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lamente ligada i sadde, presenie ou forora, de pma pes-
s0&, quer s¢ encomire com vida ou wenha falecido. e
a 5ua hiswdria chinica ¢ familiar.

Artigo 3.0
Fropricdade da informacke de sidde

1 — A informacao de sadde, inchuindo os dados cli-
nicos registados, resulizdos de andlises ¢ oulros exames
subsididrins, imervencies e diagndsiicos, & propriedade
da pessoa, sendo as wnidades do simema de sadde os
deposivirios da informacio, a qual nio pode ser uuiltxada
para owros fins que nio os da presiacio de coddados
-I.' & investigacao em sadde ¢ cwros estabelecidos pela
i

2 — 0 imular da informacho de sadde wem o direi
de, querendo, wmar conhecimenio de wedo o processs
clinico que The diga respeive, sahao circunsidncias excep-
cionais devidamenie justficadas ¢ em gue scja inequi-
vocameme demonscrado que isso [he possa ser preju-
dicial, ou de o [Ezer comunicar 3 quem seja por si
indecado.

3 — (0 goesso & informacdo de sadde por parne do
scu titular, ouw de Lerceirns com & Se0 COnSenLimento,
& fzino atravis de médico, com habilitagio propria, esoo-
Ihido pelo rinlar da informagio.

Artigo 4.7
Tralamenin da Informacio de sde

1 — O responsdveis pelo wraamento da informacio
de safide devem wemar as providéncias adequadas & pro-
tecgdn da sua confidencialidade, garamindo a seguranca
das insialagbes ¢ equipamentos, o controdo no acesso
& informacio, bem como o reforge do dever de sigile
@ da educacdy deomoligica de wdos os profissionais.

2 — As unidades do sisiema de sadde devem impedir
o aoosso indevido de werocinos aos processos clinions
@ Bos sEwemas informivicos que comenham informagio
de safide, incluindo as respectivas ofipias de seguranca,
assegurando os niveis de seguranca apropriados ¢ cum-
prindio as exigénciss eswabelecidas pela legislacio que
regula a proveccde de dados pesspas, nomeadamente
para evilar a sua desruicko, acidemial ou ilicite, a ale-
racin, difusio ou acesso ndo amorizado ou qualquer
outra forma di ratamenio ilicin da informacio.

3 — Alinformacao de sadde s pode ser miloeada pelo
sema de saide nas condighes expressas em autori-
Fragko cscritgd do seu tmlar oo de quem o represeme.

4 — (0 acesso a informacao de sadde pode, desde que
anonimizada, ser faculiado para fins de invesigacio.

5— A gemao dos sislemas que organttam g infor-
magao de sadde deve garantir a separagdo entre a infor-
magan de sadde ¢ genéuica ¢ a restane informagio pos-
soal. designadamente aravés da definicho de diversos
niveis de acesso.

b — A gestio dos sistemas die informacio deve garan-
ur o processamento regular ¢ froguente de ofpias de
seguranga da informachn de sadde, salvapoardadas as
garaniias de confidencialidade csmabelocidas por lei

Artigo 5.7
Imforma: & midica
1 — Para o6 efciios desia bei, a informacio médica

& n informagio de sadde destinada a ser wilizada em
presiaghes de cuidados ou wratamenios de satde.

21 — Emende-se r «processo clinicos  quakquer
regiso, informatizado oo ndo, gue comenha informagio
de satide sobre doentes ou seus familiares.

3 — Cada processo clinico deve comer wda a infor-
magio midica disponivel que diga respeio i pessoa,
ressabvada a restrigho imposia pelo anige seguine.

4— A informacin médica & inscrita no processo cli-
nico pely médico gue 1enha assistido a pessoa ow, sob
8 supervisio daguele. informaizada por outro profis-
sional igualmeme sujeito ao dever de sigilo, no ambiue
das compertncias especiicas de cada profisio ¢ denws
do respeito pelas respectivas normas  deomobkigicas.

5— {P; prn{]::hw clrnm st pode ser 1.'nnn'uhaﬁ€ par
midice incumbide da realizacho de presagies de satde
8 favor da pessoa a que respeita oo, sob A supervisio
daqwlc;(ﬂi-‘:t:-ulm profissicnal de satde obrigado a sigiko
e na medida do esriamente nocessdrio 3 realizacio das
mesmas, sem prejuin da investgacko epideminldgica, cli-
mica ou gendnca que posa ser (ei@ sobre o5 mesmos,
ressalvande-se o que Bea diefinide no anigo 16,2

Arigo 6.2
Infarmacio goctic

1—A inf-:lrrnuqanng,-:néli:a ¢ a informagan de sadde
que verse as caracteristicas heredidniss de uma ou de
viifias possoas, aparcncadas coine & OO COM CAracio-
rismicas comuns daguele tipo, excluindo-se deswia deli-
nigdo a informacio dervada de weses de parcniesoo
o esmdos de sigonia em gémeos, dos estudos de iden-
tiffcacis gendiica para fins criminais, bem como do
csiudp das muagbes gendlicas semMALICAsS DO CARCTO.

2 — A informacio gendiica pode ser resuhado da rea-
lizacap de estes gendticos por meios de binlogia mole-
cular, mas também de esies ciuogenéricos, bisguimicos,
fisioligicos ou imagicldgicos. ou da simples recolha de
informacan familiar, regisiada sob a forma de uma
firvore familiar ow ourra, cada um dos quais pode, por
= 50, enunciar o esmanne gendico de uma pessoa e
scus familinres.

3— A informacho gendrica reveste namreya médica
Epa:nas quando se desiina a ser milicada nas presiaches

¢ cuidados ou wratamentos de sadde, no comens da
confirmacao on exclusio de um dizsgndsico clinico, noe
contexin de diagndstico pré-naal oo dingnisicn pré-
-implanandrio ou no da frmacogendtica, excluindo-se,
pois, 8 informagio de wsies predivivos para predispo-
sighes a docngas comuns ¢ pré-sinomiscos para doen-
RS mOnRénicas.

4— A informacio gendiica que ndo enha implica-
gies imodiaas para o estndo de sadde acioal, 1l coms
A resuhame de wsies de paernidade, de esudos de
pigonia em gémens, ¢ 8 de wescs prediivos — ocom &
cxoepgho de weswes penfiioos para resposia 8 medica-
mentes —, de hewerorigonia, pré-simomdricos, pré-na-
Lais ou pré-implanatdrios nao pode ser incluida no pro-
cesso clinico, salvo no caso de consuhas ou servigos de
pendiica médica com arguives priprios e separados.

5 — (s processos clinicos de consulas ou servigos
de gendica médica nang:-cxlcm ser aoedides, facultados
ou consultados por médicos, ouros profisionas de
satide ou funcionirios de ouros servigos da mesma ins-
timigho ou owiras insnuighes do sisiema de sadde no
caso de conwerem informacdo gendica sobre pessoas
sanddveis.

6— A informacio genfuica deve ser objecio de meds-
das begislavas e adminisiraivas de prowecgio reforcada
em wrmos de acesso, seguranca e confidencialidade.




* Protection of genetic information

* Genetic testing In health-care

» Genetic counselling

» Genetic databases and biobanks

* Bimedical research and health care
* Non-discrimination measures
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Health information, any information directly
or indirectly linked to the present or future
health status of any person, either living or
deceased, including the clinical and family
history

Medical information, the health information
Intended to be used for provision of health
care and treatment

Portugal — Law12/2005



Definitions (2)

Genetic information, the health information
assoclated to hereditary characteristics of
one or more persons biologically related

obtained through any means, including
molecular genetics, cytogenetics,
biochemical genetics, physiological or
Imagiological tests, and pedigree
Information
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Definitions (3)

Genetic Information Is considered to be
medical in nature only when used for the
confirmation or exclusion of a clinical
diagnosis, in prenatal or preimplantation
diagnosis or for pharmacogenetics
purposes, thus excluding presymptomatic
and susceptibility testing
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Genetic database, any register, either in an
Informatics support or not, containing
genetic information on a group of persons
or families

If a database or a genetic registry includes
any kind of family information it must be
kept and curated by a medical geneticist

Portugal — Law12/2005
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Biobank, any collection of biological
samples or its derivatives, previously or
prospectively collected, obtained through
health care provision, population
screening, or research, either with or
without identification, and with or without
a time limit



Property

Health information iIs the property of the
person to whom it pertains

and cannot be used for any

aims other than health care and health
research, or others defined by law
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Storage

Only information of iImmediate interest for
the patient’s current health (diagnostic
and pharmacogenetic information) can be
entered in general hospital records

Predictive information from carrier, presym-
ptomatic, susceptibility, prenatal or preim-
plantation tests can only be kept in records
of genetic services that keep separate files

Portugal — Law12/2005
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===z (3ENetic counselling

* Diagnostic or pharmacogenetic testing
should follow the general principles of any
other health care provision

« Carrier, presymptomatic and susceptibility
testing must be preceded by genetic
counselling and written informed consent,
and requested by a medical geneticist

* Counselling should be proportionate to the
severity of the disease, usual age at onset
and existing treatment

Portugal — Law12/2005
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===z PSYyChosoclal evaluation

* In severe, late-onset disease with no
effective treatment, predictive tests must
be preceded by a psychosocial evaluation
and follow-up after delivery of results

* Presymptomatic/predictive testing and
PGD should only be performed in persons
that can fully appreciate all its implications
and give their informed consent
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« Government should regulate the offer of
genetic testing, to avoid direct marketing
to the public, by public or private lab, out
of the context of genetic counselling

* Professionals employed by insurers,
employers or any goods and service
providers are not exempt from their
confidentiality duty regarding their patients

Portugal — Law12/2005



Insurance

* Insurers cannot ask for a genetic test or
use test results or any other kind of
genetic information already available,
Including family history, to refuse
Insurance or establish higher premiums
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Employement (1)

 Employers cannot select or ask their
current employees’ for genetic tests or
previous test results, even with their own
consent,

« except for their health or safety protection
(e.qg., hazardous environments), and only if
done In the context of genetic counselling
and if employment is not put at stake; ...
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Employement (2)

 the exception could be made in case of
serious risk to public safety or public
health, in which case genetic testing must
be conducted by an independent entity
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Adoption

* No genetic testing or any kind of genetic
Information can be requested Iin case of
adoption, both to the adoptees or the

prospective parents
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* In the case of minors, genetic testing
should be done only for their benefit,
after written consent from their parents or
legal tutors, but always seeking to obtain

the minors assent
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=cee | gte-onset diseases

* In case of severe, uncurable diseases,
with onset usually in adult life,
presymptomatic testing cannot be
performed In minors

* and prenatal testing should not be done
just for information of the parents but only
with the aim to prevent the birth of an
affected child
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* In case of genetic screening, the rights of
the population or population groups
should also be protected, in addition to
their individual rights
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Biobanking

 Collection, conservation and usage of
biological samples for genetic testing
should be subject to an informed consent
separate for health care and biomedical
research, including its purposes and
duration of storage
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Commercial use

 Biological samples cannot be used for any
commercial purposes

« Commercial entities cannot store or use
identified or identiflable samples

* If absolutely needed, coded samples can
be used, If the identifying codes are kept
at a public institution
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Recontacting (1)

* If consent for a different purpose cannot
be obtained, e.g. In case of death, stored
samples can be used in the context of
genetic counselling, In order to enable
treatment or the prevention of a genetic
disease In a relative (but not to know the
genetic status of other family members)
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Recontacting (2)

* If consent Is not possible (proband
deceased) or easily obtainable (e.g. large
amount of samples needed), samples can
be used for family studies, or can be
processed for epidemiological or statistical
purposes, only If previously and
Irreversibly anonymised.
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Research results

* A biobank must have a health care or a
(basic or applied) health research purpose

e |f communication of results can be

foreseen, a medical geneticist should be
Involved

* Previous authorization must be requested
from the health authorities and, in case of
identified or identifiable samples, from the
national personal data protection agency

Portugal — Law12/2005



cs0000000 IBMC

INSTITUTO DE BIOLOGIA MOLECULAR
INSTITUTE FOR MOLECULAR AND CELL

CIRCULACAO
LISTANS2G/2010

2010-02-12

Ministério d

Regulation of
Law 12/2005
is still waiting...!

Decreto 1.

DL 71/2010

2010.02.08

Alein® 12/2005, de 26 de Janeiro, veio definir o conceito de informacio de saude e de
mformacio genetica, a circulacio de informacio e a intervencio sobre o genoma humano
no sistema de saude, bem como as regras para a colheita e conservacio de produtos

biologicos para efeitos de testes geneticos ou de investigacio.

E em regulacio dessa lei que o presente decreto-lei estabelece os principios mnerentes a
realizacio e disponibilizacio de testes geneticos, prevendo igualmente as regras de
proteccio da mformacdo genetica, em termos de acesso, seguranca, confidencialidade e
sigilo dos dados. Sdo, assim, regulamentados o n.° 6 do artigo 6.5, o n. 2 do artigo 7.7, o

n°1doartigpo15° eon®7doartigo 17.°da Lei n® 12/2005, de 26 de Janewro.




