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LEGISLACAO PORTUGUESA

I. DIARIO DA REPUBLICA

Lei n.° 17/2016 - Diario da Republica n.° 116/2016, Série
| de 2016-06-20 - Assembleia da Republica - Alarga o
ambito dos beneficiarios das técnicas de procriacdo
medicamente assistida, procedendo a segunda alteracdo a
Lei n.° 32/2006, de 26 de Julho (procriagdo medicamente
assistida).

Portaria n.® 176/2016 - Diario da Republica n.° 119/2016,
Série | de 2016-06-23 - Financas, Trabalho, Solidariedade
e Seguranca Social e Saude - Fixa os precos dos cuidados
de saude prestados nas unidades de internamento de
cuidados integrados pediétricos de nivel 1 (UCIP nivel 1) e
de ambulatério pediatricas no ambito das experiéncias
piloto a desenvolver no contexto da Rede Nacional de
Cuidados Continuados Integrados (RNCCI).

Despacho n.° 8198/2016 - Diario da Republica n°
119/2016, Série Il de 2016-06-23 - Salde — Gabinete do
Secretario de Estado da Saude - Estabelece disposices
sobre a celebracdo de contratos publicos de
aprovisionamento (CPA) com vista ao fornecimento de
Vacinas e Tuberculinas, no ambito de concurso publico
lancado pela Servicos Partilhados do Ministério da Saude,
EPE (CP 2016/13).

Decreto Legislativo Regional n.° 23/2016/M - Diario da
Republica n.° 120/2016, Série | de 2016-06-24 - Regido
Autonoma da Madeira - Assembleia Legislativa -
Estabelece o regime da responsabilidade financeira da
Regido Auténoma da Madeira na prestagdo de cuidados
de saude aos utentes do Servico Nacional de Saude e
consagra o principio da reciprocidade.
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b SPMS

Anlncio de procedimento n.° 3769/2016 - Diario da
Republica n.° 118/2016, Série Il de 2016-06-22 - SPMS -
Servicos Partilhados do Ministério da Saudde, E. P. E. -
Medicamentos antirretroviricos para o tratamento da
infecdo por VIH.

Anancio de procedimento n.° 3749/2016 - Diario da
Republica n.° 117/2016, Série 1l de 2016-06-21 - SPMS -
Servicos Partilhados do Ministério da Saude, E. P. E. -
Celebragao de acordo quadro para a prestacao de servicos
de consultadoria, desenvolvimento e manutencdo de
software e gestdo operacional dos sistemas e bases de
dados.

Anancio de procedimento n.° 3789/2016 - Diario da
Republica n.° 118/2016, Série 1l de 2016-06-22 - SPMS -
Servicos Partilhados do Ministério da Saude, E. P. E. - CP
2016/82 - Acordo quadro para fornecimento de nastros e
fitas cirargicas as Instituicdbes e Servicos do Servigo
Nacional de Saude.

Anlncio de procedimento n.° 3790/2016 - Diario da
Republica n.° 118/2016, Série Il de 2016-06-22 - SPMS -
Servicos Partilhados do Ministério da Salde, E. P. E. -
Pensos especiais.

Aviso de prorrogagdo de prazo n.° 590/2016 - Diario da
Republica n.° 118/2016, Série Il de 2016-06-22 - SPMS -
Servicos Partilhados do Ministério da Salde, E. P. E. -
Acordo quadro para fornecimento de Gases utilizados em
meio hospitalar as Instituicbes e Servicos do Servico
Nacional de Saude.
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https://dre.pt/application/file/74738565
https://dre.pt/application/file/74738565
https://dre.pt/web/guest/pesquisa/-/search/539239/details/normal?l=1
https://dre.pt/application/file/74775004
https://dre.pt/application/file/74775004
https://dre.pt/application/file/74774453
https://dre.pt/application/file/74774453
https://dre.pt/application/file/74794385
https://dre.pt/application/file/74794385
https://dre.pt/application/file/74761618
https://dre.pt/application/file/74761618
https://dre.pt/application/file/74761596
https://dre.pt/application/file/74761596
https://dre.pt/application/file/74761641
https://dre.pt/application/file/74761641
https://dre.pt/application/file/74761642
https://dre.pt/application/file/74761642
https://dre.pt/application/file/74763263
https://dre.pt/application/file/74763263
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}  Concursos

Andncio de procedimento n.° 3688/2016 - Diario da
Republica n.° 116/2016, Série Il de 2016-06-20 -
Universidade do Porto - Aquisicdo de 384 arrays (8
Bundles de 48 arrays) Sureprint G3 Human CGH: 4x180K
para a FMUP.

Andncio de procedimento n.° 3741/2016 - Diario da
Republica n.° 117/2016, Série Il de 2016-06-21 - Hospital
Distrital de Santarém, E. P. E. - 120020/2016 - Cateteres
totalmente implantados para quimioterapia e agulhas.

Anuncio de procedimento n.° 3746/2016 - Diario da
Republica n.° 117/2016, Série Il de 2016-06-21 - Servico
de Saude da Regido Autonoma da Madeira, E. P. E. -
CP20160003- Reagentes e consumiveis serologia 2016.

Anuncio de procedimento n.° 3788/2016 - Diéario da
Republica n.° 118/2016, Série Il de 2016-06-22 - Hospital
Professor Doutor Fernando Fonseca, E. P. E. - Aquisi¢do
de Sacos de Sangue.

Anuncio de procedimento n.° 3802/2016 - Diéario da
Republica n.° 119/2016, Série Il de 2016-06-23 - Santa
Casa da Misericordia de Lisboa - 16/CPS2001 - Aquisi¢édo
de proteses auditivas para os utentes da Santa Casa da
Misericordia de Lisboa.

Il. INFARMED
b Regime de precos notificados

Circular Informativa N°096/CD/8.1.6 - Com a publicagédo
do Decreto-Lei n® 97/2015, de 1 de Junho e da Portaria n.°
154/2016, de 27 de Maio, foi criado o regime de precos
notificados.

Podem ficar sujeitos ao regime de precos notificados, os
medicamentos  sujeitos a receita médica nao
comparticipados ou ndo comparticipaveis com PVP
Méaximo aprovado.

Nesse contexto, os medicamentos comparticipados no
regime geral ou nos regimes especiais do mercado
ambulatério ficam excluidos do &mbito da aplicacdo do
regime de precos notificados.

De assinalar que, no caso especifico do Despacho n°
4521/2001, de 5 de Margo (em que o SNS suporta
integralmente os custos dos medicamentos necessarios ao
tratamento dos doentes afectados pela Polineuropatia

Amiloiddtica Familiar — Paramiloidose), apenas podem ficar
sujeitos ao regime de prec¢os notificados os medicamentos
gue ndo beneficiem de comparticipagao.

Os medicamentos de importacdo paralela ndo sé&o
abrangidos por este regime.

Os PVP dos medicamentos abrangidos por este regime
podem ser objeto de uma variagdo adicional até ao
maximo de 10% do PVP maximo em vigor, com um limite
de 2,50€ em cada ano civil (n.° 1 do artigo 4.° da Portaria
n.° 154/2016, de 27 de maio).

As margens de comercializacdo da variacdo adicional séo
as seguintes: (i) Farméacia — 20%, excluindo o IVA; (i)
Grossista — 8%, excluindo o IVA.

b} Relatorio Mensal

Andlise do Consumo de Medicamentos em
Ambulatério: Abril 2016 e meses anteriores

Ill. DIRECAO-GERAL DA SAUDE

Novo Programa Nacional de Vacinagdo - Uma das
principais novidades do novo Programa Nacional de
Vacinacdo, que entrara em vigor a partir de Janeiro de
2017, passa por uma hova e mais abrangente vacina
contra o virus do papiloma humano (HPV)

Concurso SIDA-D-12-15 e Concurso SIDA-D-15-15 —
Listas Finais - Concursos para atribuicdo de apoios
financeiros pela Direcdo-Geral da Saude a pessoas
coletivas sem fins lucrativos, aberto por aviso publicitado
no jornal “Publico” de 31/12/2015, e nas paginas
eletronicas da Direcdo-Geral da Saude e do Programa
Nacional para a Infe¢éo VIH/SIDA

IV. ACSS

Circular Normativa n.° 12, de 19/05/2016
Operacionalizagdo do programa de incentivo a realizagéo
de atividade cirargica no SNS e responsabilizagédo
financeira do hospital de origem - Regras e procedimentos.


https://dre.pt/application/file/74736091
https://dre.pt/application/file/74736091
https://dre.pt/application/file/74761587
https://dre.pt/application/file/74761587
https://dre.pt/application/file/74761593
https://dre.pt/application/file/74761593
https://dre.pt/application/file/74761639
https://dre.pt/application/file/74761639
https://dre.pt/application/file/74761660
https://dre.pt/application/file/74761660
http://www.infarmed.pt/portal/page/portal/INFARMED/MEDICAMENTOS_USO_HUMANO/AVALIACAO_ECONOMICA_E_COMPARTICIPACAO/REGULAMENTACAO_PRECO_MEDICAMENTOS/NOTIFICACOES_REVOGACOES/TAB01
http://www.infarmed.pt/portal/page/portal/INFARMED/MONITORIZACAO_DO_MERCADO/OBSERVATORIO/ANALISE_MENSAL_MERCADO/MEDICAMENTOS_AMBULATORIO_2/2016
https://www.dgs.pt/em-destaque/novo-programa-nacional-de-vacinacao2.aspx
https://www.dgs.pt/em-destaque/concurso-sida-d-12-15-lista-final.aspx
http://www.acss.min-saude.pt/Portals/0/Circular%20Normativa%20n.º%2012.2016.pdf
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LEGISLAGAO UNIAO EUROPEIA
. JORNAL OFICIAL DA UNIAO EUROPEIA
b Autorizaces de Introducéo no Mercado

Resumo das decisGes da Unido Europeia relativas as
autorizagdes de introdugdo no mercado dos medicamentos
de 1 de Maio de 2016 a 31 de Maio de 2016 [Publicado
nos termos do artigo 13.° ou do artigo 38.° do Regulamento
(CE) n.° 726/2004 do Parlamento Europeu e do Conselho].

b Concentracdes

Air Liquide/OMZ/JV - Nao oposi¢cdo a uma concentragcdo
notificada (Processo M.7970)

Sanofi/Boehringer Ingelheim Consumer Healthcare
Business - Notificagdo prévia de uma concentracéo
(Processo M.7919)

Boehringer Ingelheim/Sanofi Animal Health Business -
Notificagdo prévia de uma concentracdo (Processo
M.7917)

Il EUROPEAN MEDICINES AGENCY

} EMA and FDA reinforce collaboration on
patient engagement

The European Medicines Agency and the United States
Food and Drug Administration have set up a new ‘cluster’
on patient engagement. The cluster will provide a forum to
share experiences and best practices on the way the two
agencies involve patients in development, evaluation and
post-authorisation activities related to medicines.

The clusters established by EMA and regulators outside
the European Union focus on specific topic areas where
the parties involved could benefit from an intensified
exchange of information and strengthened collaboration.
The currently existing EMA/FDA clusters discuss issues
related to biosimilars, medicines to treat cancer, orphan
medicines, medicines for children, and pharmacovigilance,
among other topics.

The increased interaction through the new cluster will allow
EMA and FDA to exchange information on how they
engage with and involve patients in their work and on
priorities and goals to scale up future engagement with
patients. Areas of discussion will include the processes for

selecting and preparing patients to take part<in the
agencies’ activities, how to ensure that patients are
independent and representative, and how to report on the
impact of patient involvement.

The creation of this cluster is the latest step in EMA’s and
FDA'’s wider approach to expand and reinforce international
collaboration.

b New cell-based therapy to support stem cell
transplantation in patients with high-risk blood
cancer

The European Medicines Agency has recommended
granting a conditional marketing authorization in the
European Union for a new advanced therapy medicinal
product. Zalmoxis is recommended as an adjunctive, or
add on, treatment for adult patients receiving a
haploidentical haematopoietic stem cell transplant (HSCT)
for various types of blood cancer to aid immune
reconstitution and reduce the risk of graft-versus-host
disease.

For more information: New cell-based therapy to support
stem cell transplantation in patients with high-risk blood
cancer

b EMA warning - Noxafil tablets and oral
suspension

Product information for Noxafil (posaconazole) is to be
updated to strengthen warnings that the two dose forms
given by mouth cannot be simply interchanged at the same
dose. Noxafil, a medicine for serious fungal infections, is
available by mouth as tablets (100 mg) and oral
suspension (40 mg/ml), but the recommended doses for
the two forms are different.

The product information is to be updated to strengthen
existing warnings that the two forms cannot be simply
interchanged, and the packaging will also be changed to
distinguish the two forms more clearly and to carry a
warning statement that they should not be substituted for
one another without adjusting the dose.

For more information: EMA warns that Noxafil tablets and
oral suspension have different doses and are not
interchangeable

b Adempas - pulmonary hypertension caused by
idiopathic interstitial pneumonia

The European Medicines Agency recommends that
Adempas (riociguat) should not be used in patients with

SN RN


http://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.C_.2016.229.01.0001.01.POR&toc=OJ:C:2016:229:TOC
http://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.C_.2016.229.01.0001.01.POR&toc=OJ:C:2016:229:TOC
http://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.C_.2016.229.01.0001.01.POR&toc=OJ:C:2016:229:TOC
http://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.C_.2016.229.01.0001.01.POR&toc=OJ:C:2016:229:TOC
http://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.C_.2016.229.01.0001.01.POR&toc=OJ:C:2016:229:TOC
http://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.C_.2016.229.01.0001.01.POR&toc=OJ:C:2016:229:TOC
http://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.C_.2016.225.01.0001.01.POR&toc=OJ:C:2016:225:TOC
http://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.C_.2016.225.01.0001.01.POR&toc=OJ:C:2016:225:TOC
http://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.C_.2016.225.01.0001.01.POR&toc=OJ:C:2016:225:TOC
http://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.C_.2016.227.01.0024.01.POR&toc=OJ:C:2016:227:TOC
http://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.C_.2016.227.01.0024.01.POR&toc=OJ:C:2016:227:TOC
http://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.C_.2016.227.01.0024.01.POR&toc=OJ:C:2016:227:TOC
http://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.C_.2016.227.01.0024.01.POR&toc=OJ:C:2016:227:TOC
http://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.C_.2016.221.01.0005.01.POR&toc=OJ:C:2016:221:TOC
http://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.C_.2016.221.01.0005.01.POR&toc=OJ:C:2016:221:TOC
http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/news/2016/06/news_detail_002554.jsp&mid=WC0b01ac058004d5c1
http://www.ema.europa.eu/ema/index.jsp?curl=pages/partners_and_networks/general/general_content_000655.jsp&mid=WC0b01ac0580953d98
http://www.ema.europa.eu/ema/index.jsp?curl=pages/partners_and_networks/general/general_content_000214.jsp&mid=WC0b01ac058003176d
http://www.ema.europa.eu/ema/index.jsp?curl=pages/partners_and_networks/general/general_content_000214.jsp&mid=WC0b01ac058003176d
http://www.ema.europa.eu/docs/en_GB/document_library/Press_release/2016/06/WC500209256.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Press_release/2016/06/WC500209256.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Press_release/2016/06/WC500209256.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Press_release/2016/06/WC500209313.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Press_release/2016/06/WC500209313.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Press_release/2016/06/WC500209313.pdf
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‘symptomatic pulmonary hypertension associated with
idiopathic interstitial pneumonia’ or PH-IIP (high blood
pressure in the arteries of the lungs caused by a lung
disease called idiopathic interstitial pneumonia). Adempas
is not authorised for use in PH-IIP patients. The
recommendation follows the early termination of a phase
liclinical trial called RISE-IIP which was investigating the
effects of Adempas in this patient population.

For more information: Adempas not for use in patients with
pulmonary hypertension caused by idiopathic interstitial
pneumonia

b Studies from Alkem Laboratories Ltd cannot
be used to support medicines approval in EU

The European Medicines Agency has recommended the
suspension of a medicine (Riluzole Alkem), for which
studies were conducted at the Alkem Laboratories Ltd site
in Taloja, India, and has required companies to provide
new data for another medicine before it can be authorised
in the EU. The recommendations follow a joint routine
inspection by German and Dutch authorities in March 2015,
which revealed misrepresentation of data during the
conduct of two different trials performed in 2013 and 2014
at the Taloja site. The findings cast doubts on the quality
management system in place at the site, and thus on the
reliability of the data of bioequivalence studies conducted
between March 2013 and March 2015.
For more information: Studies from Alkem Laboratories Ltd
cannot be used to support medicines approval in the EU

} Review of medicines manufactured at
Pharmaceutics International Inc., USA

The European Medicines Agency has started a review of
medicines manufactured by Pharmaceutics International
Inc., USA. This follows an inspection in February 2016
conducted by the MHRA (the medicines regulatory agency
in the United Kingdom) which highlighted several
shortcomings in relation to good manufacturing practice
(GMP). Pharmaceutics International Inc. manufactures the
centrally authorised medicine Ammonaps (sodium
phenylbutyrate) and is also the registered manufacturing
site for some other medicines that have been authorised
through national procedures in the European Union (EU).
This inspection which was a follow-up to an inspection in
June 2015 aimed to assess whether corrective measures
agreed previously had been appropriately implemented.
For more information: Start of review of medicines
manufactured at Pharmaceutics International Inc., USA

b Updates

List of centrally authorised products requiring a notification
of a change for update of annexes

Q&A: Type Il variations)
Type-IB variations: questions and answers
Type-lA variations: questions and answers

The European Medicines Agency code of conduct

Meeting highlights from the Committee for Medicinal
Products for Human Use (20-23 June 2016) -
Recommendation for approval of six new medicines,
including one advanced therapy medicinal product (ATMP).

List of nationally authorized medicinal products:
tetrabenazine PSUSA/00002911/201510
bromocriptine PSUSA/00000438/201510

b Reports
Medicinal products for human use: monthly figures - May
2016

European Medicines Agency’s interaction with patients,
consumers, healthcare  professionals and  their
organisations - Annual report 2015

. EFPIA

P New report finds that more Europeans are
surviving cancer and cancer services and
treatments are delivering better outcomes than
ever

A new report by the Swedish Institute for Health Economics

has found that more people than ever are surviving cancer.
» Survival rates have increased across all
European countries, with average 5-year survival
increasing to 54%.
» Although cancer incidence continues to rise
across Europe — up by about 30% in 2012
compared with 1995 — mortality has increased by
only 11%, indicating improvements in therapy
» Despite an increasing number of people being
diagnosed with cancer, spending on cancer care
has remained broadly stable (at just over 6% of
health expenditure).


http://www.ema.europa.eu/docs/en_GB/document_library/Press_release/2016/06/WC500209316.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Press_release/2016/06/WC500209316.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Press_release/2016/06/WC500209316.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Press_release/2016/06/WC500209303.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Press_release/2016/06/WC500209303.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Press_release/2016/06/WC500209328.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Press_release/2016/06/WC500209328.pdf
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500095767
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500095767
http://www.ema.europa.eu/ema/index.jsp?curl=pages/regulation/q_and_a/q_and_a_detail_000058.jsp&mid=WC0b01ac058002da56
http://www.ema.europa.eu/ema/index.jsp?curl=pages/regulation/q_and_a/q_and_a_detail_000057.jsp&mid=WC0b01ac058002da55
http://www.ema.europa.eu/ema/index.jsp?curl=pages/regulation/q_and_a/q_and_a_detail_000099.jsp&mid=WC0b01ac058002d9b4
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500004924
http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/news/2016/06/news_detail_002553.jsp&mid=WC0b01ac058004d5c1
http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/news/2016/06/news_detail_002553.jsp&mid=WC0b01ac058004d5c1
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500209057
http://www.ema.europa.eu/docs/en_GB/document_library/Other/2016/06/WC500209032.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Report/2016/06/WC500209286.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Report/2016/06/WC500209286.pdf
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500209168
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500209168
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500209168
http://www.efpia.eu/mediaroom/347/43/New-report-finds-that-more-Europeans-are-surviving-cancer-and-cancer-services-and-treatments-are-delivering-better-outcomes-than-ever
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The link to the the full IHE report is: www.ihe.se/access-to-
cancer-medicines-in-europe.aspx

The study was funded by an unrestricted grant from 5 of
EFPIA’'s member companies: AstraZeneca; J&J; MSD;
Novartis; and Roche. However, neither the industry
association nor any of its members have had any influence
over its questions, methods, analysis or drafting.

15 of EFPIA’s member companies have funded a
collaborative project to host a series of roundtable
discussions with the objective of proactively discussing the
future of cancer care in Europe. The discussions will start
with a European roundtable, followed by 10 national
roundtables, over the course of 2016. This project has
been supported by the following members; Amgen,
AstraZeneca, Bayer, Boehringer Ingelheim, Bristol-Myers
Squibb, Celgene, Ipsen, Janssen, Lilly, Merck, MSD,
Novartis, Pfizer, Roche and Servier.
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Esta Newsletter destina-se a ser distribuida entre Clientes e
Colegas, ndo devendo a informacédo nela contida ser usada
para qualquer outro fim ou reproduzida, no seu todo ou em
parte, sem a expressa autorizacdo da SRS. Caso deseje obter
esclarecimentos adicionais sobre este assunto contacte-nos:
marketing@srslegal.pt.
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