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Donation for research

A relatively new donation 
option in many parts of the 
world, including the US
May occur:

in conjunction with 
donation for transplant
or the patient’s entire body 
may be donated   

http://www.wiley.com/


Donarsi alla scienza

Regione Veneto
Università degli studi di Padova
Proposta al Senato n 899, 10 luglio 2008

R Decreto 31 agosto 1933, n 1592, GU 283, suppl ord 7 
dicembre 1933): Approvazione del testo unico delle leggi
sull'istruzione superiore (art. 32, no parenti fino al 6° grado)
DPR 10 settembre 1990, n 285: Approvazione del 
regolamento di polizia mortuaria (capo VI, rilascio di
cadaveri a scopo di studio)
Legge 30 Marzo 2001, n 130: Disposizioni in materia di
cremazione e dispersione delle ceneri, GU 91, 19 aprile
2001



Donarsi alla scienza
Atto di donazione redatto in vita
I famigliari negano la volontà di provvedere a trasporto e 
seppellimento sulla base della volontà espressa 
dall’interessato

Codice Penale, Titolo IV, Capo II: Dei delitti contro la pieta' 
dei defunti, Art. 413, Uso illegittimo di cadavere:
Chiunque disseziona o altrimenti adopera un cadavere, o 
una parte di esso, a scopi scientifici o didattici, in casi non 
consentiti dalla legge, è punito con la reclusione fino a sei
mesi o con la multa fino a lire un milione. La pena e' 
aumentata se il fatto e' commesso su un cadavere, o su
una parte di esso, che il colpevole sappia essere stato da
altrui mutilato, occultato o sottratto



Donation for research

Education of medical and nursing students
Development of medical devices and instrumentation
Training in surgical procedures
Development of new therapeutic intervention

Warwick RM, Fehily D, Brubaker SA, Eastlund T. Tissue and cell donation –
An essential guide. ISBN: 9781405163224, April 2009

Hospitals
Academies
Public research organization
Private, not-for-profit organizations
Commercial sector



Directive 2004/23/EC: standards of quality and safety for 
donation, procurement, testing, processing, preservation, 
storage and distribution of human T & C

I programmi di applicazione di tessuti e cellule dovrebbero
basarsi su:
filosofia della donazione volontaria e gratuita
anonimato del donatore e del ricevente
altruismo del donatore
solidarietà tra donatore e ricevente

Gli Stati membri sono invitati ad adottare misure per 
incoraggiare un forte contributo del settore pubblico e del 
settore non profit alla prestazione di servizi per 
l'applicazione di cellule e tessuti e al relativo impegno in 
termini di ricerca e sviluppo



Tra i dati che l’istituto dei tessuti deve registrare (tranne in 
caso di donatori di cellule riproduttive destinate alla
donazione al partner) rientrano:
l’assenso o autorizzazione, in particolare lo scopo per 
cui possono essere impiegati i tessuti e le cellule 
(ovvero uso terapeutico o uso di ricerca, oppure uso sia
terapeutico che di ricerca)
qualsiasi istruzione specifica relativa all’eliminazione se i 
tessuti o le cellule non sono utilizzati per lo scopo a cui 
erano destinati

Directive 2006/17/EC: technical requirements for the 
donation, procurement and testing of human T & C



Cadaveric tissue supply to the commercial sector for 
research: collaboration between NHS pathology and NBS 
Tissue Services in the UK, extending the options for donors
Womack C, Gray NM, Pearson JE, Fehily D. Cell and Tissue Banking 2001; 2: 
51-55

Ethical issues relating to supply of human tissue to the 
commercial biomedical sector
Womack C. Cell and Tissue Banking 2002; 3: 203-209

Donation for research: UK



Fondazione, dal 1991, finanziata da Nuffield Foundation, 
Medical Research Council, Wellcome Trust
Esamina e relaziona su problemi etici sorti dai recenti
avanzamenti nella ricerca medica e biologica
The Nuffield report. Human tissue: ethical and legal 
issues, April 1995:

The Nuffield Council on Bioethics



The Nuffield report, April 1995
Tissue removed during an operation may be used for research
Alternatively a researcher may obtain tissue from a tissue bank or some 
other source
The researcher may be a commercial enterprise
Consent (as part of general consent to surgery) is recommended for use 
of anonymized left-over tissue
Removal of tissue from the dead for ethically acceptable purposes may 
be regarded as lawful as long as consent has been obtained
Human tissue research may take place at pharmaceutical or 
biotechnology companies
Tissue to be used for research purposes should only be obtained form 
medical intermediates
There is an onus on the researcher to ensure that any proposed uses of 
human tissue are ethically acceptable
Ethics committee approval is not required where anonymised surplus 
surgically removed tissue is concerned, anonymised archived material is 
utilized, DNA is being extracted



Medical Research Council guidelines, 2001

No commercial company should have exclusive rights to a 
supply of tissues
The patient waives any rights to profits that may derive 
from use of his or her tissue
A local Research Ethics Committee should approve all 
MRC funded research on human tissue



Human Tissue Act 2004
HTA Code of Practice on consent
Relevant part: Schedule 1, p.37: sets out the purposes 
requiring consent
Part 1 — Removal, storage and use of human organs and 
other tissue for scheduled purposes
…where the specimen is to be used for the purpose of 
education, training or research

Donation for research: UK

Human Tissue Authority's website (Competent Authority for the European 
Union Tissue and Cells Directives) www.hta.gov.uk

www.hta.gov.uk


more of an individual State donation consent law matter
State & Federal consent laws
inform & ask the next of kin at the time of consent, that 
if the tissue is unable to be used surgically if we can 
provide the tissue for research or training purposes
more often than not, families do give consent for tissue 
to be used for research/training purposes if unable to 
be used surgically
Families are informed, via letter, several weeks after 
the donation how the tissue was utilized, or not

Donation for research: USA - EBAA

Uniform Anatomical Gift Act, 2006











For an eye donation consent to be informed, it should 
contain the following:
Permission for removal of eye tissue either as whole eyes, 
or as corneas only (as applicable).
Information as to the tissues which can potentially be used 
for transplantation, or research (as applicable)
The purposes for which these tissues will potentially be 
utilized
Information concerning the donation process e.g. location, 
timing, viewing of the body
The requirement for blood testing of the donor to test for 
infectious diseases or tissue typing purposes

Donation for research:
Australia



The possible requirement for further medical information to be 
obtained, and permission for this e.g. from GP, specialist
Information concerning potential unsuitability of tissue for 
transplant, and uses for which permission is given in these 
instances (research, clinical training, return of tissue, disposal)
Permission for use of tissue for research, clinical training or 
education should be obtained as a separate explicit consent
Information on follow-up options and notification of outcome
That there shall be no cost to the donor and/or their family for
any expenses relating to donation
Information on possible use for cosmetic procedures or 
applications involving commercial gain (only if this is 
applicable to the tissue(s) being consented)
Ability and time for person to ask questions and receive clear 
answers



Donation for research: conclusion
Donors or next of kin should be able to veto uses of 
donated tissues for research, cosmetic, or educational 
purposes that are contrary to their personal reasons for 
donating
Where research is offered as the primary purpose of the 
donation, the research and all associated protocols 
should have been reviewed by an independent ethical 
committee
Consent and review is particularly important if:

data links might compromise donor confidentiality
research might lead to financial gain by third parties

Warwick RM, Fehily D, Brubaker SA, Eastlund T. Tissue and cell donation –
An essential guide. ISBN: 9781405163224, April 2009



For research consent, any promotion of the potential 
benefits to others would be seen as unacceptable 
coercion, as there are actually unknown

Warwick RM, Fehily D, Brubaker SA, Eastlund T. Tissue and cell donation –
An essential guide. ISBN: 9781405163224, April 2009

Donation for research: conclusion



Tissue banks and procurement agencies, and the 
professionals who work within them, are the guardians of 
the altruistic gifts that donors and their families have 
entrusted to them for the benefit of others, to save and 
improve lives Warwick R, 2009





D Ponzin: Donazione, trapianto e medicina
rigenerativa: possibilità, domande e soluzioni
nell’esperienza di Fondazione
D Rodriguez: La sfida etica: la donazione di 
organi e tessuti come necessità, problema
privato o risorsa pubblica? Implicazioni e 
prospettive di un “gesto di libertà”
A Nanni Costa: La sfida tecnica: il futuro tra
disponibilità, nuove metodologie e prospettive
cliniche nel trapianto di organi e tessuti
E Cozzi: La sfida della ricerca: organi artificiali, 
xenotrapianti, potenzialità delle cellule 
rigenerate e modificate. Quali direzioni per la 
ricerca?
G Ruscitti: La sfida dei costi: come individuare
le priorità? Saper scegliere, saper distribuire, 
saper finanziare

MODERATORE: G Rupolo, Coordinatore Regionale Trapianti
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