Newsletter

CUATRECASAS, GONCALVES PEREIRA Farmacéutico

Células Estaminais:
Utilizacao para fins de investigacao cientifica

Células Estaminais: Utilizacdo para fins de investigacdo cientifica

No dia 24 de Fevereiro, foi aprovado em Conselho de Ministros a proposta de lei que
aprova o novo regime de utilizagdo de células estaminais de origem humana para fins
de investigacdo cientifica.

Segundo o comunicado do Governo, o novo regime de utilizacdo de células estaminais
aplicar-se a utilizagdo de células estaminais de origem humana para fins de investigacao
cientifica que tenha como objectivo a prevengdo, diagndstico, deteccdo da origem e o
tratamento de patologias, designadamente as de tipo degenerativo ou que resultem da
destruicao irreversivel de tecidos e érgaos.

Esta proposta de lei tem como principais objectivos: (i) estimular a investigacdo cientifica
e o conhecimento sobre células estaminais e sobre as suas aplicagdes; (ii) definir o
regime de obtencdo e utilizacdo de células estaminais embrionarias e (iii) incrementar a
actividade econdmica e empresarial relacionada com células estaminais e terapias
celulares.

O comunicado do Governo refere ainda que este regime visa também remover as
desvantagens comparativas que a legislacdo em vigor impde actualmente as condicdes
de exercicio da actividade de investigacdo cientifica com células estaminais em
Portugal.

De acordo com a actual legislacdo, nomeadamente com a Lei n.° 32/2006, de 26/07
sobre a procriacdo medicamente assistida, é proibida a criacdo de embriGes através de
técnicas de procriacdo medicamente assistida com o objectivo deliberado da sua
utilizacdo na investigacdo cientifica. No entanto, é permitido a investigacdo cientifica
em embriGes com o objectivo de prevencdo, diagndstico ou terapia de embriGes, de
aperfeicoamento das técnicas de PMA.

Ainda de acordo com a Lei n.© 32/2006, para efeitos de investigacdo cientifica s6
podem ser utilizados:

(i) Embrides criopreservados, excedentéarios, em relagdo aos quais ndo exista nenhum
projecto parental (depende de obtengdo prévia do consentimento, expresso,
informado e consciente dos beneficidarios aos quais se destinavam);

(ii) EmbriSes cujo estado ndo permita a transferéncia ou a criopreservagdo com fins de
procriagao;

(iii) EmbriGes que sejam portadores e anomalia genético grave, no quando de
diagnodstico genético pré-implantacdo (depende de obtengdo prévia do consentimento,
expresso, informado e consciente dos beneficiarios aos quais se destinavam);

(iv) Embrides obtidos sem recurso a fecundagdo por espermatozdide.

A nova proposta de Lei elaborada pelo Governo sera enviado para o Conselho Nacional
de Etica para as Ciéncia da Vida para obtencdo do respectivo parecer.
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Comparticipagcao de Medicamentos

No ambito do regime especial de comparticipacdo de medicamentos e para efeitos do
calculo do rendimento total anual dos pensionistas com direito a este regime, é
considerado o valor da totalidade dos rendimentos auferidos no ano civil anterior pelo
proprio e pelos membros do respectivo agregado familiar, divido por 14 e sucessivamente
pelo nimero de membros do agregado familiar.

Horario das Farmacias

Altera o Decreto-Lei n.° 53/2007, de 8 de Margo e aprova a abertura das farmacias vinte e
quatro horas por dia, todos os dias da semana, em articulacdo com o regime de turnos.

O proprietario da farmacia comunica os periodos de funcionamento, diario e semanal, da
farmacia até ao dia 31 de Margo, para o 2.2 semestre do ano civil e até ao dia 30 de
Setembro para o 1.9 trimestre do ano civil.

Na sequéncia da publicacdo do Decreto-Lei referido supra, a presente Portaria vem definir
o limite minimo do periodo de funcionamento semanal e o horario padrdo a que esta
sujeito o periodo de funcionamento diario das farmacias de oficina.

O periodo de funcionamento semanal tem o limite minimo de 50 horas e o periodo de
funcionamento diario deve garantir a abertura ao publico nos seguintes periodos: (i) de
segunda-feira a sexta-feira, das 10 as 13 e das 15 as 19 horas; (ii) ao sabado, das 10 as
13 horas.

Ensaios Clinicos
Promove a criacdo de centros piloto para a realizacdo de ensaios clinicos em unidades
hospitalares de referéncia.

Servigo Nacional de Saude

Cria o dever de exercicio de fungdes no Servigo Nacional de Saude dos médicos internos
gue obtenham formacgdo especifica nos estabelecimentos do SNS.

Pretende-se que seja estabelecido um periodo minimo durante o qual os médicos internos
formados nos estabelecimentos do SNS devem continuar a exercer fungdes no sector
publico apdés a obtencdo da especialidade, sempre que os servigos necessitem, por um
periodo de tempo em principio igual a duragdo da formacgdo obtida.

Estabelecimentos Prestadores de Cuidados de Saude

Estabelece as regras do registo obrigatério na Entidade Reguladora da Saude dos
estabelecimentos prestadores de cuidados de salde, do sector publico, privado e social,
independentemente da sua natureza juridica, nomeadamente hospitais, clinicas, centros
de salde, laboratérios de analises clinicas, termas e consultorios.

Regula ainda os critérios de fixacdo das respectivas taxas.

Unidades de equipas de cuidados continuados integrados de saiide mental
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Altera o regime da responsabilidade civil das unidades, equipas e pessoal da rede de
cuidados continuados integrados de salide mental.

E excluida a responsabilidade criminal das unidades e equipas referidas, passando a
responsabilidade destas entidades a ser regida segundo o regime da responsabilidade
das pessoas obrigadas a vigilancia de outrem.

De acordo com esse regime, as pessoas que, por lei ou negdcio juridico, forem
obrigadas a vigiar outras, por virtude da incapacidade natural destas, sao
responsaveis pelos danos que elas causem a terceiro, salvo se mostrarem que
cumpriram o seu dever de vigilancia ou que os danos se teriam produzido ainda que o
tivessem cumprido.

Unidade Local de Saide do Nordeste

Cria a Unidade Local de Saude do Nordeste, EPE, por extingdo e integracdo do Centro
Hospitalar do Nordeste, EPE e do Agrupamento dos Centros de Saude do Altos dos
Tras-os-Montes I - Nordeste.

Procriacdo medicamente assistida

Aprova a tabela de precos para os tratamentos de procriagdo medicamente assistida.
A Portaria produz efeitos desde o dia 1 de Janeiro de 2011.

Revisao Excepcional de Preco

Define os critérios, prazos e demais procedimentos que presidem a revisao
excepcional de preco de medicamentos.

Directiva de Medicamentos Falsificados

O Parlamento Europeu aprovou uma directiva que visa impedir a introdugao de
medicamentos falsificados na cadeia de abastecimento.

A nova Directiva abrange as vendas de medicamentos pela internet e estipula que o
controlo de medicamentos devera ser feito também a saida da Unido Europeia e prevé
a aplicagao de sangdes aos falsificadores.

Atrasos de pagamento nas transacgées comerciais

A presente directiva tem como objectivo em combater os atrasos de pagamento nas
transacgbes comerciais, a fim de assegurar o bom funcionamento do mercado interno,
de forma a promover a competitividade das empresas, em particular das PME.

Nas transacgdes comerciais entre empresas, o credor tem direito a receber juros de
mora sem necessidade de interpelagdo caso estejam preenchidas as seguintes
condigbes: (i) o credor ter cumprido as suas obrigagdes contratuais e legais e; (ii) o
credor ndo ter recebido dentro do prazo o montante devido, salvo se o atraso nao for
imputavel ao devedor.
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No que respeita as transacgdes entre empresas e entidades publicas, os Estados-
Membros asseguram que, nas transacgdes em que o devedor € uma entidade publica,
o credor tem direito, nos prazos estabelecidos na directiva, a receber juros de mora
legais, sem necessidade de interpelacdo, casos se encontrem preenchidas as
condigdes referidas em (i) e (ii) supra.

Os Estados-Membros devem aprovar as disposicbes legais, regulamentares e
administravas necessarias para dar cumprimento as regras desta directiva até 16 de
Margo de 2013.

Quantidades Minimas de Medicamentos

Define as quantidades minimas e os critérios de determinagdo das quantidades
minimas de medicamentos que devem ser mantidas permanentemente pelos
distribuidores que operam no territério nacional, para garantia de continuidade do
fornecimento e do acesso aos medicamentos por parte dos doentes.

Em relacdo aos medicamentos comercializados ha mais de 12 meses, os
distribuidores por grosso devem dispor em cada momento de quantidades suficientes
para satisfazer os pedidos que lhe sejam dirigidos, mas nunca inferior a média mensal
de medicamentos por eles fornecidos aos seus clientes nos Ultimos 12 meses.

Os medicamentos comercializados ha apenas 12 meses ou menos, os distribuidores
por grosso devem dispor em cada momento de quantidades suficiente para satisfazer
os pedidos que lhe sejam dirigidos, mas nunca inferior a média mensal de
medicamentos fornecidos aos clientes no més ou nos meses anteriores, consoante
haja apenas um més ou mais meses de comercializacdo, respectivamente.

Por ultimo, as farmacias de oficina devem garantir a dispensa de medicamentos, no
prazo maximo de 12 horas, para medicamentos que se encontrem esgotados nas
farmacias mas ndo no circuito de distribuigdo.

Caducidade de comparticipacao por nao comercializagao

Com a publicagdo do Decreto-Lei n.°© 106-A/2010, de 1/10, a comparticipagdo dos
medicamentos caduca em todas as apresentacdes e dosagens se, considerando essas
apresentacdes e dosagens (i) o requerente ndao comercializar o medicamento no
ambito do SNS e da ADSE no prazo de 6 meses a contar da notificagdo da autorizagao
de comparticipagdo ou (ii) se apo6s o inicio da comercializagdo, o medicamento nao
estiver disponivel no mercado por prazo superior a 90 dias.

Sendo a primeira vez que esta medida vai ser aplicada, o Infarmed permitira que os
titulares de AIM possam, até ao dia 15 de Fevereiro regularizar as situagdes dos
medicamentos referidos no paragrafo anterior.
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Stem Cells:
Use for scientific research purposes

Stem Cells: Use for scientific research purposes

On 24 February, the Council of Ministers approved the legislative proposal adopting
the new framework of the use of stem cells of human origin for the purpose of
scientific research.

According to the announcement of the Government, the new legal framework of the use of
stem cells will apply to the use of stem cells of human origin for the purpose of scientific
research whose purpose is the prevention, diagnosis, detection of the origin and treatment
of conditions, in particular degenerative conditions or conditions caused by the
irretrievable destruction of tissues and organs.

The main purposes of this legislative proposal are: (i) to promote scientific investigation
and knowledge of stem cells and their applications; (ii) to determine the rules of collection
and use of embryonic stem cells and (iii) to boost the economic and entrepreneurial
activity associated with stem cells and stem cell therapies.

Moreover, the announcement of the Government observes that this legal framework is
also aimed at removing comparative disadvantages imposed by the current legislation
on the pursuit of the activity of scientific research with stem cells in Portugal.

In accordance with the current legislation, namely Law 32/2006, of 26/07 on medically
assisted reproduction, it is forbidden to create embryos through medically assisted
reproduction techniques with the deliberate purpose of using them in scientific
research. However, scientific research on embryos for the purpose of the prevention,
diagnosis or treatment of embryos and improvement of MAP techniques is permitted.

Also pursuant to Law 32/2006, for the purpose of scientific investigation it only
permitted to use:

(i) Cryopreserved embryos, surplus embryos, for which there is no potential parenting
(subject to the prior, express, informed and responsible consent of the beneficiaries
for which the embryos were intended);

(ii) Embryos whose state prevents transfer or cryopreservation for reproduction
purposes;

(iii) Embryos carrying a serious genetic defect at the time of the pre-implantation
genetic diagnosis (subject to the prior, express, informed and responsible consent of
the beneficiaries for which the embryos were intended);

(iv) Embryos obtained without fecundation by spermatozoid.

This new legislative proposal is now going to be submitted to the opinion of the
National Committee on Life Sciences Ethic.
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Reimbursement of medicinal products

In connection with the special reimbursement scheme of medicinal products, this Portaria
determines that the calculation of the total annual income of pensioners covered by this
scheme is based on the total amount of the income received in the previous calendar year
by the pensioner and by the members of his or her family, divided by 14 and then by the
number of family members.

Pharmacies’ opening hours

Amending Decree-Law 53/2007, of 8 March and permitting pharmacies to open twenty
four hours a day, every day of the week, coordinating these opening hours with a system
of shifts.

The owner of the pharmacy shall notify the daily and weekly opening hours of the
pharmacy until 31 March, in respect of the second six-month period of the calendar year
and until 30 September, in respect of the first six-month period of the calendar year.

Following the publication of the Decree-Law above, this Portaria defines the minimum limit
of weekly opening hours and standard opening hours to be complied with by the daily
opening hours adopted by retail pharmacies.

The weekly opening hours have a maximum 50-hour limit and the daily opening hours
must ensure that the pharmacy is open to the public in the following periods: (i) from 10
a.m. to 1 p.m. and from 3 p.m. to 7 p.m. Monday to Friday and (ii) from 10 a.m. to 1 p.m.
on Saturday.

Clinical Trials

Promoting the establishment of pilot centres for the running of clinical trials in reference
hospital units.

National Health Service

Establishing the obligation of junior doctors who have received specific training in the
facilities of the National Health Service to perform duties there.

The goal is to establish a minimum period during which junior doctors trained in the
facilities of the National Health Service must continue to perform duties in the public sector
after the specialisation, whenever the Service so requires, for a period of time that, as a
rule, shall be of the same of the duration of the training.

Health Care Establishments

Setting out the rules governing mandatory registration of public, private and social health
care establishments with the Health Regulatory Agency, irrespective of their legal form, in
particular, hospitals, clinics, health centres, analysis laboratories, spas and doctors’ offices.

This Portaria also sets out the criteria of establishment of the corresponding fees.
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Units of mental health integrated continued care teams

Amending the rules governing the civil liability of the units, teams and staff of mental
health integrated continued care networks.

The criminal liability of the units and teams above is excluded; the liability of these
units and teams shall from now on be governed by the rules governing the liability of
persons in charge of the surveillance of others.

In accordance with these rules, the persons who, by law or due to a legal transaction,
have the duty to ensure the surveillance of others due to the natural incapacity of
these other persons, are responsible for the damage these other persons may cause to
third parties, unless they prove that they complied with their duty of surveillance or
that the damages would have occurred even if the duty of surveillance had been
complied with.

Unidade Local de Satide do Nordeste

Establishing the Unidade Local de Saude do Nordeste, EPE, through the termination
and merger of the Centro Hospitalar do Nordeste, EPE and of Agrupamento dos
Centros de Salude do Altos dos Trds-os-Montes I — Nordeste.

Medically Assisted Reproduction

Approving the price list of medically assisted reproduction treatments.

This Portaria came into effect on 1 January 2011.

Extraordinary Price Revision

Setting out the criteria, time limits and other procedures governing the extraordinary
price revision of medicinal products.

Directive of Fake medicinal products

The European Parliament has approved a directive to prevent fake medicinal products
from entering the legal supply chain.

The new Directive covers internet sales of medicinal products and establishes that the
control of medicinal products shall include medicinal products exported outside the
European Union and provides for sanctions to be imposed on falsifiers.

Late payment in commercial transactions

The purpose of this directive is to combat late payment in commercial transactions, in
order to ensure the proper functioning of the internal market, thereby fostering the
competitiveness of undertakings and in particular of SMEs.
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In transactions between undertakings, the creditor is entitled to interest for late
payment without the necessity of a reminder, where the following conditions are
satisfied: (i) the creditor has fulfilled its contractual and legal obligations and; (ii) the
creditor has not received the amount due on time, unless the debtor is not responsible
for the delay.

With regard to transactions between undertakings and public authorities, Member
States shall ensure that, in commercial transactions where the debtor is a public
authority, the creditor is entitled upon expiry of the period defined in the Directive, to
statutory interest for late payment, without the necessity of a reminder, where the
conditions referred to in (i) and (ii) above are satisfied.

Member States shall bring into force the laws, regulations and administrative
provisions necessary to comply with the rules of this Directive by 16 March 2013.

Minimum quantities of medicinal products

Establishing the minimum quantities and the criteria of determination of the minimum
quantities of medicinal products that must, at all times, be kept by distributors
operating in the national territory, to ensure the continuity of supply and to ensure
that patients have access to medicinal products.

With regard to medicinal products that have been marketed for more than 12 months,
wholesale distributors shall, at all times, have available sufficient quantities to satisfy
the orders they receive and, in any case, not less the monthly average of medicinal
products supplied to their clients in the last 12 months.

With regard to medicinal products that have been marketed for 12 months or less,
wholesale distributors shall at all times have available sufficient quantities to satisfy
the orders they receive and, in any case, not less than the monthly average of the
medicinal products supplied to customers in the previous month or months, depending
on the medicinal product having been marketed for month or several months,
respectively.

Finally, retail pharmacies must ensure the supply of medicinal products that are out of
stock in pharmacies but not in the distribution circuit, within 12 hours at the most.

Expiry of Reimbursements of Unsold medicinal products

With the publication of Decree-Law 106-A/2010 of 1/10, the reimbursement of
medicinal products expires for all packages and dosages if, considering those
packages and dosages (i) the applicant does not sell the medicinal product under the
national health Service or ADSE (civil servants’ social protection scheme) systems
within 6 months from being notified of the authorisation of reimbursement or (ii) after
it begins to be sold, the medicinal product is not available on the market for more
than 90 days.

Considering it is the first time this measure is implemented, Infarmed will permit
holders of marketing authorisations to regularise the situation of the medicinal
products referred to in the previous paragraph until 15 February.
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