wider community from which the research participants were drawn.

Intellectual Property and Patents
Recently, there has been a shift in funding for research and an increased commerc ialisation of research .
Many countries, including Ireland, have defined knowledge-based futures built around biotechnology and
information and communication technologies25 . Thi s has led to a change from substa ntially publicly funded
activity to more private ly funded research and partnerships with industry. In Ireland this change in research
strategy can be illustrated by the establi shment of Centres for Science, Engineering and Technology, fund ed
by Science Foundation lre land 26 . Grants ranging from 1-5 million per year for up to ten years are awarded
to support research that creates partnersh ips lin king scientists, engineers and industry. The relationship
between academ ic research and industry in term s of the commerc ial exploitation of a product has focussed
attention on the iss ues of tec hnology transfer and intellectual property rights (IP) , most often in the form
of patents.
A patent is a monopoly ri ght granted by a government to an inventor or applicant for a limited time
(u sua lly 20 years from the date of fi ling the appl ication) in exchange for a comp lete description of the
in vention . By gra nting time- limited market exc lusivity, patents create th e potential for inve ntors to generate
large return s on successfu l innovations. Patent protection of intellectua l property is particularly important in
biotechnology because of the high fi xed cost of research and th e ease w ith which in ventions ca n be copied.
It is estimated that on ly one in every 250 drugs that enter pre-clinica l testing is approved by th e Food and

2
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Report of the Inter-Departmental Comm ittee on Science, Technology and Innova tion. Building Ireland's l<nowledge Economy.
The Irish Aclion Plan for Promoting lnveslmenl in R&D lo 2010.
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http://www.sfi.ie accessed on 27th August 2004
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Drug Adm.inistration in the US, and that the cost of developing a new drug is $350-$500 million 27 . Thus,
the patent system encourages innovation and investment in patented inventions by permitting companies

1
{0 recover their research and development costs during the period of exclusive rights . The limited term of
a patent also furthers the public interest by encouraging quick commercialisation of inventions while
increasing the general pool of public knowledge.
Under the European Patents Convention 28 , the criteria which must be satisfied in order to qualify for a

patent are novelty, inventive step and industrial applicability. In addition , the invention must not be contrary
to morality or ordre public e.g. cloning human beings or use of embryos for commerc ial exploitation .
· Before the development of genetic technologies, this exception was rarely invoked . The European Patent
Office guidelines state that a "fair test ... is to consider whether it is probable that the public in general
would regard the invention as so abhorrent that the grant of patent rights would be inconceivable". More
recently, there have been a number of cases 29 before the European Patent Office compelling legislators to
define more clearly what the public morality exception means. The difficulty of this end eavour should not
be underestimated as it involves identifying a common European morality.
Despite a vigorous debate about the acceptability of patenting DNA sequences, patenting of life form s is
now well established in law. The landmark case of Diamond v. Chakrabarty 30 , rul ed that genetic
modification of a bacterium to break down oil spills wa s consi stent with "a new co mpositi on of matter"
as defined in th e Patent Act of 1793 . This decision did not directly add ress the patentability of genes ;
however, the courts rea soned that if whole organism s were patentable, th en th eir constituent parts would
also be eligible for patent protection . Subsequently, the patenting of isolated gene sequences , but not th e
human genome, wa s permitted by the USA and Europea n patent offices, provided that th e appli ca nt coul d
demonstrate utility of th e gene sequence.
An international regime for intellectual property protection has been esta blished th ro ugh the World Trade
Organization's Agreem ent on Trade-Related Aspects of Intellectu al Property (TRI Ps) 31 . There is no
requirement for con sent in relation to th e patentability of inve ntions derived from biologica l material in th e
TRIPs agreement. Nor does it recogni se any benefit-sharing rights for individuals wh o donate bi ologica l
material. The European Parli ament Directive on the Lega l Protection of Biotechnological Inve ntions (19 98)32
allows for patenting of gene sequences where an inve ntion is "based on an elemenUsolated from the
human body or otherwise produced by means of a technical process, which is susceptible of industrial
application ... given that the rights conferred by the patent do not extend to the human body and its
elements in their natura l environment". 33 However, the Europea n Di rective, unl ike the TRIPs agreement,
does requi re, in Recital 26, th at con sent should be obtained w here an invention is based on biological
materi al of human origin . It should be noted th at thi s req uirement only appea rs in the rec ita l, w hich is not
bindin g on Member States but onl y intended to prov ide guidance .

27

Ph armaceutica l Resea rch and Manufacturers Association (Ph RMA). Industry Profile 2000. http://www.p hrma .org/publi cations accessed on
27th August 2004

28

http ://www.european-pa tent-office .org/legal/epc/e/ma l.html# CVN accessed on 27 th Augu st 2004.

29

Oncomouse/Harvard ( 199 2) lOOJ EPO 588, Greenpeace v Plant Genetic Systems NV ( 1993) 24 11C 6 18, Howa rd Florey/Relax in ( 1995)
60J EPOR 45 1

30

Diamond v. Chakrabarty (1980)447 U.S . 303. 100 S.Ct. 2204

31

http://www.wto.org/english/tratop_e/trips_e/trips_e. htm accessed on 30th August 2004
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http://europa.eu. inVeur-lex/pri/en/oj/daVl 998/1_2 l 3/I_ 2 1319980730en0013002 l.pdf accessed on 30th August 2004
The Directive was transposed into Irish law in 2000 as the European Commu nities (Lega l Protection of Biotechnologica l Inven tions)
Regulations, 2000.S. I. No. 24 7 of 2000 .
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Recently the Nuffield Council on Bioethics in the UK produced a discussion paper on "The Ethics of
Patenting DNA" 34 . They accepted that the patent system promoted the public interest by stimulating
discovery of new medicines but advised that in the "case of patents that assert property rights over DNA,

consideration should be given to whether the balance between public and private interests has been fairly
struck". They concluded that in the future patents for DNA sequences should Q~ the exception rather than
the rule .
I

In common with the TRIPs agreement, the European Directive does not make any facility for benefitsharing in cases where biological material forms the basis of the invention. It has been argued that the
basis for such a position is that th~ contribution of researchers, including labour and creativity, is more
deserving of reward than the mere provision of the human biologiGal materials with which the researchers
work

35

.

The lack of any facility for beriefit-sharing in the case of patents has recently become contentious.

Genetic patents were intended to benefit society through rapid access to innovations, which would help
ameliorate the health and wellbeing of society.
issue into sharp focus . Between October
The case of Myriad Genetics Laboratories ha's brought Ithis
I
2000 and April 2001, Myriad Genetic Laboratories , Inc. (based in Utah, United States) was awarded
a series of patents by the Canadian Patent Office . These patents give Myriad extensive control over the
BRCAl and 2 genes, which are implicated in 5-10% of breast cancers, and a specific test that Myriad
has developed for identifying the presence of BRCAl and 2 genes (BRCAnalysis). In June 2001,
Myriad accused hospitals in Canada of violating its patent on a test of genetic susceptibility to breast
cancer. Myriad demanded that all patient samples be sent to the company's headquarters in Utah for
analysis, where Myriad would perform the tests for approximately US$3850, almost five times what it
cost the hospitals to perform the test36 . At least one province in Canada suspended its breast cancer gene
testin g, leaving women there to pay the cost themselves . The Ontario Government defied Myriad and
continued to offer genetic screening for breast cancer in their hospitals. The American College of Medical
Genetics declared its concern that such monopolies limit the accessibility of competitively priced genetic
testing services, hinder the development of quality assurance programs and limit the number of
knowledgeable individuals to assist in patient care. Due to fears that Myriad would try to impose similar
restriction s on breast ca nce r screening in Europe , the lnstitut Curie, the Assistance Publique-Hopitaux de
Pari s and the lnstitut Gustave-Roussy filed an opposition notice with the European Patent Office, on the
basi s that the patent granted was too broad . Following a public hearing on May 17 and 18, 2004, the
Europea n Patent Office (EPO) has revoked the patent Myri ad held on BRC Analysis.

3
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Recommendation 16
Intellectual property rights arising from human biological material donated for research may be sold
or licensed. Biotechnology patents should properly meet the requirements of novelty, inventiveness
and industrial applicability as described by the EC Directive 98/44/EC, and researchers must .ascribe
a central role to informed consent in obtaining human biological material which includes giving
information to potential research participants in relation to possible patent applications when that is
envisaged at the time the consent is obtained.
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CHAPTER

5:

11

(ON Fl DENTIALITY
AND PRIVACY

I I

Confidentiality and Privacy
, Priva cy and confidentiality are terms sometimes used interchangeably. Although related to each other, these
are not identical concepts. Fundamentally, privacy is about persons; confidentiality is about information.
Privacy includes both the idea of respect for personal autonomy and an interest in freedom from
uninvited and unwarranted intrusions. Privacy refers to our right to control access to ourselves and to our
personal information. In the context of research, an individual's right to privacy is generally protected by
the right to refuse to participate in research . Privacy issues arise when investigators wish to use identifiable
biological material or records without obtaining consent.
Th e principle of confidentiality provides an assurance that personal information will not be disclosed
to unauthorised persons, processes, or devices. Confidentiality refers to agreements made with subjects,
through the consent process, about if and how information provided by individuals will be protected .
These agreements may include descriptions about whether or not identifiers will be retained, who will
have access to identifiable data and what methods will be used to safeguard data . Confidentiality can
also be implied by the circumstances and may not be dependent on an express agreement.
Secu rity is related to privacy and confidentiality in that it ensures and protects privacy and confidentiality.
Security co ncerns the measures implemented by an organisation .to ensure that there is no undesired
disclosure of confidential information . An assurance of confide ntiality is meaningless without attention to
security safeguards.

Ethical Principles underlying
Confidentiality and Privacy
Th e right to a private life was proclaimed in Article 12 of the Universal Declaration of Human Rights

1

and has been reaffirmed in every other human rights declaration since 1948. Di gnity and autonomy form
the ethical basis for the privacy of research subjects. The right to personal autonomy is a fundamental
valu e in Kantian ethics where autonomy is considered to mean self-determ ination or th e ability to choose
for on eself. Autonomy is lin ked to privacy because autonomy is possible only where there is a domain of
priva cy. Beauchamp and Childress2 argu e that "rights of privacy are valid claims against unauthorised

access that have their basis in the right to authorise or decline access. These righ ts are justified by rights
of autonomous choice that are correlative to the obligations expressed in the principle of respect for
autonomy" . Asking potenti al research participants for th eir con sent to store and use th eir personal data
is a way of preserving their right to autonomy by al lowing th em to retain som e contro l over information
generated about them. When a participant authorises relea se of th eir persona l informati on to a third party
no violation of their ri ght to autonomy occ urs.
Infringement of pri va cy and th erefore autonomy forms th e ba sis of th e objection to the Icelandic
Database Project by th e Association of Ice land ers fo r Ethi cs in Science and Med icine (Mannvernd) . In
December 19 98 , the Ice land ic parliament passed th e Act on a Hea lth Sector Database (The Database Act)
w hi ch provides for th e aggregation of health data in a single large database under li cence. In 2000 , the
Ice landi c Ministry of Hea lth and Social Secu rity awa rded a lice nce to a private fo r-profit compan y deCODE

United Nations. Universa l Declaralion of Human Rights, adopted and proc laimed by General Assembly resolution 2 17 A (Ill) of 10
December 1948. http://www.unl1chr.ch/udhr accessed 25th October 2004 .
Beauchamp TL and Childress JF. Principles of Biomedical Ethics . Fifth Ed., Oxford Uni versity Press. 2001 p296.
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genetics, Inc ., to construct a central database for conducting research into the genetic causes of disease.
The Ice landic Health Sector Database (\HD), contains medical record s, including genetic information ,

"

of th e country's entire population, living and deceased. Under the Health Sector Database Act, deCODE
genetics is permitted to collect and use sensitive data without. th e informed consent of the individual to
whom th e data relates. Informed con sent is substituted with so-called presumed consent; an individual
must proactively opt out of the database; if not s/he is considered to have consented . Mannvernd 3
reports th at as of June 30 , 2003 , 20,4 Z6 peopl e had opted out of the database. The Icelandic Medical
Associ ation is al so opposing the effort and many doctors are refusing to hand over their patients' records
without consent. The verdict of the Icelandic Supreme Court from November 27, 2003, in the case of

Ragnhildur Guomundsd6ttir versus the State of Iceland , addressed this issue of presumed consent.
Ms Guomundsd6ttir obj ected to th e tran sfer of data belonging to her decea sed father to the \HD ,
1

on th e ba sis of her right to pri vacy. Information coJid be

infe rr~d 1from such data relating to the genetic

ch aracteri stics of her father which might also apply to herself. Th'e Icelandic Supreme Court sided with
Ms Guomundsd6ttir and stru ck down th e \HD Act as uncon stitutional.
Medica l confid entiality is of parti cul ar ethi cal and moral importance. Health professionals have long
been accustom ed to dea ling with sensitive information regarding the ir patients. In fact th e confid entiality
of pati ent reco rd s forms pa rt of th e ancient Hippoc rati c Oath , and is ce ntral to th e ethical tradition of
med icine and hea lthcare. Th e Hippocratic Oath states: "What I may see or hear in the course of the

treatment or even ou tside of the trea tment in regard to the life of men, which on no account one must
spread abroad, I will keep to myself, holding such things shameful to be spoken about." Th e phys ician's
obligati on to safeguard colilfi dent iality has been reiterated by th e Irish Medica l Council in their Guide to
Ethica l Conduct and Behaviour, 2004, w hich states : "Confidentiality is a time-honoured principle of

medical ethics. It extends after dea th and is fundamental to the doctor/patient relationship. While the
concern of relatives and close friends is understandable, the doctor must not disclose inform ation to any
person without the consen t of the patient" .4
Due to recent advances in bi otechn ology and medica l informati cs, co nfidentiality has becom e an issue
of pa rt icul ar re levance to researc h in vo lving human subjects. Respect for co nfidentiality is essenti al for th e
preservation of trust between resea rch parti cipa nts and investigators . Th e Worl d Med ica l Associati on's
Internationa l Code of Medica l Ethics 5 acknow ledges this w ith its requi re ment th at "a doctor shall preserve

absolute secrecy on all he knows about his pa tie nt beca use of the confidence entrusted to him" .
When resea rc h parti cipants trust th e researc h in vesti gato rs they w ill be more likely to give more accurate
information, thereby improving t he data used in th e stud y an d thu s th e overall quality of th e resea rch.

Recommendation 17
Research participants have a right to expect t hat identifiable inform ation about t hemselves , eit her
provided or discovered in the course of research, wi ll not be sh ared wit h ot hers wit hout t heir kn owl edge
or permission. A duty of confidentiality is owed to all research participants.

.3

hltp ://www.mannvernd .is/english accessed on 28th October 2004

" Medical Council . A guide to Ethical Concluct and Behaviour. Sixth Edition. 2004 .
" World Medica l Association. International Cocle of Meclical Ethics. Adopted by th e Third General Assembly of the World Medica l Associa tion
at London in Octo ber 1949. http://www.wma.net/e/policy/c8 .l1tm accessed on 25th October 2004 .
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Legislation Regulating Confidentiality and Privacy
From th e perspective of the law an individual 's rights to confid entiality and privacy are w idely entrenched
in nation al and intern ational legislation . Th e right to privacy is protected under article 40 .3 .2 of the Iris h
Con stitution , which states: "Th e State shall, in particular, by its laws protect as best it may from unjust

attack and, in the case of injustice done, vindica te the life, person, good name, and property rights of
every citizen". 6 Th e Eu ropea n Convention on Human Rights, 1950 at Arti cle 8 states that "Eve ryon e has
t he ri ght to respect for his private and fam ily life, his home and his correspondence." By virtue of the
European Convention on Human Rights Act 2003, the Convention is now part of Irish law. The Europea n
Convention on Hu ma n Ri ghts and Bi omedicine7 has provided for the protection of the pri vacy of t he
individual in relation to informati on co llected about his or her hea lth, although it shou ld be noted that
Ireland is not a signato ry to th e Convention .
Th e prin cipl e of co nfid enti ality is provid ed for under th e Irish Data Protecti on Acts 1988 and 2003 8 ,
und er whi ch personal information must be obtain ed fo r a specified pu rpose , and m ust not be disclosed
to any third party exce pt in a ma nner com pati ble with that purpose . In 1988 , the first Data Protectio n
Act w as passed in order to implement the 198 1 Cou ncil of Europe Convention for the Protectio n of
Individual s w ith Regard to Automati c Processing of Perso nal Data9 . Th e Act wa s des igned to afford
protection to indi viduals in relation to personal data kept on computer databases on ly, as fears mounted
rega rding th e ease w ith w hich co mputerised data could be gleaned and tran sferred w ith out th e knowl edge
or co nsent of th e indl · iduals. In 20 03 , th e Data Protecti on Act wa s amended in ord er to co m ply w ith
th e Eu ropea n Data Protection Di rective 10 of 1995 . The Data Protei::tion (Amendment) Act 200 3 is broa der
t han the 1988 Act , in t hat it incorporates ma nual data i. e. handwritten or typed notes, w hich are part of
a structured fil ing system .
Under the Data Protecti on Acts, data controll ers (for th e purpose of this report research investigators),
w ho ho ld and co ntrol personal information , are assigned a number of respon sibil ities regardi ng t he
co llection and use of such inform ation. Investigators must ensure th at perso nal informa t ion co llected is
done so fairl y and that data subjects (in thi s case research participants) are info rmed for w hat purposes
th eir information is requ ired, as well as who wi ll have access to th eir informati on. Resea rch participa nts
shou ld be give n th e opportu ni ty to refuse secondary or unforeseen uses of their information. In this way
investi gators w ill achieve trans parency and informed co nsent. The issue of informed consent is of great
importance w ith respect to th e storing of personal information, particularly information of a sensitive nature.
Data Protection legislation also states th at persona l informa tion may not be stored un less it is held for
a spec ifi c, legiti mate and cl ea rly defined reason. Investigators are also delegated the respons ibility of
ensurin g that the information stored by th em about research participa nts is accurate and up to date.
This mea ns that, in th e case of research, all study resu lts must be verified and updated where necessary.
Under the Acts invest igators must store informati on which is adeq uate, re levant and not excessive to th e
speci fi c purposes fo r w hich consent was obtained .

6

Bunreacht na hEirea nn , Constitution of Ireland, 1937-2004, Article 40.3.2. McGee v Attorney General fl974 JIR 284, Kennedy v Ireland
119881 ILRM 472.
Counc il of Europe. Con vention on Human Rights anc/ Biomedicine . 1997 http ://conven ti ons.coe. int/treaty/en/treaties/html/164.htm
accessed 12th October 2004
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For full text of the Data Protection Act 1988 and the Data Protection (Amendment) Act 2003, see the Data Protection Commissioner
website, www.datapri vacy. ie
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http://conventions.coe.i nVTreaty/EN(Trea ties/Html/108.htrn accessed 7th October 2004
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Directive 95/46/EC of tl1e European Parliament and of the Council of 24 October 1995 on the protection of individuals with 1egard to t11e
processing of persona l data and on the free movement of such data. http://europa .eu.int/comm/interna l market/privacy/law en.htm
accessed on 26th October 2004
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Recommendation 18
Researchers should be aware of their obligations and duties as prescribed by the Data Protection Acts
1988 and 2003 . .Researchers must ensure the confidentiality and privacy of data' btained directly from
individuals, their medical records, or from their biological

ma~erial.

Prospective research participants

should be informed what personal information about them will be stored, how it will be used , and if it
will be shared with third parties. Details should also be given to research participants about what
safeguards are in place to protect their confidentiality.

Safeguarding Confidentiality
Anonymisation and Coding of Data

1

1

I I
1

To safegua rd confidentia l information in prospective research, idk ntified or identifiable biological material
or data shou ld be anonymised or coded as ea rly as possible in the research process . Anonymised data,
i.e . data where identifiers e.g. name, date of birth etc. are irretrievably removed, has little potential to be
used by anyone to identify ind ividuals. The Health Council of the Netherlands' ' considers that whenever
possible, anonymous samples be used; identifiable samples should be limited to studies that could not
otherwise be performed . While this approach ensures confidentiality, it precludes follow-up and feedback
to research participants and may be incompatible with, or compromise, th e aims of the research study.
Coding material or data, i.e . where identifiers are removed and replaced with a code which only certain
individuals have access to, is another way of protecting confidentiality. In such cases it is possible to use the
code to re-identify the individua l from whom the material or information was obtained . Thu s, investigators
can refer back to individua ls' medical records if further information is required to interpret results, or provide
feedback to individuals . Th e Swedish Medical Research Council 12 states that "if biobanks are to fulfil

important purposes for future biomedical research, the identity of the sample must be preserved. It is
essential for biological material to be coded, and for the code key to be stored separately. The code must
be kept within public institutions. Strict rules for storage and the use for the code key must be established,
preferably in consultation with the local personal data representative". The Irish Council for Bioethics
endorses th is recommendation .

Recommendation 19
Institutions or organisations that participate in research, should establish policies and procedures for
effective coding or encryption of identifiable material or informat ion. Once archived, material or data
should be afforded t he same level of protection as when in active use.

,-
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Healt11 Council of the Netherlands. Proper Use of Human Tissue. 1994 .
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Swedish Medica l Research Council (MFR) . Research Ethics Guidelines for using biobanks, especially projects involving genome research . 1999.

Data Security
I

Ensuring that data is secure is a legal obligation under the Data Protection Acts. The Data Protection
(Amendment) Act 2003, Section 2.1 (d) requires : "appropriate security measures shall be taken against

unauthorised access to, or unauthorised alteration, disclosure or destruction of, the data, in particular
where the processing involves the transmission of data over a network, and against all other unla wful
forms of processing" . This can be achieved in a number of ways: by ensuring computers and manual files
are restricted to authorised personnel and that such systems are kept separate from external computer
systems. Computer systems should be password protected and there should be back-up procedures
including off-site back-up . Identifiable data relating to research participants should be sent via e-mail
only when the data has been reliably encrypted. Additionally, ensuring that waste paper and printouts
are disposed of correctly, i.e. by shredding, increases the level of data security.

Disclosure
Given the immense sensitivity of health-related information , it is imperative that investigators be clear
about their planned use of personal data from the outset of a study. This includes the manner in whic h
information emanating from a study will be fed back to participants. Research Ethics Committees should
require researchers to identify the circumstances under which research results would warrant disclosure,
to develop a plan for managing such disclosure, and to detail arrangements for appropriate medical advice
or referral when disclosure is made.
11

In the event a research result has immed iate clinical relevanc;:e to a participant, th e physician involved
has a duty of care to inform the research participant either directly or via their genera l practitioner.
A research result should not be relied upon for making a diagnosis and shou ld always be confirmed
by an accredited clinical laboratory where possible.
Th ere is disagreement internation all y about the appropriateness of convey ing research results back to
parti cipants on an individual basis. In the vast majority of cases , the results of a single in vestigation wi ll
have little or no clinica l va lue to an individual participant. Indeed , disclosure of preliminary data to a
participant can be non-beneficial or even harmful, e.g. distress and anxiety cau sed by an abnorm al result
which may or may not have any relevance to their health and wel lbeing. Disclosure of research results
shou ld be done in a sensitive manner w ith th e consent of the participant. The Medica l Research Coun cil in
the UK 13 however, suggests that investigators should offer participants th e opportunity to be kept informed
about the genera l results of research projects , through a webs ite or newsletter.

13

Medica l Resea rcil Council. Human tissue and biological samples for use in research. Operational and Ethical Guidelines. 2001
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Recommendation 20
Research protocols submitted to Research Ethics Committees by investigators should, where relevant,
detail circumstances that might lead to disclosure of findings to research participants and a plan for how
to manage such a disclosure. Research participants should be able to choose whether or not they wish
\\
to be informed of individual research results that affect their interests.
Such disclosure should occur only when:

I

\

(a) The fi ndi ngs have been validated and confirmed where and when possible
(b) The findings have significant implications for the participants' health and well being

Third Party Disclosure
Resea rch relating to individ ua ls and groups may enta il co llecting and storing information that, if disclosed
to third parties , cou ld cause harm or distress . As well as encroaching upon an individual's civil ri ghts, there
I

I

.

are co ncerns that the unethical use or distribution of personal information may result in an individ ual being
unfa irly discriminated aga inst. Thu s, investigators should be especia lly awa re of their obligations to protect
the co nfidentiality of research participants w hen releasing data to third parti es . Provided th at co nsent is in
place , transfer of data to a third party is permissible and provided a co mparable level of security and
protection of privacy ca n be ensured. (See also Chapter 6 : Management of Human Bi ologica l Material) .
To safeguard individua ls and groups against possible discrimination or stigmatisation , dissemination of
research results in journa ls shou ld not contain any identifiable informati on about research participants. Special
consideration shou ld be given to the manner in wh ich information regarding sma ll groups is published .
Disclosure is perm iss ible in cases where som e aspects of a research participant's health may have a
seriou s impact on oth ers . Certain types of info rmation may be made ava ilable to public hea lth offi cials
for various public hea lth pu rposes, for example, the reporting of infectious diseases without th e explicit
con sent of th e indi vidual. However, investigators should encourage vo luntary disclosure by parti cipants.
It is imperative that research investi gators strike a ba lan ce between th e right to confident iality of the
resea rch pa rticipant and the possible ris k posed to other people or the public at large. Although a duty
of confidentiality is owed to all research parti cipants, the need to protect other individuals not con nected
to the resea rch may outwei gh that duty. In cases of a clea r and seriou s threat to health, a stron g mora l,
ethi ca l and lega l argument can be made for disclosing information in order to negate such a threat.

In accordance with the Infectious Diseases (Amendment) (No. 3) Regulations 2003, S.t. No. 707 of
2003, doctors and laboratory directors are required to report infectious diseases, clusters or changing
pattern s of ill ness to the Depa rtment of Public Health in each Health Service Executive Area. This
inform ation is coll ated and analysed by the National Disease Surveillance Centre (NDSC). Notification
of infectious disease is required in order to identify and prevent spread of disease amongst t he general
population. For example, tu berc ulosis (TB), the most freq uent cause of death due to a single
infectious agent, is one of 68 infectious diseases cu rrently notifiable in Ireland. In 2002 , t he NDSC
recorded a total of 400 cases of TB in Ireland. Given th at TB constit utes a serious threat to publ ic
health, confidentia lity could not be assu red in the case of a resea rch partici pant who was discove red
to be infected with Mycobacterium tuberculosis during the course of a research study and deemed a
danger to public health.
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CHAPTER
II

6:

MANAGEM.ENT OF
HUMAN BIOLOGICAL
MATERIAL

,

Management of Human Biological Material
The ~tatus of human biological material is not clearly established under law. For research, the important
consideration is not legal ownership, rather who has the right to control the use of material. Custodianship
is a useful concept in this context. The custodian of the biological material has responsibility for the ethical
preservation, use and disposal of both biological material and data, without having rights of property to the
material. The custodian who manages the biological material on a day-to-day basis, usually but not always
the investigator who has co llected the material, should be a named person who is employed by the
institution in which the material resides. However, formal responsibility for custodianship shou ld rest with
institutions rather than individuals. This ensures the conti nued maintenance of material when there are
changes in personnel as a result of retirement, death or change of employment.
Provided that consent is in place from the donor of the biological material, optimal va lue can be extracted
from the material by allowing other researchers undertaking high quality research to have access to it.
At international level , the Human Genome Organisation (HUG0) 1 and the United Nations Educational ,
Scientific and Cultural Organization (UNESC0 )2 recomm end that biological material shou ld be openly
ava ilable to the scientific commu nity. The World Health Organization (WH0) 3 has adopted th e sa me position :

"qualified researchers should have access to samples, provided that strict confidentiality is observed or that
identifying characteristics are removed". In the case of archival material co llected for a specific research
study, the investigator responsib le for co llecting and maintaining the material should co ntro l access to thi s
material for the duration of his/her studies . Access by third parti es to such materi al should not disadvantage
the investigator responsib11 ~ for collecting and maintaining the material.
In the case of larger col lections of archival biological material th at has not been collected for the purpose
of a specific research study, the custod ian of such materia l should develop transparent procedures for dea li ng
with requests for access to the material. The Medica l Research Counci l4 in the UK recommends that access
to arch ival biological material should be subject to peer review to ensure scientific qual ity and that a
management committee should approve all proposed uses of the material. The Irish Council for Bioethics
support such a mechanism for dea ling with req uests for access to material.
The custodian should release materi al only to researchers who can provide evidence Gf ethical approval
(a copy of wh ich shou ld be kept by the custodi an) and who accept the same requirements for confidentiality.
The custodian is responsible for making the material/data un identifiable prior to release to a th ird party in the
interests of protecting th e individ ual from w hom the material originated. In addition, the safe keeping of the
code enabl ing materia l to be linked to individuals is th e responsibility of the custod ian.
Transfer of human biological material or data to another country (especia lly to non-EU countri es) is
permissible only w hen comparab le ethi ca l stan da rd s, levels of security and protection of privacy ca n be
ensured. Custodians of archi va l biologica l material are responsibl e for keep ing comp lete records of al l
uses that have been made of th e materi al, whether by themse lves or by others.

HUGO Ethi ca l, Lega l, and Socia l Issues Comm ittee. Statement on the Principled Conduct of Genetic Research. 1996. http ://www.h ugointernationa l. org/hugo/condu ct.h tm Accessed on Oct 2 l st 2004.
UNESCO. The Universal Declaration on the Human Genome and Human Rights. 1997 .
http:// po rta l. unesco.org/en/ev.phpURL_ID = 13177&URL_DO = DO TOPIC&URL SECTION = 20 1.html. Accessed on Oct 2 lst 2004 .
W HO. Proposed international guidelines on ethical issues in medical genetics and genetic set vices. 1998.
Medical Resea rch Council. Human tissue and biological samples for use in research. Operational and Ethical Guidelines. 2001
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Recommendation 21
A custodian of human ' biological material should develop transparent procedures for dealing with
requests for access to the material. The custodian should release biological material only to researchers
who can provide evidence of ethical approval from a research ethics committee. Prior to transfer of
\

material to a third party, .identifiable material should be coded by the custodian of the material in the
interests of protecting the privacy of the individual from whom the mpterial originated. Custodians are
responsible for keeping complete records for all uses that have been made of the material. Transfer
of human biological material or data within Ireland or another EU State is permissible. Transfer to a
non-EU country is permissible only when comparable ethical standards ,_levels of security and protection
of confidentiality and privacy can be ensured

Stor age of H uman Biological Material
I

I

1as qu ality assurance, audit and
Materi al obta ined for research may be retained for oth er purposes such
I
I

teaching, as we ll as for possible futu re uses in resea rch. While th ere is strong evidence of th e merits of
storing material fo r the above-mentioned purposes , certain ethi ca l questions ari se. For instance, th ere
are questi ons as to how long material should be stored fo r, w heth er stored material should be id entified,
coded or anonymous and, fin all y, how stored materi al shou ld be disposed of. It is th e respo nsibility
of th e custod ians to ensure that th ese issues are adequately dea lt with .
It is im portant for custodia ns to clarify to resea rch parti cipa nts for how long materi al might be retain ed.
Th e length of storage depends on va ri ous facto rs such as purpose, storage space, th e type of materi al and
the processing it has undergone. Materi al should not be stored fo r longer th an is necessary, i.e. if co nsent
has not been give n for retention beyond th e end date of a spec ified resea rch project th en th e materi al
should be destroyed on comp leti on of that project. Th e Roya l College of Pathologists and th e Institute of
Biomed ica l Sc ience (U K) 5 recommend general periods of storage, w hich depend on th e type of materi al
invo lved. Th e periods recommended spa n from 24 hours up to 30 yea rs and are dependent on donor
consent.
As w ith al l other areas of researc h involving hu ma n subjects, consent is ce ntra l to th e storage of
biologica l material. W hen seeking conse nt, the prospect of storage and possible future use of materia l
shou ld be expla ined in detai l. If consent for storage is refu sed or later w ithdrawn, then th e resea rch
participant's prohibition of storage and future use of the ir materi al must be respected and th e material
shou ld be disposed of.
When creating an archive of biologica l materia l custodia ns must also co nsider whether stored material
shou ld be identifiab le. As has been recommended in Chapter 5: Confidentiality and Privacy, material stored
for research shou ld be assigned a code, the key for w hich only authorised personne l wou ld have access to.
The cod ing of stored biologica l material protects the privacy of the researc h partic ipant.

5

The Roya l College of Pathologists and the Institute of Biomedical Science (UK), Th e Retention and Storage of Pathological Archives . 1999,
2003.
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Recommendation 22
Human biological material should be stored in a secure manner. When seeking consent, research
participants should be informed of how long their material will be stored for and whether their material
or data will be stored in an identifiable, coded or anonymous manner. Records of storage should be
maintained for inspection.

Disposal of Human Biological Material
In Ireland, human biological material is disposed of in two principal ways: most is treated, sterilised and
buried in landfills, while a small amount is also sent abroad to be incinerated. While all stored material
warrants respect due to its human origin, some forms of material may be more revered. For instance disposal
of a whole organ or limb may warrant greater respect than a blood or urine sample. If research participants
or their next of kin (in the case of autopsy or anatomical gifts) express a wish for biological material to be
returned for burial this should be facilitated by ensuring that these wishes are clearly stated in the paperwork
connected to the sample . If the research participant or next of kin express a wish for the custodian to dispose
of the material they should be advised of what the disposal procedure entails e.g. burial, cremation or
incineration . Custodians should respect social, cultural and religious customs relating to the storage, use
''

and disposal of human biological material. Records of storage and disposal should always be maintained
for inspection .

Recommendation 23

11

If research participants or their next of kin express a wish for biological material to be returned for burial
this should be facilitated. If research participants or their next of kin express a wish for the custodian to
dispose of the material they should be advised of what the disposal entails. Records of disposal should
be maintained for inspection.
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Appendix 1

Public Consultation

Background
Consulting the public is a key element of the policy of the Irish Council for Bioethics , and, as one of its first
activities , the present Working Group undertook a public consultation exercise. This is described in brief in
the present chapter; in order not to intrude on the reader's consideration of the main thru st of this report,
detailed presentations of the submissions received in the consultation are made in the Appendices below
and on the Council website .
The public consultation exercise on "The Question of Biological Material for Research " was launched in
the latter part of July 2003 with the placing of an advertisement in the national press . Thi s was followed
up by the Scientific Director of the Council, who made a series of presentations on th e co nsultation in print
and broadcast media, calling attention to th is aspect of th e work of the Council , and th e Biological Material
Working Group, in particular.
All interested parties were invited to make written subm issions (by post or by e-mail) before a
September 2003 closing date. To assist those with a concern or interest in the topic of th e consultation ,
an information sheet was prepared , highl ighting some of the key questions to be tackled (Appendix 2) .
Th e Terms of Reference of the Wo rk ing Group were appended to the Information Sh eet for th e
co nvenience of responde, ts. An assurance was give n that the individual submissions wou ld rema in
co nfidential to the Council and its Working Group and, accordingly, those responses will not be publi shed.
However, the professional organisations which parti cipated in the consultation have kindly given us th eir
permission to make their full submissions avai lable to th e public on our website (www.bioethics.ie).

The Scope of the Consultation
Although the information sheet made clear th at respond ents were not required to limit the ir comme nts
to th e matters listed , it al so stated unequivocally th at "For the purpose of this report, embryos and foeta l
materi al [wou ld] not be co nsidered huma n biologica l material''. It expl ained that t he Working Group was
of the vi ew that the ethical issues pertaining to embryos are quite different to those for blood and tissue
and that they wou ld requ ire separate cons ideration.
In dec iding to limit the sco pe of its initial work project , as indicated, th e Work ing Group was in no way
minimising th e importance and relevance of th e many questions associated w ith research on embryos and
related material , and it intends th at th ese shall be addressed in a further project. However, in deciding on
th e prec ise scope of its present study, the group took cognisance of the urgent need for clarity and fo r
definitive information on the many aspects of the use of human biologica l materials in diagnostic, research
and th erapeut ic activities. In add ition, the group was of the view that to cons ider embryos and re lated
matters wo uld be premature, pending the issue of th e repo rt of th e Commission on Ass isted Human
Reproduction, chaired by Professor D M X Don nelly.
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The Response
At the end of the exercise, a total of 168 submissions were received, from private individuals, in the main,
but also from individual members in the medical and related professions, as well as from organised ProLife groups. A major element of the consultation was the body of often very comprehr-,nsive submissions
from various medical organisations, such as hospitals , research institutes, and professional bodies .
\

Sincere thanks are due to all respondents for the thought, ·time and effort put into the respective
submissions . As promised in the information sheet, all responses received were carefully Jogged and each
wa s examined in depth. They will remai_n as key files of the Council and will form a va luable database for
fu ture activiti es.
It is important that the publ ic should be aware of this archival procedure, as many of the respondents
chose to underline their concerns by making research into embryos, and related matters, the topic of their
submissions. Indeed, the great majority of respon ses rece ived related to embryo research , rather than to
oth er human biologi cal materials . While, as stated earlier, such submissions are not applicable to the
I

current work of the Working Group, they have been scrutinised and indexed for future use.
Thus, th e Working Group concentrated on the 30 submissions which dealt with the questions raised in
th e information sheet and w ith related matters . The individual respon ses varied greatly; some highlighted
questi ons needi ng priority answers ; oth ers expressed specifi c views on particular topics; yet more
addressed the whole range of listed question s and add ed others. Each response wa s useful and together
th ese 3 0 su bmissions con stituted an invaluabl e pool of information and opinion for th e Working Group.
The detailed analys is of th e submiss ion s w as carri ed out at the earli est possible stage and th e findings
we re accordin gly ava ilabl e to th e Working Group in its con sid eration of th e multipl e topi cs covered in the
present report.

Analys is of the Respo nses
For co nve ni ence of exa mi nation by the Working Group the 30 submi ssions we re sorted into tw o sets: the
fi rst - designated the "A" Seri es - com prises almost exclusive ly th e responses from private individuals; th e
second - the "B" Seri es co nsists of the input from professional orga nisation s etc. Th e "A" Seri es documents
are, in general, bri ef and their conte nt in the main relates to th e questi ons highlighted in the inform ation
sheet discussed earlier. However, t here are a few subm issions in this group fro m medica l and oth er
professional persons, writing in their private ca pacity, and th ese are of rath er greater length.
Th e co ntri butions in th e "B" seri es va ry considerabl y in length and th eir content en compa sses a ve ry
wide range of medica l, procedura l and technica l issues. Thi s secon d group of subm issions co mprises those
made by medica l bod ies whose professional activities inextricably involve huma n biologica l material, along
with two contributio ns from non-governmenta l orga nisati ons, and one from two spec ialist researchers.
Together, they also constitute an inva luable in put to the Working Group, an d betwee n th em th ey cove r all
the sa lient co nsiderations in regard to the use of huma n bio logical materia ls and its contro l.

,•

86

~

11

..... - .

A Note on Terminology
The Working Group considers it important to put on record for the reader's guidance the following point in
connection with several submissions. The Council has received several submissions from members of th e
public in which the usage of the terms "spare", "surplus" "redundant", etc , in regard to human biological
material has been commented upon adversely, on the grounds that such descriptions do not afford the
dignity due to material originating in human patients . The Working Group considers it most important to
reassure the lay person that su ch terms are intended to be in no way pejorative, and that they are used
in specialised or techni cal contexts .
For example , "surplus material " refers to that portion of, say, a blood sample which is left after the
appropriate amount has been used for analysis . For technical reasons , including th e occasional need to
repeat an analysis, it is a necessary, standard procedure that the quantity of sampl e taken in the first
instance should be ad equate for all uses foreseen . Likewise, the term "waste" is a bl anket on e whi ch
covers material remaining after all usages have been catered for - diagnostic, archival, resea rch and the
like - and for which there is no further use. It does not, nor should it be taken to, imply that its disposal
should be carried ou~ other than according to strict, professional protocol s.

The "A" Series of Submissions
As mentioned, the responses in th e "A" category are based in th e main on th e questions listed in th e
information sheet (Appendix 2) and only two oth er issu es were ra ised by individual respo ndents. The few
I

contributions from ind ividu al professiona ls (8 seri es) , referred to apove, are more w ide rangi ng and cover a
consid erabl e number of relevant issues. A very brief summary of the views from the "A" series is presented
below on a question-by-qu estion basis .
Despite the small numbers of responses to som e indi vid ual question s, a va luab le picture emerges from
these submissions . Th e question s addressed are th ose of greatest releva nce and/or curre nt interest to the
medi cal profession . Th e respond ents clearly considered th e questi ons and their implications, rather th an
adoptin g a "yes/no" approac h, and their vi ews are thu s all th e more va luabl e. It is worthy of note th at th ere
are som e signifi cant differences of opini on between those responses from members of the public and those
members of th e med ical profession who have respo nded in a personal capac ity.

Ql - Further/ Novel Use of Archival Material
Th ere is virtual unanimity in the views of members of th e pu bl ic on this key question - the responde nts
are clearly in favou r of the medica l and scientific profession having the freedom to use material, sampled
fo r spec ific purposes, for projects unforeseen at the time of sa mpling. Such future uses should be in
accord ance with eth ical requ ireme nts, but shou ld not necessarily require reconsent, even if the original
consen t was specific. Th e use in a "scientifica ll y credib le way in a peer-reviewed process", to quote on e
respondent, is an acceptable alternative to reconsent.
What is interesting is that some respo ndents expressly gave carte blanche for future, unforeseen uses,
reflecting a high degree of trust in the med ica l profession. On e respondent active in research stated th at
where surplus material, which would otherwise be discarded, is involved, informed consent should be
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obtained in advance, ·but in cases where this is impossible, or in the case of archival material, the
regulatory framework should lean in favour of permitting use for research . However, two respondents
active in the medical field consider it inappropriate to use biological material for purpo~es other than that
for which it wa s Qriginally taken .

\

Q2 - Donor's Rights to Material Given
Provided· that procedures are followe~. and that consent gi ven is adhered to, there is a clear majority view

that the donor has no legal or commercial rights in regard to material once given. An opposing view links
such ri ghts to patentability or c omm e r:~Jal profits driving from research on donated matter. The professional
respondents are of the view that the donor retains legal rights to the material.

Q3 - Samples from Young or Ill Persons'
I I
1

Whil e some respondents are of the view that con sent must always be gi ven by a potential donor in person ,

the preva iling view is that consent (wh ich is essential) may be given by a person's parent/guardian, next of
kin, or legal representative.

Q4 - Use of Archival Material Collected without Consent
Som e respon dents regard th e use of such material as not permi ssible ; others take the opposite view.

The overall balance leans towards approval, provided suitable safeguards, such as Ethics Committee
agreement, are in place . On e profess ional respondent suggested th at if material is stored, and will be
discarded, it should be available for resea rch unless there is rea son to believe that consent would have
been withheld; another professional view is tha t such material cannot be used .

Q5 - Confidential ity
Opinion is unanimous: Confidentiality is pa ramount . Resea rch in vestigators must be stri ctly bound by
confident iality clauses , w ith severe penalties fo r transgressions. On e respon se rea ds: "It is already very well

protected, it is a corn er stone of ICH- GCP, which govern s most medical research currently underway in
Ireland and Europe. Sometimes we need to be able to lin k the material to the clinical outcome and
therefore the patient. This is explained in advance in the consen t form, anonymity is still respected by all
in volved. Those involved in on cology research understand tha t th is confidentiality is of utmost importance. "

QG - Patentability
There is great dive rsity of opinion - views for and aga inst apparently evenly divided, but w ith forthright
co mments be ing expressed . There is opposition to patentability from the medical respondents. Because of
the comp lexity of this iss ue, it is apparent, in hi ndsight, that the simplistic approach adopted w as
inadeq uate fo r such a complex matter.

.-
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Q7 - Material Being Sent to a Third Party or Abroad
I:

"This is already happening in many clinical trials, the value of this material to these studi es is such that
great care is exercised. Recommendations should be put in place rather than regulations ; they should be in
line with (and not more complicated than) current international best practice. " It should be recommended
that researchers consider the wider implications of sending materials abroad, and again that any such
action (to export material), be approved by a local Ethics Committee. Biological material sent to a third
party should be subject to the same conditions when in the care of a third party as it wa s when in the care
of the original researcher. It should remain the property of the biological material bank and only utilised
under licence. A guarantee should be given that it would not be used for any purpose outside the
recommendations . General approval provided procedures followed.

•

QB - Biobanks
Approval. They should be encouraged; they may be commercially run but not comm erciall y owned.
Informed consent from subjects and approval from an appropriately constituted Ethics Committee to
oversee the activities of such an entity would be essential. Samples should have identity with full cl inical
description of tissue or fluid .

Additional Topics
Imported Bio/ogfo:al Material: This topic was mentioned by on e respond ent w ho con sidered th at :
"Th e import of Biological Material which has been secured in breach of th e Irish bioethica l guidelines
should be prohibited ."

Distinction between Research and Development Projects: One submission expressed th e view th at:
" .. .Should a project be purely research, ethical approval would be ma ndatory; however a lot of projects ...
are merely development of som e oth er international (already publi shed) research. To seek ethical approval
for a development project is purely a bureaucratic exercise (I have yet to see a project th at was refu sed
ethical approval)."

*******
What emerges from th e above is that respond ents have very bal anced opinion s on the respective top ics
and that, provid ed th e prescribed ethi cal and oth er proced ures are followed correctly, they have no des ire
to inhibit future resea rch activities whi ch, they hope, will result in fu ture hea lt h benefits to huma nity.
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Summaries of the "B" Series of Submissions

1

The " B" Series responses are summarised individually below, in order to convey to the reader the general
thrust of thei r content. There is a considerable degree of commonality in regard to the topics covered and
points made in the submission s, particularly those from medical bodies. This may 1119t be ·reflected fully in
the respective summaries , and the absence of a reference to any specific topic in a summary does not
necessa rily imply that the matter has not been dealt with , eitl1er briefly or in detail. In fact, th ere is a very
wid e range of key issues, which are discussed, in the individual "B" Series contributions, each of which
has been co nsidered in detail by the Working Group .

Response Bl
Th e first part of the submission describes the basic requirements of a biobanking system discussed at a
recent symposium on co nsensus in biobanking in Europe. Th e report of th e symposium provides a very
useful and criti cal benchmark for standa rds to be expected fron~ an Irish-based biobanking operation.
The second part describes a stand ard operating stru cture of

a Biobank System established

in Dublin.

Well-orga nised biobanking is recogn ised as a fundamental tool in exploiting the possibilities fo r human
hea lth and we lfare ari sing from modern developments in molecular biology. National and international
legislation re lated to bioba nking is clea rly th e mai n drivin g force behind intern ation al efforts toward s
standa rdi sati on and "best practice" fo r thi s acti vity. Curre ntly, th e best-run bi obanks operate in countri es
where legislation is most adva nced. Th e Dubl in Molecular Medicine Centre in Dublin represe nts the first
attempt at bui lding a la rge, modern resea rch biobank in Irela nd , enco mpassing as it does th e three medical
sc hools in Du blin.
Systematic co llection of human ce lls and tissues has been done for many yea rs, incl udi ng fixed and
processed as we ll as froze n viable and nonviable mate rial. In som e countries millions of ti ssue sa mples
are bei ng permanently stored. At th e same time, large patient registri es and populati on surveys enabl e th e
coup li ng betwee n biologica l and genetic data and general patient data. Several Europea n co untries are
establi sh ing large biobanks w ith prospective co llection of biologica l materi al and hea lth data from th e
donors. However, the practices for co llecti ng such materials differ w idely from instituti on to institution,
and the coo rdination betwee n different bioba nks is variabl e. Espec ially, w hen freshl y co llected ce ll and
tissue samples are compared to old stored material, this ca n give an enormous potentia l for hea lth
research, provided that the analyses give comparab le resu lts .
Large biobanks with comparab le data an d tissue storage are necessary to pick out subpopu lati ons
at risk at different geograph ical locati ons and to obta in la rge enough pati ent groups with rare diseases
for a re liable study. In time, thi s wou ld help us to understand :
0

the relati onship between di seases and specific genes or genetic variatio ns;

0

the number of people who ca rry a particular gene or genetic variation and hence are at increased
risk of disease;

"

the way in wh ich interactions between genes and environmenta l factors are involved in the cause
of disease.

,1
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As stated earlier, the full subm issions from the "B" seri es are ava ilable at www. bi oethi cs. ie

11
Because of the enormous variability in environment, lifestyle ai:id genetic dispositions at different locations
and in different ethnic groups, it is necessary to have a globally oriented approach in this type of research .
However, progress may be greatly hampered by lack of coordination between biobanks, decay of material
due to suboptimal processing and storage conditions, and different regulatory practices in collaborating
countries. Among the obstacles to research cooperation which are identified in Europe currently are:
•

the biobanks are a mixture of disease-specific biobanks and general population biobanks. These are
most often not linked.

•

some of the biobanks are institution-specific (e .g. a hospital) and the information on what they contain
may not be available. Some registries and biobanks are therefore effectively inaccessible.

•

the storage systems for biological material vary (e .g. from paraffin blocks to cryogen ic encaps1 ~1a tion) .

•

the storage systems themselves are of uneven quality, and in some cases may undermine the integrity
of the materials.

•

the consent to use the biological material varies, raising ethical questions about its potentia l use.

•

health registries have been compiled for different purposes at different tim es.

•

the questions asked in gathering information have both strengths and weaknesses view ed from th e
point of modern researchers .

•

the registries are often in the native language of th e country that compil ed th em, and not avail abl e in
transl ation to other languages. The extent to which registri es in one or more countries can be crosscorrelated (e .g. 1birth and can cer registries , etc) varies from region to regio n and from country to co untry.

•

the ways in whi ch researchers are allowed access to use the registri es and biobanks va ri es enormously,
with different access methods, screening and evaluation systems (probl ems include differenti al access
for nationals of forei gn states/professions/publi c or private secto r, and so on)

•

rapid advances in methodologies (e .g. proteomi c analysis, bioinformati cs) are presenti ng new chall enges
to th e biobanks and registries, and discussions are needed to identify how best to cross- in k th e
technological method s with th e optimised access to th e databases an d bioba nks .

•

ethi cal issues - particularly affecting access across nati on al boundaries - may li m it access to and use of
registri es and bi obanks.

Th is submi ssi on aim s to

1. produce recommendations for strategies on
•

brid ging hi storical biobanks compri sing ce lls and ti ssues back to 1930 w ith the use of biobanks
storing fresh sa mples and doing prospective co llections, and w ith large data regist ries on patients
and hea lthy popul ations fro m differe nt geographic sites;

0

developing commo n protoco ls fo r organ isati on , storage and preservation of material for different
methodologica l resea rch approac hes , taking into accou nt ethica l issues and legislative and regulatory
differences between cou ntri es.

2 . support the form ation of interd isc ipli nary Europea n networks for th e utilisation of bioban ks, hea lth
registries and popul ation data ba ses w ith the aim of develop ing focused resea rch projects w ith in the
EU Sixth Fram ework fo r Research and Technologica l Dve lopment.
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Response 82
This submissiqn has been written with the following factors in mind: the increa~~d knowledge of, and
interest in, human tissue among the Irish public; advanc el in medical practice; the decrease of trust in
1

the public in institutions generally, including the medical profession; the lack of legislation in this area in
Ireland, in contrast with many other countries. It does not purport to be an exhaustive treatment of these
points, but, rather, is a discussion _of the difficulties that may arise if a reflexive and emotive approach is
taken in defining future policy in this area .
The contribution is written with an emphasis on solid tissue - that dealt with by the histopathology
section of a laboratory. It should be remembered that modern laboratory science includes biochemistry,
blood transfusion, cytology, cytogenetics , haematology and microbiology. These sections use fluids, waste
tissues, and smaller quantities of solid tissue than histopr tr ology.
I

It is estimated that 70 % of doctor-patient interactions involve laboratory analysis . This may range from
a single blood test on an automated instrument, to resection of a tumour with microscopic analysis by
a histopathologist and subsequent immunohistochemical and molecular profiling. The standard of care
is continuously rising . Prior to late 1999, there was little public knowledge of, or interest in, pathology
or laboratories. The public related (and to a considerable extent still does) to the term "pathologist" with
reference to forensi c pathology, a minor role for most pathologists . The reaction to the media revelations
of organ retention at autopsy was to assume that there was underhand "research" being performed by
stealth . In fa ct , the benefits to pathologists of this apparent secretive practice were never outlined. The
Royal College of Pathologists and the Faculty of Pathology of the Royal College of Physicians of Ireland
produced guidelines for autopsy consent, which are now more detailed than the consent sought from living
patients for an operation on themselves or their next of kin .
A system that optimises diagnosis consists of three el ements - pre-analytic ; analytic ; and post-analyti c.
Th ese are addressed compreh ensively in th e standards demanded of an accredited laboratory. Most Irish
laboratori es are moving towards accreditation, and have selected an accrediting body which imposes
standard s in th ese field s that cannot be deviated from . Similarly, there is an increasing expectation that
path ologists and laboratories follow guidelines or procedures, and deviations from these are increasingl y
rega rded as poor medical practi ce .
Th e primary purpose of ti ssue analysis of any kind is obtaining information that assi sts in making or
makes the di agnosis, and guides subsequ ent treatm ent. Wh en considering tissue obtained during the
course of a diagnostic or therapeutic procedure, all oth er purposes are secondary. Sectionalised con sent,
i .e. to the procedure but not to th e laboratory anal ys is, is antipath eti c to good med ical practi ce and has
been rejected in other med ica l disciplines e.g. anaesthetics.
It is easy on paper to separate education from diagnosis, but is in fa ct impossible in pra cti ce, and
indeed is not desirabl e. Th e medica l profession is moving towards re-va lidation to ensure that th e publi c
ca n be confid ent that skills are maintained and that knowledge is being updated.
Most research findings are co rrelated w ith th e clinical and other releva nt detail s, and the information
is presented at a co nference or published in a journal. Th e pati ent is not identifiable to people oth er than
those i mmed i ~!e l y invo lved w ith the stu dy, nor is there an interest in identify ing the patient. However,
the fate of the patient is important in eva luating the results of the stud y an d access to records is important.
Th e te rm "inform ed con sent" is commonly used . Scrutiny of th is term reveals it to be of little value.
A more va luable concept is "genu ine consent" , w here reasonable explanation of th e current state of
knowledge is give n and in particular, the opportu nity for questions provided Many patients are happy to
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think that their tissue may contribute to the expansion of human knowledge, and would give permission for
this if they knew that reasonable safeguards were in place regarding confidentiality and appropriate storage
and dispo.sal.
The term "anonymisation" means the irreversible removal of identifiable data from the ti ssu e. This
severely limits its use in studies - as discussed , the fate of the patient from whom the tissue sample
originated provides much of the rationale for studying it in the first place. " Linked" tissue samples may
have the original data replaced by another e.g. instead of the surgi cal pathology accession number on a
specimen, it might have a study number. Only the core investigators can , by reference to th e securely held
correlation sheet, link the sample to a given patient.
The Institutional Review Boards (IRBs, Ethics Committees) of hospitals and research institutions review
applications for research projects in the context of the Control of Clinical Trials Act 1987 . Given the
research activity of Irish third-level institutions and their output, they have a heavy workload . Laboratorybased studies are in a grey area here. Most of the questions concerning the study on the appli cation are
not relevant. Yet increasingly, international journals ask for a declaration that the study has been pa ssed by
the rel evant IRB.
A solution that would ensure th at the relevant IRB was aware of laboratory-ba sed studi es , whil e at
the sam e time minimising the quantity of irrelevant material , would be of value. There is currently
no mechanism for policing the use of tissu e. Wh ere trust exists between patients and doctors (and vice
\I

versa) , thi s may not be a problem , but in an adversarial c0ntext , it may require the presence of significa nt
documentation , maintained over many years. Th e financial impl ications of thi s are cons iderable.
A situation whereby patients enteri ng a teachi ng hospital could be expected to agree to use of t heir ti ssue
and data - clinical, radiological , pathological - for the purposes of diagnosis, ed ucati on, resea rch and
audit of the institution's activities , subject to th e provi sions of an IRB , would be a va lu able integrati on
of th e fun ctions of a modern hospital.
Th e ownership of ti ssue is an issue that needs to be addressed. Pathologists were trad itionally ta ught that
th ere w as no own ership in a body, but thi s is obviously insufficient to meet today's concern s. Some of the
issues rai sed impinge on other areas such as product legislation and EU waste disposal legislation. This
disposition of tissue has been prob lematic for laborato ri es . Ire land's dismal reco rd on waste management
generally is well kn own, and th ere have been serious deficiencies in the practica l aspects and the legislative
aspects of thi s. Wh at is acceptabl e or of no interest to one individua l may appea r uncaring and disrespectful
to anoth er, pa rti cularly in the co ntext of autopsy tissue where grief has been handled in so many different
ways. Th ere is an urgent need for a structured system th at is recogn ised as being appropriate and at the
sam e time meets nati onal and EU enviro nmental and hea lth/safety req ui rem ents.

Conclusions
0

Some of the difficu lties in the area of hu ma n tissue, w ith parti cular reference to solid tissue, have been
outl ined.

0

Defi nitions of tissue are requ ired and are a pre-requ isite for future developments .

0

Legislat ion regarding ownersh ip and respo nsibil ities of tissue ownersh ip is needed. Such legislation
must address the issue both prospectively and retrospectively.

° Consent shou ld be approached in a broad and co nstru ctive fash ion.
0

The model of a tissue committee may be usefu l one to permit hospita ls to integrate national and
European legislation into tl1eir practice .
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Response 83
The response first sets out the principles which should be developed in the context of biological material.
Among them are that concerning human dignity, obligations to donors, and people'" moral responsibility.
It is noted that consent in the context of donation and usage of biological material is a complex area and

1'

hoped that the Council will fully address all the different aspects of this consent. The respondent is of the
view that _d ocument being prepared by the Working Group will need to give some serious consideration to
the key point of confidentiality, and makes several points which may prove helpful, including:
1. Respect of privacy .and protection of the confidentiality of information collected during tissue procurement.
2 . In the interests of anonymity, it is prohibited to disclose information that could identify the donor, and
the recipient.
3. Procurement and storage of tissues in tissue banks leads to the collection and storage of a growing
number of personal and family data. In the event of sub~equent sanitary or health problems, there
is a need to find th e donor's identity and the medical file (traceability requirement) .
4 . In order to reconcile the traceability requirement and the need to protect the donor's rights (medical
confide ntiality and privacy), tissue banks must take the necessary steps to protect confidentiality of
the data by developing appropriate coding systems.
5 . Preventing possible discrimination. As with all health information, personal data relating to tissues
stored by ti ssue banks may be the cause of unwarranted discrimination and every care must therefore
be taken to prevent misuse of personal data.
Th e major eth ica l reasons that support greater control over the use of human biological materials by
sources and the institution of more rigorous safeguards against harms and wrongs that may occur to
sources include : avoiding discrimination in insura nce and employment, stigmatisation, group harms,
familial conflicts etc. In order for living donors to be informed, the donor's consent must have been given
on th e basi s of information provided in as clear and precise lay terms as possible by the doctor supervi sing
the procurement. The information provided to the donor should concern : the procurement arrangements,
in pa rticular concerning the free nature of the donation, and the extent of its anonymity; possible tissue
storage time and co nditions; and foreseeable use of the ti ssues.
In the case of deceased donors, consent for retrieval of tissues may ta ke different forms depending on
t he national systems (explicit or presumed) . However, no retrieva l of tissues may take place with the
exception of judicial proceedings, if the party concerned formally objected while alive.
Regard ing the use of human tissue, it is con sidered that where removal of ti ssue from a patient is
integral to medica l treatment of that patient the most commo n uses to which th e tissue may be put are
diagnostic tests and routine archiving w ith subsequent di sposal of any surplus tissue; where removal
of tissue from a patient or vo lunteer is not integra l to medical treatment, but where the ti ssue is being
explicitly donated fo r a specifi c range of purposes, assurance should be given that the donor adequately
understands th e destinatio n of and uses for the tissue.
Donors must be informed before donation of the ri sks invo lved in testing, e.g. reve lation of non-curable
diseases. Individ uals and groups may have an interest in the type of research in wh ich a sa mple is to
be used , and §ome may find the intended use of the know ledge that would be ga ined by th e research
to be objectionable. All research us ing sa mples of hum an biologi ca l material must be approved by an
appropriately con stituted Research Eth ics Comm ittee. Th is is an important way of ensuring that the
inte rests of the donors a re safeguarded .
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It is important to patients they are given truthful information about their medical conditions and many
t .'

will wish to have some personal responsibility for healthcare decisio ns and to be involved in informed
discussions of treatment options . Individuals are entitled to know their pathology results as they are entitled
to see all their medical records, and there should be trust procedures in place to allow this.
The issue of the usage of excess tissue will need to be addressed by the Council. It will need to take the
following points into consideration:
1 . Tissue or organs removed in the course of surgical treatment or excess human material left over after
diagnostic testing can be of considerable value for research and teaching and are widely used for such
purposes. Wherever practicable, individual consent should be obtained for the use for research of
human material surplus to clinical requirements .
2. At the very least, for example, patients should be made aware in any surgical consent form that they
sign that surplus material may be used for research.
3. Where surplus material is to be used in a way that allows research results to be linked to the individual
patient, individual informed consent must be obtained if there is any possibil ity that such results might
affect the patient's interests .
4. There must always be explicit separation of the consent to the treatment or diagnostic test from the
consent to the use of surplus tissue for research .
5 . If individual written consent cannot be obtained, research using samples of material surplus to clini ca l
requirements ' is only acceptable if the results ca nnot affect the patient's or their fami ly's interests.
The issue of safety is also vital, as the EU has set itself th e objective of guaranteeing each citizen a "high
level of human health protection". This protection must extend to tissue donors and recipients, and to all
healthcare professiona ls - whose work involves collecting, manipulating and using human tissues.
No substance of human origin is free from th e risk of disease transmission . Thu s tissues, in particular
those intended for transplantation to third parties or for the preparation of pharmaceutica l specialities, must
undergo advance testing to provide maximum health guarantees in accorda nce w ith the state of the art.
To thi s end, the health safety rules to be drawn up at Community level must at l ~ast comprise:
•

research on personal, medical and family history of th e donor in order to detect al l possible
transmissible diseases;

..

thorough biological analyses accord ing to recommendations of good medical practice in order to detect
transmissible infectious disea ses ;

•

any additional analysis that may be necessary in view of the donor's history or of the nature of the
ti ssue in question .

Th e following recomme ndations have been made for the regu lation of Human Tissue Banks in the
Eu ropean Uni on:
1. licensed ban ks should be responsible for human tissue col lection to ensure tissue safety and give
assurances th at donation is voluntary, free and anonymous
2. conse nt shou ld be absolute
3. the flow of information shou ld be im proved to promote donation, and
4 . the operation of tissue banks shou ld be on a non-co mmercial basis.
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All Member States of the EU adhere to the principle that donations of human tissue must be free , following
the example of blood , and this rules out any payment to the donor. However, the donor may receive
compensation for the constraints associated with tissue removal (e .g. travel expenses, loss of earnings etc .).
It is suggested that on the matter of retention of material the Council follow the in ~{im guidelines from
the Royal College of Pathologists (UK) . Clear guidelines are needed on the use of tissue for audit and
teaching purposes with reference to materials on long term storage.
There is a need to educate the following groups on human biological material : healthcare professionals,
researchers and the general public .
The document produced will need to give some guidelines on the disposal of human biological material .
The following options should be addresses: return to family for burial or disposal by hospital or research
institute (by burial , incineration or other waste disposal processes). Currently in Ireland we do not
incinerate and anatomical waste is not handled separately from clinical waste . Guidelines on the disposal
of anatomical waste would be. helpful.
I

I

Response 84
The Medical Council gives guidance to the profession on ethical issues as part of its overall function, which
is to protect the interests of the public when dealing with members of the medical profession . The guidance
is in th e form of a publi shed Ethical Guide, th e sense of which can be encompassed in the following
sentence from the current Guide :
Th e Council considers it important that the Medical profession aspires to the
highes t possible standard of behaviour and practice amongst its members .
In th e current Ethical Gu ide, as in previous editions, the core principle of respect for patient integrity is
shown to be fundamenta l to th e doctor-patient relationship . With regard to research in humans, the above
prin ciple should be adh ered to. In the case of live patients, tissu es removed should not be used for
resea rch purposes without prior consent of the pati ent.
Save in extraord inary circu mstances, tiss ues from deceased pati ents should not be used for research
purposes if the pati ent did not give con sent for such use prior to th eir death, unless post-mortem consent
is give n by next of kin. Every ce ntre w here such research takes pl ace should have open and acco untable
processes by w hich "extraordin ary circumstances" are judged.

Response 85
The respondent is an advocacy group aiming to raise awa reness rega rdin g breast ca ncer, and to cam pa ign
for the provision of the best possible diagnosti c, treatment and support services for all wome n. Th e
organ isation has a sign ifica nt interest in progressing resea rch and is we ll awa re of th e importance of
biological materia ls to research. It is a signatory to the statement issued at the close of the 2nd Eu ropea n
Breast Cancer Confe rence (B ru ssels, 2000) w hich states that:
0

Randomi sed clini cal t ria ls re present th e most effective way of eval uating new therapies but also offer
optima l treatm ent opportunit ies . Obsta cles to pa rticipati on both for patients and clinicians should be as
low as possible .

.-
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II

and recommend s that:
"'

Informed consented collection of frozen tumour specimens should also be obtained from all breast
can ce r patients as a routine procedure .

The group holds that patient/advocate input includes communi cating the conce rn s of the pati ent/advocacy
community to the sci entific community, listening to the con ce rn s of the scientific community, collaborating
in addressing those conce rns , and dissem inating full and accurate information among those represe nted.
A major goal is to en sure that patient con cerns in re lation to co nfidential ity, informed consent and other
issues are met sati sfacto rily. Its view is that Patient Advocate organisations shou ld be invo lved :

1. In th e process of drawing up regulation s, listing criteri a, etc. [Its] contribution is to brin g the perspective
of the patient to thi s process .
2. Through membership of board s, committees, etc. overseeing th e management of bi ologi cal materi als,
including collection and storage
3. Th rough membership of th e Ethics Committees whi ch take decis ions about the co nduct of research.
Regardin g the manqgement of biological materials, it is co nsi dered th at a national approach should be
taken to the collecti on and management of biologica l materials, w ithin an eth ica l fram ework developed
th ro ugh publi c discussion . A national network coordi nated centrally and using standa rd protocol s for
coll ection and storage should be developed, and sta nda rdised co nsent forms should be used .
On the important topi c of alrea dy stored ti ssue, th e materi al must be treated with respect and dignity.
It may not always be feasible to get co nsent retrospective ly fro m a large group of pa st donors. However,
the decision-ma king process must be tra nsparent and based on \]greed criteria before allowing consent
to be w aived . Pro bl ems that have arisen in the past (organ use scandal s, etc. ) have arisen because of lack
of tra nsparency and a perceived lack of respect for donors and their families.
Three areas in parti cu lar are identified as li ke ly to be contentiou s and requiring cla rification and debate:
1 . Commercial use of biologica l materi als - whether possible commercial use shou ld be included in
co nsent form s, ownershi p of tissue , etc.
2. Genetic impli cati ons fo r pati ents and their fa milies w here germli ne geneti c mu:ation is invo lved.
Legislation is needed to protect people fro m possible discrim ination in areas such as insura nce and
employm ent.
3. Confident iality.

Response 86
The respond ent represents fami lies affected by the unauthori sed retention of hu man orga ns fo llowing
autopsy in Iri sh hospitals; it is not now nor has it ever been opposed to med ical researc h/education;
rath er, it ackn ow ledges th at the extended life-span of many was made possible by the pioneering work
undertaken by med ica l research tea ms in various institutions. It has insisted that the principle of explicit
and info rmed co nsent must always underp in the retention of human organs or body tissue for med ical
resea rch or med ica l educati on.
Cl inicians mainta in th at the prospect of approach ing a rece ntly bereaved fam ily and explaining th e
process of autopsy and the subsequent retention of hu man orga ns is a dau nt ing idea. However, the
hypothetica l distress w hich such a situation may ca use to a new ly bereaved fam il y must not be invoked
as a justification for circumventing the need to obtain explicit and informed co nsent for th e retention of
organs/body tissue.
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A fam ily or bereaved relative is in a posftion to give expli cit informed consent for the retention of human
organs followin g autopsy and for their subsequent use in research/edu cational projects only when that
famil y or bereaved relative is in possession of ALL the information which is necessary to arrive at an
informed decision. The provision of distasteful information at the time of a family's bereavement is certain ly
a difficult and unenviable task. Nonetheless, it is a necessary process that can ,h~ empowering to family
members at a time when they feel vulnerab le and powerless . The nature of research work or medical
education must be simply explained, as well as its ongoing necessity in the community. The majority of
bereaved famili es are capa ble of absorbin g su ch information and of responding generously to requests that
emanate from it.
Th e process of eliciting explained informed consent is by its nature a distastefu l process but it is

nonetheless vital-that systems are devised and protocol s established which al low th e distressing subjects of
autopsy, organ retention and th e need to ensure a supply of human organs for research/ medica l education
to be broa ched in a sensiti ve , respectful and truthful manner. This is a fundamental gesture of respect to
th e bereaved , no more ~ o less , and must applY, equally in term s of a Hospital and Coroner autopsy.
I

A major source of distress to families within the organi sation has been th e apparent disregard and
insensitivity w ith whi ch human organs have been treated by clinicians , technicians , and laboratory
attenda nts. This orga nisation w ould be keen to put on th e record our absolute belief that retained human
orga ns shou ld be handled) stored and disposed of in a manner that is consistent with their human origin .
The sa me sensiti vity and respect must also be depl oyed in the disposal of hum an organ s/material .
Hundreds of fam ilies have been distressed to discover that th e retained organ (s) of th eir cherished
chi ld/ husband/ mother etc. wa s inc inerated in the sam e ma nner as hospital w aste. The issue of di sposa l
must be add ressed during th e intervi ew prior to autopsy. Th e w ishes of next of kin in relation to th e
disposa l of retai ned orga ns need to be cl ea rly ascertained.
Th e subm issi on expresses the view that it is imperative th at th e issue of Huma n Ti ssue Legislation be
add ressed as a matter of urgency. It is long overdue and the cu rrent govern ment's delay in initiati ng th e
proposed co nsultati ve group is a matter of co ncern to th e group , w hich remain s co mmitted to ca mpa igning
for the introd uction of a Human Ti ssue Act beca use it is only w hen such legislation is enacted th at th e
compet ing rights of all parties in the comp lex, sensitive and emotive area of the procurement of huma n
materia l can be reconciled in a w ay th at wo uld safeguard and ensure clin icians and other resea rch wo rke rs
continued access to human organs/material fo r th e adva ncement of their indispensa bl e work w hil e
simultaneously enshrining the rights of next of kin to informati on and informed con sent.

Response 87
Th e res pon dent body aims to ensure that each person with a mental han dicap/ intell ectual disa bility has
the same rights as any other person an d wi ll , through high stand ard s of care and traini ng, be enab led
to reac h his/her potential and to enjoy a good quality of life. Its Ethi cs Comm ittee believes that spec ial
co nsiderat ions need to be ta ken into account w hen dea ling w ith people w ith intellectu al disabilities.
Procurement of tissue from living donors and ca davers invo lves at least fi ve releva nt co nsiderations:
th e ris ks and benefits to the donor; the risk and benefits to the recipients; the actual potential for vo luntary
informed conse nt; donor pri vacy and co nfidentiality; and co ntribution to scientific resea rch. The Ethics
Committee beli eves that a person w ith an intellectu al disability has a right to his/her body and its elements
in the sense that his/her property has a right to be left inviolate.
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In principle we take the view that research should only p ~oceed if the potential benefits outweigh any
potential risks to the donors of th e $amples. What constitutes "benefit" needs to be adjudi cated between
//

the donors and researchers . The physical risks involved in donating samples for research will usua lly be
minimal, but the risk that information from laboratory tests on a sample might harm the donor or their
interests must not be forgotten . All research on either stored or new samples requires the permi ss ion of a
Research Ethics Committee that has the competence to judge th e unique ethi cal issues w hich are involved
with people with intellectual disabilities.
The respondent would like to draw the attention of the Council to the foll owing issues:
•

One of the critical concepts underlying ethi cal research is consent, whi ch involves three elements :
capacity, informati on and voluntariness. Adults have a right to give or withhold con sent on the ir own
behalf and should be supported to do so within the limits of their competence .

•

Capacity refers to the mental process or fa culty by which an individual acqu ires know ledge, including the
ability to "select and express one's choices", and to "engage in a rational process of making decisions" .
Information as a pre-requisite of con sent involves the substan ce of the information co nveyed to the
individual and the manner in which the information is communicated. Volunta riness implies f reed om
to exercise choice without "overbearing coercion , du ress, threats or induce ments and undue infl uence" .

In cases wh ere an individual w ith inte llectu al disabi lity is j udged to be incapable of providing informed
con sent , a qualifi ed surrogate or proxy is often asked to provide consent for researc h participation on behalf
of th e individual. Th e surrogate decision-maker is typi ca lly a fa mily member or may be a lega lly authorised
represe ntative . Two standards have traditionally been utilised in making proxy decisions on behalf of
dec isional i n c~ pa ci ta ted indi viduals - "substituted judgement" and "best interests ".
Respect of privacy and protection of th e co nfidentia lity of inform ati on co llected during ti ssue procurement
is of fund amental im porta nce . People with intell ectu al disabi lity, by virtue of th eir support needs, are often
part icularly vulnerable to the exposure to others of detai ls of th eir dai ly lives. In th e interests of anonym ity,
it is prohibited to disclose information th at could identify th e donor, and the rec ipient. As w ith all hea lth
informati on, personal data relatin g to ti ssues stored by ti ssue ba nks may be the cause of unwarranted
discrim ination if revea led to third parties . Ti ssue ba nks must therefore take all appro pri ate steps to prevent
misuse of the person al data at their disposa l.
Th e major ethi ca l reasons th at support greater contro l ove r the use of human bi ologica l materi als
incl ude: stigmatisation; group harms; fami lial conflicts (including those of the surv ivo rs of t he deceased) ;
research ers' fa il ure to inform known donors of any genetic co nce rn s discovered; and uses that are
obj ectionable to th e source. There is curre ntly no con sensus on whether, or under w hat circ umsta nces,
it is appropriate to feed back research results to participa nts' lega l gua rdians on an indi vid ual bas is.
Often the cli nica l releva nce or predictive val ue of a resea rch res ult is unclear, at least init ial ly, and there
wil l be no indi vidua l data of va lue to be fed back .
Ti ssue or organs removed in the course of surgica l treatment or excess hu ma n materia ! left over after
diagnostic testing ca n be of co nsiderable va lue for research and teach ing pu rposes. Wherever practicab le
ind ividua l consent shou ld be obta ined for the use for research of human material surplus to clin ica l
requ irements. Where surplus material is to be used in a way th at allows research resu lts to be linked to the
individua l patient, individual informed consent must be obtai ned if there is any possibility that such results
might affect the patient's interests. All research usi ng human material surplus to cli nica l requ irements must be
approved by an Eth ics Comm ittee. There must always be explicit separation of the consent to the treatment or
diagnostic test from the consent to the use of surplus tissue fm resea rcl1 . It should be clear to patients that
refusa l to allow surplus material to be used for resea rch wil l not affect their treatment in any way.
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It is important to address the issue of how long material is likely to be retained. If the tissue could be
retained indefinitely, relatives should be informed of that. If it would be feasible, however, for relatives to
authorise retention for the present while reserving the right to change their minds at some later stage, this
too needs to be discussed and some clear boundaries established. Preservation of the _microscopic slides
and blocks by the Pathology department is demanded by the various international bodies that regulate
pathology practice. In addition to forming part of the patient record, this material is also available for
I

I

further study for the potential benefit of the family.
Patients and thei r legal guardians need to be informed regarding the disposal of retained tissue . Due to
th e differing nature of what is retained the disposal will differ, but it should be explained to the patient's
legal guardian. _
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Rece nt controversy on th e use of retained tissue and organs has highlighted the absence of laws and
regulations in th e whol e area of the study of human

tissu~ and organs . Currently pathology laboratories

exa mine hundreds of thou sands of specimens of human tissue from the living and a much smaller number
from th e dead. These include samples of blood, body flu ids, tissue cells, tissu e biopsies, and resection
specimens from operations , amputated limbs, and organ s. All of these exa minations are done without
th e backing of a formal legal framework, a situ ation that leaves doctors open to legal, moral, ethical and
soc ial chall enge.
Th e legislati ve vac uum that exists in Ireland in relation to handling of human ti ssue and contin gent
matters has co ntributed in no small w ay to th e organ retention controversy. Legislation is urgently needed
for all aspects of hu man tiss ue use, archiving and di sposal. Thi s should encompass ti ssue derived from
clin ica l an d autopsy procedu res, organ t ran splants and ti ssue used for microbiologica l, haematological ,
chemi ca l, immunologica l and genetic analyses. Such legislation must reflect the delicate balance to be
struck between th e publi c good and full di scl osure of information on the on e hand and th e sen sitiviti es
and ri ghts of indi viduals on th e oth er.
The vigorou s publi c challenge to retention of ti ssues and organs at autopsy has left doctors who are
genera lly invo lved in ti ssue diagnosis and research wond ering if section s of society will question the use
of tissue in every way. For the protection of both doctors and of society, it is imperative that national
authoriti es examine the ha ndling of human ti ssue and develop a suitable framework of laws and regu lations.
Th e use of biologica l material has becom e an issue of publi c con ce rn ; it is important th at th e taking,
using, archivi ng and disposa l of such materi al should be done in a tran sparent way, using methods made
known to th e public, and foll owing professional guidelines. Th e primary use of most biological material
is to ass ist in the diagnosis, prognosis or therapy of an indi vid ual patient. Consent to provide such material
is discussed below. (Biologica l material may not be taken primaril y for researc h unless th e resea rcher has
obtained consent from a Researc h Ethics Committee, and informed co nsent from the patient or subject.)
Whe n the process of diagnos is has been comp leted, ad ditiona l material often remains. This rema ining
materia l is termed surplus biologica l material. It is usua lly discarded with in days or weeks and is disposed
of in a regulated way, usua ll y by inc ineration. Best practice ind icates that ce rta in types of biologica l
material be retained for longer peri ods , and it may also be advisable to retain material for medi co- lega l
reasons. Such reta ined material is ma intained in arch ives. Most histopathology departments mainta in large
arch ives,- the primary purpose of w hich is to allow review of an ind ividual pati ent's diagnosis and for
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comparison with recurrent disease or new disease in the same patient. Such excess archived biological
material has a major potential benefit for purposes of

te~ching and research .

Diagnosis includes (a) obtaining tissue, (b) the use of tissue in the direct process of diagnosis and

I I

issuing a report to the clinician, including use as anonymised tissue for quality control, quality assurance
and education of diagnosticians, (c) tissue storage, including archiving, and (d) tissue disposal by
incineration or other approved methods. This process should be indicated in consent documents and
form part of the consent for all operations, which frequently result in diagnostic material being taken.
The use in research and teaching of biological material originally taken with a primary aim of diagnosis
(above) has three major considerations : public benefit, risk to the subject and consent. There has been
major progress in medicine in recent decades, but huge amounts remain to be learned. This requires
active research which is time consuming and expensive to do. Some lay people misunders:~and the term
"research" and picture an eccentric scientist pursuing a personal agenda. In fact, research takes place all
the time in teaching hospitals; it is done by leading doctors; it is regulated and performed to high standard s
and is the major means of improving the diagnosis and the treatment of disease .
Investigation using biological material is a major form of research. In particular, substantial amounts of
tissue remain when diagnosis has been completed . Use of this tissue has produced major breakthrough s
in the past and continues to do so. A major form of research is to use biological material ta ke n from the
patient for diagnosis and, when the diagnosis is complete, to do research on the remaining material.
This is a safe form of research as no physical harm can come to the patient; here ri gorous and demanding
forms of consent may be considered excessive. However, there are risks of a much more minor degree that
must be considered . These include :
•

Loss of archived diagnosti c material : the resea rcher may lose the stored material or there may be
insufficient material remaining to reconfirm or refin e th e diagnosis .

•

Confidentiality: if confidentiality is not maintained, unauthorised peopl e may lea rn that th e pati ent
has a particular illness and this could result in distress for th e patient.

•

Unwelcome information: research studies could revea l th at th e pati ent has a disease (HI V or Hepatiti s)
or a genetic disorder (for exampl e, a gene predisposing to brea st ca ncer) and such information may be
distressing, or might lead to empl oyment, mortgage or insu rance difficu lti es .

These ri sks are largely potentia l rath er th an rea l and ca n be avoided w ithout major diffi culty.
Modern pati ents require increased tra nsparency and expect th at information is provided or ava ilab le in all
aspects of hospital pra cti ce. Th e practi ce of providing detail ed information and obtaining signed informed
con sent is w ell establi shed in clinical tri als where studi es are done prospecti ve ly and there may be a rea l
phys ical ri sk to th e pati ent. In a prospecti ve study w hich has ga ined Research Ethics Comm ittee approval
and in w hich ti ssue (or bl ood) is taken specifica ll y for the study, provision of all written info rmat ion and
obta ining written consent in a simil ar way to what is done in a cli nica l trial is expected . However, in other
situatio ns th ere are diffi culti es w ith th is option for biologica l material. For exa mple, in current studies on
tiss ue re maini ng after diagnosis: the provision of detailed information to a pat ient and obtaining written
consent are ti me co nsum ing and the refore expensive . Thi s may be con sidered an inappropri ate use of
resources as any ri sk to th e patient is absent or mini mal.
An insight into pati ents' attitudes to such tissue may be ga ined from a rece nt U.K. study in w hich 3 140
pat ients we re inte rviewed before operat ion and , with the aid of a 15-30 m inute explan ation from an
experienced research nu rse , were asked to co nsent to the use of any removed tissue, surplus to diagnostic
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needs in commercial research (establishment of ·a tissue bank for research by biomedical and

'

pharmaceutical companies). The nurse specifically tried to ensure that patients did not feel obliged to
donate or feel coerced. Commercial use of tissue is unusual and might be expected to meet with more
resistance from patients than use for non-commercial research. Nevertheless only 38 of the 3140 patients
(3 .2%) declined to allow their tissue to be used.
\\
Again , much research on surplus or excess tissue is retrospective; in this case, if prospective consent

is to be a requi rement, the researcher must obtain such co ~sk nt on all tissues taken, for a range of
hypothetical studies , not yet devised at the time of taking the tissue and which may never take place . In
practice when such consent is sought a low percentage of consent forms are signed, not because patients
don't want to participate but because there has not been time to explain in detail what is being requested .
Alternatively, if specific retrospective rnnsent is to become a requirement, for a study devised months or
years after the tissue has been taken, the researcher must try to trace the patient, explain the study and
obtain consent. Such an approach may be considered intrusive to the patient or may bring back distressing
memories, while any risk to the patient from the study is minimal or absent. Again, the expense may
I

I

prevent the study being done , or so many patients may have to be excluded that the study becomes
scientifically invalid.
Th e respondent body suggests the following approach to research on tissue taken originally for diagnosis :
1. Maintaining high diagnostic standards requires the use of biological material for quality control, quality
assurance and th e continuing education of experienced diagnosticians and for the training, examination,
and certifi cati on of new diagnosticians. As there is no need to know the subject's identity in these
activities th e material should be coded or anonymised . This use is properly considered part of the
di agnostic process an d should be included in and understood to be part of con sent given by the
patient to provide biological material for diagnosis .
2 . Al l research studi es should obtain approval from a Research Ethics Committee, which should consider
th e requirements fo r proper maintenance of archive, maintenance of confidentiality and prevention of
discove ry of unwelcom e information.
3 . Hospital con sent form s, such as those used for con sent to treatment or operation s, should provide
outline informati on on th e use, storage and disposal of tissue. Detailed information should be readily
ava ilable, for exa mple, on the hospita l website.
4 . It should be ind icated that on compl eti on of th e di agnosti c process, re maining tissue may be used in
resea rch stud ies approved by the hospital Resea rch Ethics Committee unless th e patient objects. If th e
patient objects , th e fact w ill be recorded in a hospital computer system, in a confidential way but whi ch
may be checked aga inst specimen s in any proposed research proj ect.
Thi s approach is a dignified , tra nsparent use of human tissue. It informs th e pati ent in a graduated but
comprehe nsive way about the use of tissue and allows the patient to decl ine parti cipati on in research. It
also is an economica l approach, wh ich does not use sca rce hospital reso urces inappropri ately, and w hich
ma xim ises the va lue of excised human tissue by provi ding the opportunity for research .

.·
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Appendix 2 Information Sheet Provided for
Public -Consultation
Submissions on the question of biological material for research
Some of the questions to be tackl ed will include :
•

Is it appropriate to used stored biological materials in ways that originally were not contemplated either
by the people from whom the material came from or by those who collected the material?

•

Should the person from whom the biological material is removed have any lega l or commercial claim to
the material once it has been donated?

•

What are the appropriate safeguards for people who are unable to give consent because they are too
young or too ill?

•

What should be done with material already co llected for which co nsent was not sought or is not valid?

•

How can we ensure that information about research participants remains confidential?

•

Should crite ria for patentability apply to biological material , just as they are applied to al l other
inventions?

•

How shou ld biological material being sent to a third party/a broad be regulated?

•

Under what circumstances should we allow the establishment of biobanks?

I

For the purpose of this report, embryos and foetal material will not be considered human biological
material. Th e working group has agreed that the ethica l issues pertaining to embryos are quite different
than those for blood or tissue and should be cons idered separately.
Written submissions should be sent to the Irish Council for Bioethics before Friday 12th September.
Submissions may also be made via www.bioethics.ie You are not required to limit your comments to the
above topics. All submissions received will be carefully reviewed and considered by the Council and will
be treated in a confidential manner. Submissions will inform the recommendations of the biological
material working group.
The Iri sh Council for Bioethics is an independent body, which was established in 2002 to identify and
interpret the eth ical questions rai sed by resea rc h in science and med icine in order to respond to, and
anticipate questions of substantive concern.
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Appendix.3
Sample Consent form for research
involvin.g human biological materia~I
I

I

This form is inte nded as an example only, therefore it should be appropriately adapted to suit specific
research projects .

If you wish to take PC!rt in th is research project having read the information .leaflet please read and sign
this form .
Centre Num ber:
Study Number:
Patient identification number fo r th is study:

I I

Or

I am the parenVguardian gra nting consent for a mmor/' nca pacitated adult

D

Please tick appropriate boxes

1.

Yes

No

D

D

Yes

No

D

D

Yes

No

D

D

I have read the information leafl et about th is research project, and
have been given a copy to keep . The information has been ful ly
explained to me and I have been able to ask questions . I understand
w hy the resea rch is being done and any risks involved.

2.

I agree to donate a sample (blood/oth er bodily sample/ DNA) for
thi s resea rch project. I understa nd th at givin g a sa mple fo r thi s
resea rch is volu ntary and that I am free to withdraw my approva l
at any tim e wi thout my medical treatment being affected .

3.

I give permi ssion for research personnel to look at my medical
reco rds !o obta in info rmation on (state as appropri ate). I have been
assured that information about me w ill be kept co nfidenti al.

104

11

4.

Yes

No

D

D

Yes

No

I agree to donate a sample that can be used now or in the future
for commercia l purposes. I understand that I will not benefit
financially if this research leads to the development of a new
treatment or medical test.

Future uses of Biological Material

5.

I give perm ission for my sample and information col lected about
me to be stored for possible future research re lated to th is study
(incl uding DNA studies) but only if my consent is obtained at the

D

-

D

time for this future research and the research is approved by a
Research Ethics Committee

Or
No

6.

D
Or

7.

Yes

No

D

D

Yes

No

D

D

I give permission for my sam ple and information coll ected abeiut
me to be stored for possible futu re res arch unrelated to this study
(in clud ing DNA studi es) but only if mr.. cGnsent is- of>tained at the
time for this future research and the research is approved by a
Research Ethics Committee

Or

8.

I give perm ission for my sa mple and informati on co llected about
me to be sto red for possible fu ture resea rch unrelated to thi s study
(in cluding DNA studi es) withou t my further consent being required
and subject to approva l by a Resea rch Ethics Comm ittee

Signed : ... ...... ........ ... ... ..... .... ... .... ......... ..... .. ... ..... ... .. .. ...... ... Date : ....... .... ... ...... .. .... ......... .... ...... .... ... .
Name of research participant

Signed : ...... ... .... .. ........ ...... ........... ...... ............... ....... ..... .. .... Date: ............... ........................... .... .... .. .
Name of person taking co nsent
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II
Working Group on Human Biological Materfal
Terms of Reference
I .'

1. To identify and report on the specific scientific and medical research uses made of human biological
material .
2. To identify ethical and legal questions arising from the collection, use, storage and disposal of human
biological material in research .
3. To evaluate the public's perception of human biological material and to inform the public in relation
to the current and potential benefits and difficulties arising from the use of such research material.
4 . To produce a set of recommendations with respect to the collection, use, storage and disposal of
biological materials for researchers and those individuals/ institutions evaluating research.
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Mr. Dermot Gleeson SC, Chairperson
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Ms. Emily de Grae
Mr. Paul Ivory
Mr. Pauric Dempsey

Terms of Reference of the Council
1. To identify and interpret the ethi ca l questi ons rai sed by biologi ca l and medical researc h in ord er to
respond to, and anticipate questions of substantive co nce rn .
2. To investigate and report on such questions in the interests of promoting publi c understa ndi ng informed
discussion and educat ion.
3 . In the light _of the outcome of its work, to stimul ate discussion through co nferences, works hops ,
lectures, publ ished reports and where appropriate suggest guidelines.
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List of Abbreviations
11

Abbreviations are explained at their first occurrence in the text.
They are also shown below for convenient reference .

AQC

Ana lytica l Quality Control

CIOMS

Council for Internationa l Organizations of Medical Sciences

DNA

Deoxyribonucleic acid

DSPs

Discordant Sibling Pairs

EPO

Eu ropean Patent Office

EU

European Union

GLP

Good laboratory practice

HIV

Human immunodeficiency virus

HPA

Hyperpheny lalaninaemia

HUGO

The Human Genome Organ isation

ICB

Iri sh Coun cil for Bioethics

ICH-GCP

International Conference Harmoni sation - Good Cl inical Pra cti ce

IHD

lt elandic Hea lth Sector Database

IP

Intellectual property

IRB

Institution al Rev iew Board

NDSC

National Disease Surveillance Centre

PCR

Po lymerase ch ain reaction

REC

Resea rch Ethi cs Committee

RNA

Ribonucleic acid

RSV

Respiratory syncyti al virus

TB

Tu bercu Iasis

TR IPs

Trade re lated aspects of intel lectu al property

UCLA

Uni ve rsity of Califo rni a Los Angeles

UNESCO

Un ited Nations Educational, Scientifi c and Cu ltura l Organization

WHO

World Hea lth Orga ni zation
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Glossary
Note that the terms listed are explained as they apply in the context of the present report. In broader,
more general use some of the terms will have a much wider meaning.

Anonymised (samples)

Samples of biological materials from which all data that could identify the
\\

source have been removed
\

Anthropology

The scientific study of hu·manity, including past, present and future
human existence .
The retention and systematic storage (under appropriate conditions) of

Archiving

biological materials on a medium- or long-term basis . Numerous archives
of sa mples exist in hospitals, pathology laboratories and university
departments, for example. (See "Biobanks" below) .
A patient or potential research participant (see below) has the

Autonomy

'

I

indisputabl e right under thE 1concept of autonomy to grant or refu se
'

consent to the use of their biological materials in research . Deci sions
in regard to consent must be made in complete freedom from external
influences . (See Chapter 2) .
An exa mination carried out after death on a bodyby a pathol ogist in order

Autopsy

to establi sh or elucidate th e cau se of death . As described in Chapter 1,
th ere are two types of autopsy - one directed by th e coroner and the
oth er a hospital autopsy.
Whil e any biological sample archive can be termed a "biobank", th e term

Biobanks

is normally appli ed to a ce ntralised archive of material from which
materials are made available for approved research.
Surgica l removal of a pi ece of ti ssue from a person for diagnosti c

Biopsy

eva luati on, for exa mpl e, to determin e wheth er abnormal cell s such
as can ce r ce lls are present.

Biotechnology

Th e use of living organi sms or parts thereof to manufacture produ cts.

Cadaver

Th e tec hnica l term fo r a human body after death . It is important to note
that th e use of thi s (and other such te rm s) w ithin th e medica l profession
in no way implies any disrespect for th e dignity of th e human body.

Clinical (procedures)

Th ose medical acti vities directed at treatm ent of existing ailments or
co mplaints, as opposed to those in th e fi eld of resea rch, w hich is of its
natu re more long-term or even open-ended , (See also "Di agnosti c
Exam inations" below).

Coded (samples)

Sa mples of biological materials fro m which all data w hich co uld id entify
the source have been replaced by a coded identification. Access to th e
code is strictly controll ed.

Commercialisation

Re lated to commod ification (q.v. ), co mmercia li sation is the consideration
and treatment of human bi ologica l materials as items w hich may be dea lt

.-

w ith by way of trade, for example, by sa le to a pha rmaceuti cals
manufacturer.
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Com modification

The transformation of a non-c::ommod !ty into a commodity, to assign a
monetary value to something that traditionally would not be considered
in monetary terms, for example, the human body or parts thereof.

Diagnostic Examinations

Medical examinations - which may or may not involve the taking of
samples or specimens - which are carried out in order to identify an
ailment and hence to determine the appropriate treatment.

Do nee

The recipient of biological material (e.g. an organ or other tissue ; blood)
which has been furnished by a donor.

Epidemiology

The study of the incidence , extent and causes of occurrences of disease
epidemics. Such a study can lead to mitigation of the effects of future
outbreaks of a disease, as well as the prediction of its likely extent.

Forensic Examination

Forensic science provides scientific support in the investigation of crime
against both property and the person. A forensic examination is an
extremely detailed scrutiny of a crime scene and, perhaps, its environs
for minute portions of evidence - for example a human ha ir - which can
lead to conviction of the perpetrator. (See Ch apter 1).

Genome

All of an organism's genetic material.

Guthrie Cards

Blood drawn by a heel prick from all children born in Ireland, usually
three days after birth, is preserved as drops dried onto paper cards ,
known as "Guth rie cards".

II
Informatics

The field of computer manipu lation of scientific or medica l data . As it
relates to DNA sequencing, informatics is th e part of the process that
uses computer programs to capture, analyse , and transport sequencing
data for the appropriate processing and analysis.

Invasive

This term (and its opposite) are used in reference to medical procedures either diagnostic or therapeutic - which may cause disturbance to the
body.The degree of invasiveness of a procedure varies greatly from wholly
non-invasive (e .g. the taking of a blood pressure or a pulse) to
significantly invasive (e .g. major surgery).

Lesion

A genera l term to describe an area of altered tissue , for example,
th e infected patch or sore in a skin disease.

Linked (samples)

Samples of material with identifiers which perm it th em to be traced back
("linked") to tl1e donor.

Non-Invasive

See "Invasive" above.

Organs

The term applied to whol e or complete body parts (e .g. a kid ney or a
co rn ea ) wh ich are being treated or transpl anted , as distinct from "Tissue",
which is most frequently used in referen ce to samples from or portions of

the body.
Participant

See "Research Participant" below.
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Pathologist

A specialist physician expert in the origin and development of disease
and the microscopic analysi s of body tissues .

Peer review

An independent assessment of the quality of research results or
proposal s, carried out by an expert in the particular field of study.
Such reviews are common , for example, when,.B research proposal
is submitted for funding, and when a research paper is con sidered
for publication in an acad emic journal.
An inactive substance which can be administered to participants in

Placebo

clinical trial s of novel medication. Its use is important in the assessment
of the value of the findings of such trials.

Proteomic

The study of proteomes has been defined as the characterisation of
pattern s of gene expression at th e protein level , or defined more widely
as the link between proteins and genomes.
I

Research Ethics Committee

I

A body which has the fun'ction of examining the ethical aspects and
implications of research Proposals . The Irish Coun cil for Bioethics has
iss ued a document entitled Operational Procedures for Research Ethics
Committees: Guidance 2004 to which reference can be made .

Research Participant

This term is applied to a donor of biological material who has given
con sent to the use for medica l research of samples taken from them .
Althou gh the "participants" are not involved in the day-to-day activities
of th e research being carri ed out, their provi sion of th e material on w hich
th e research is based is cl ea rly fundam ental.

Research Protocols

Th e procedures and/ or processes by means of which it is intended that
proposed research will be carried out. Such protocol s accompan y any
appli cation for finan cial support, and th ey will be sc rutini sed closel y
by a Research Ethics Committee before th e resea rch is authorised.

Resection

Surgical removal of ti ssue or all or part of an orga n

Stigmatisation

Actual or potential damage to a person's reputation or standin g in th e
community w hich co uld result from th e unguard ed release of medical
info rm ation w hich should be stri ctl y co nfidenti al.

Therapeutic Intervention

Medica l procedure( s) ca rri ed out in order to remediate or alleviate a
co ndition previously identifi ed by diagnosti c examinati on. (See also
"Clini ca l (procedures)" above).

Tissue

Medica ll y, t his term covers all the elements of th e human body,
but th e term is also used rather more loosely (See "Orga ns" above).

Tran sfusion

Most comm onl y, the tra nsfer of w hole blood or its con stituents from
a don or to a donee.

Transplantation

Th e transfer of a viable orga n (e.g. co rn e::i, ki dney) from a donor to a
donee as a replacement fo r a corresponding diseased or non-fu nctioni ng
organ. Th e donor may be either living or very rece ntly deceased.

,-
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