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Handen pa hjartat -

har du last Helsingforsdeklarationen?

Ny version av den etiska grundbulten i medicinsk forskning

[MDen s k Helsingforsdeklarationen torde vara den medi-
cinskt etiska regelsamling som fatt storst internationellt ge-
nomslag. Den antogs av World Medical Association i Hel-
singfors 1964 och har sedan dess reviderats ett antal ganger.
De principer och de kontrollsystem som finns runt om i vérl-
den, och dir man Gverhuvudtaget bedriver medicinsk forsk-
ning, bygger i hog grad pad Helsingforsdeklarationen. Det
svenska systemet med forskningsetiska kommittéer som
granskar i princip all medicinsk forskning pa ménniska, och
som nirmare utvecklats av MFRs ndmnd for forskningsetik
[1], bygger pa Helsingforsdeklarationens principer.

Den hér typen av regelsamling skall inte férdandras alltfor
ofta och alltfor dramatiskt. Det ligger ett varde i att etiska reg-
ler och lagregler har en konstans 6ver tid. Darfor ar det bra att
den senaste versionen av Helsingforsdeklarationen i stort sett
bygger pa de gamla formuleringarna, ven om en hel del for-
dndringar av ndrmast redaktionell karaktér har skett.

Flera nya och viktiga inslag

Det finns dock nagra nya inslag som dr motiverade att infora
i deklarationen. Jag skall kort ndmna de, enligt min mening,
mest visentliga nya fragestillningar som berors.

1. Man har utvidgat begreppet biomedicinsk forskning till att
ocksa inkludera forskning pa »identifiable human material or
identifiable data«, som svar pa utvecklingen inom mikrobio-
logiomréadet och genetiken (§ 1).

2. Den nya versionen lyfter fram sérskilt utsatta gruppers be-
hov, men ocksa risken for exploatering av vissa grupper, »the
particular needs of the economically and medically disadvan-
taged must be recognized« (§ 8). Medicinsk forskning far inte
bedrivas pa grupper av méinniskor som sedan inte har méjlig-
het att 4tnjuta forskningens resultatet (§ 19).

Ett exempel dr utvecklingen av bromsmediciner och vac-
ciner nér det géller HIV/aids. De stora smittade populationer-
na finns ju i Afrika, dir samtidigt md&jligheterna att betala for
de nya och ofta mycket dyra preparaten ocksa ér i det ndrmas-
te obefintliga. Skall forskning utforas pa afrikanska popula-
tioner — vilket ar rimligt frin manga utgangspunkter — méaste
man samtidigt kunna garantera att dessa befolkningar ocksa
faktiskt far tillgang till de nya preparaten.
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Denna punkt har naturligtvis kommit till for att forhindra
direkt exploatering av fattiga befolkningar utan att de far na-
got tillbaka. Sjalvklart l6ser det inte problemet med de fatti-
gas utsatthet, men det ar i varje fall en tydlig markering frén
den medicinska professionen sida.

3. Ett annat omrdde som byggts ut giller krav pa insyn i forsk-
ningsprocessen. De forskningsetiska kommittéerna skall t ex
fa mojlighet att kunna ga in och f6lja pagéende projekt (§ 13).
Projektdesignen skall vara offentligt tillgénglig (§ 16).

4. Det informerade samtycket, som ju 4r en av grundprinci-
perna inom forskningsetiken, har ocksa fordjupats och fortyd-
ligats pé sé sitt att det skall vara mojligt att bedriva forskning
ocksa pa grupper som inte kan ge sitt samtycke. Ett krav &r att
denna typ av problem inte kan studeras pé andra grupper. Det
maste vara mojligt att bedriva forskning pa grupper som av
somatiska eller psykiska skél dr of6rmdgna att ge ett informe-
rat samtycke, exempelvis betrdffande behandling av svéra
skallskador eller svara psykotiska tillstand som ej svarar pa
traditionell behandling.

Detta skall sarskilt motiveras i ansokan till den forsknings-
etiska kommittén, och samtycke skall sokas med legalt auk-
toriserade personer eller i efterhand (§ 26). Forsokspersoner-
na skall informeras ocksa om projektens finansiering och
mdjliga intressekonflikter (§ 22).

5. Kraven pa savil forfattare som vetenskapliga publicister
skdrps ocksa, sa att »negative as well as positive results
should be published or otherwise public available« (§ 27).

Denna senaste version av Helsingforsdeklarationen, som
publiceras pa foljande sidor, utgor ett viardefullt steg i utveck-
lingen av den forskningsetiska diskussionen och praktiken.
Det finns all anledning att gora sig fortrogen med den nya de-
klarationen; det finns en del nya inslag dar som bor leda till
eftertanke dven i den svenska forskningsmiljon.
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World Medical Association Declaration of Helsinki
Ethical Principles for Medical Research Involving Human Subjects

Adopted by the 18th WMA General Assembly, Helsinki, Finland, June 1964
and amended by the 29th WMA General Assembly, Tokyo, Japan, October 1975

35th WMA General Assembly, Venice, Italy, October 1983
41st WMA General Assembly, Hong Kong, September 1989

48th WMA General Assembly, Somerset West, Republic of South Afiica, October 1996 and the
52nd WMA General Assembly, Edinburgh, Scotland, October 2000.

(TUA. Introduction

The World Medical Association has developed the De-

= claration of Helsinki as a statement of ethical principles

to provide guidance to physicians and other participants in

medical research involving human subjects. Medical research

involving human subjects includes research on identifiable
human material or identifiable data.

It is the duty of the physician to promote and safeguard
« the health ofthe people. The physician’s knowledge and
conscience are dedicated to the fulfillment of this duty.

The Declaration of Geneva of the World Medical Asso-

» ciation binds the physician with the words, »The health

of my patient will be my first consideration«, and the Interna-

tional Code of Medical Ethics declares that, »A physician

shall act only in the patient’s interest when providing medical

care which might have the effect of weakening the physical
and mental condition of the patient.«

Medical progress is based on research which ultimate-
» ly mustrestin part on experimentation involving human
subjects.

In medical research on human subjects, considerations
= related to the well-being of the human subject should
take precedence over the interests of science and society.

The primary purpose of medical research involving hu-

» man subjects is to improve prophylactic, diagnostic and

therapeutic procedures and the understanding of the aetiolo-

gy and pathogenesis of disease. Even the best proven prophy-

lactic, diagnostic, and therapeutic methods must continuous-

ly be challenged through research for their effectiveness, ef-
ficiency, accessibility and quality.

In current medical practice and in medical research,
» most prophylactic, diagnostic and therapeutic procedu-
res involve risks and burdens.

Medical research is subject to ethical standards that pro-
« mote respect for all human beings and protect their
health and rights. Some research populations are vulnerable
and need special protection. The particular needs of the eco-
nomically and medically disadvantaged must be recognized.
Special attention is also required for those who cannot give or
refuse consent for themselves, for those who may be subject
to giving consent under duress, for those who will not benefit
personally from the research and for those for whom the re-
search is combined with care.

9 Research Investigators should be aware of the ethical,
» legal and regulatory requirements for research on hu-
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man subjects in their own countries as well as applicable
international requirements. No national ethical, legal or regu-
latory requirement should be allowed to reduce or eliminate
any of the protections for human subjects set forth in this De-
claration.

(I'B. Basic principles for all medical research

1 It is the duty of the physician in medical research to
» protect the life, health, privacy, and dignity of the hu-
man subject.

1 Medical research involving human subjects must
» conform to generally accepted scientific principles,
be based on a thorough knowledge of the scientific literature,
other relevant sources of information, and on adequate labo-
ratory and, where appropriate, animal experimentation.

1 Appropriate caution must be exercised in the conduct
» of research which may affect the environment, and
the welfare of animals used for research must be respected.

1 The design and performance of each experimental

u procedure involving human subjects should be
clearly formulated in an experimental protocol. This protocol
should be submitted for consideration, comment, guidance,
and where appropriate, approval to a specially appointed
ethical review committee, which must be independent of the
investigator, the sponsor or any other kind of undue influen-
ce. This independent committee should be in conformity with
the laws and regulations of the country in which the research
experiment is performed. The committee has the right to mo-
nitor ongoing trials. The researcher has the obligation to pro-
vide monitoring information to the committee, especially any
serious adverse events. The researcher should also submit to
the committee, for review, information regarding funding,
sponsors, institutional affiliations, other potential conflicts of
interest and incentives for subjects.

1 The research protocol should always contain a state-

» ment of the ethical considerations involved and
should indicate that there is compliance with the principles
enunciated in this Declaration.

1 5 Medical research involving human subjects should

» be conducted only by scientifically qualified persons
and under the supervision of a clinically competent medical
person. The responsibility for the human subject must always
rest with a medically qualified person and never rest on the
subject of the research, even though the subject has given con-
sent.

1 Every medical research project involving human
» subjects should be preceded by careful assessment of
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predictable risks and burdens in comparison with foreseeable
benefits to the subject or to others. This does not preclude
the participation of healthy volunteers in medical
research. The design of all studies should be publicly availa-
ble.

1 Physicians should abstain from engaging in research

» projects involving human subjects unless they are
confident that the risks involved have been adequately asses-
sed and can be satisfactorily managed. Physicians should
cease any investigation if the risks are found to outweigh the
potential benefits or if there is conclusive proof of positive
and beneficial results.

1 Medical research involving human subjects should

» only be conducted if the importance of the objective
outweighs the inherent risks and burdens to the subject. This
is especially important when the human subjects are healthy
volunteers.

1 Medical research is only justified if there is a reason-

= able likelihood that the populations in which the re-
search is carried out stand to benefit from the results of the re-
search.

2 The subjects must be volunteers and informed parti-
» cipants in the research project.

2 The right of research subjects to safeguard their inte-

» grity must always be respected. Every precau-
tion should be taken to respect the privacy of the subject,
the confidentiality of the patient’s information and to
minimize the impact of the study on the subject’s physical
and mental integrity and on the personality of the sub-
ject.

2 In any research on human beings, each potential

= subject must be adequately informed of the aims,
methods, sources of funding, any possible conflicts of inter-
est, institutional affiliations of the researcher, the anticipated
benefits and potential risks of the study and the discomfort it
may entail. The subject should be informed of the right to ab-
stain from participation in the study or to withdraw consent to
participate at any time without reprisal. After ensuring that the
subject has understood the information, the physician should
then obtain the subject’s freely-given informed consent, pref-
erably in writing. If the consent cannot be obtained in writing,
the non-written consent must be formally documented and
witnessed.

2 When obtaining informed consent for the research

» project the physician should be particularly cautious
if the subject is in a dependent relationship with the physician
or may consent under duress. In that case the informed con-
sent should be obtained by a well-informed physician who is
not engaged in the investigation and who is completely inde-
pendent of this relationship.

2 For a research subject who is legally incompetent,

» physically or mentally incapable of giving consent or
is a legally incompetent minor, the investigator must obtain
informed consent from the legally authorized representative
in accordance with applicable law. These groups should not
be included in research unless the research is necessary to pro-
mote the health of the population represented and this re-
search cannot instead be performed on legally competent per-
sons.
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2 When a subject deemed legally incompetent, such as

» aminor child, is able to give assent to decisions about
participation in research, the investigator must obtain that as-
sent in addition to the consent of the legally authorized repre-
sentative.

2 6 Research on individuals from whom it is not possi-

» ble to obtain consent, including proxy or advance
consent, should be done only if the physical/mental condition
that prevents obtaining informed consent is a necessary cha-
racteristic of the research population. The specific reasons for
involving research subjects with a condition that renders them
unable to give informed consent should be stated in the expe-
rimental protocol for consideration and approval of the re-
view committee. The protocol should state that consent to re-
main in the research should be obtained as soon as possible
from the individual or a legally authorized surrogate.

2 Both authors and publishers have ethical obliga-

= tions. In publication of the results of research, the in-
vestigators are obliged to preserve the accuracy of the results.
Negative as well as positive results should be published or
otherwise publicly available. Sources of funding, institutional
affiliations and any possible conflicts of interest should be de-
clared in the publication. Reports of experimentation not in
accordance with the principles laid down in this Declaration
should not be accepted for publication.

(IIC. Additional principles for medical research
combined with medical care

2 The physician may combine medical research with

» medical care, only to the extent that the research is
justified by its potential prophylactic, diagnostic or therapeu-
tic value. When medical research is combined with medical
care, additional standards apply to protect the patients who are
research subjects.

2 The benefits, risks, burdens and effectiveness of a

» new method should be tested against those of the
best current prophylactic, diagnostic, and therapeutic meth-
ods. This does not exclude the use of placebo, or no treatment,
in studies where no proven prophylactic, diagnostic or thera-
peutic method exists.

3 At the conclusion of the study, every patient entered

= into the study should be assured of access to the best
proven prophylactic, diagnostic and therapeutic methods
identified by the study.

3 The physician should fully inform the patient which

= aspects of the care are related to the research. The re-
fusal of a patient to participate in a study must never inter-
fere with the patient—physician relationship.

3 2 In the treatment of a patient, where proven prophy-

= lactic, diagnostic and therapeutic methods do not ex-
ist or have been ineffective, the physician, with informed con-
sent from the patient, must be free to use unproven or new
prophylactic, diagnostic and therapeutic measures, if in the
physician’s judgement it offers hope of saving life, re-esta-
blishing health or alleviating suffering. Where possible,
these measures should be made the object of research, desig-
ned to evaluate their safety and efficacy. In all cases, new in-
formation should be recorded and, where appropriate, pub-
lished. The other relevant guidelines of this Declaration
should be followed. *
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