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1. Hensikt og omfang
Hensikten med referansedokumentet er a gi en oversikt over gjeldende nasjonale og internasjonale lover,
forskrifter og ICH Guideline for Good Clinical Practice (ICH GCP) som gjelder for kliniske
legemiddelutprevinger i Norge.

Referansedokumentet er gjeldende for kliniske legemiddelutprgvinger som gjennomfgres i Norge.

2. Eksterne referanser
2.1 Lover

* Legemiddelloven — Regulering av legemiddelutpraving

*  Forskningsetikkloven - Gir Regionale komiteer for medisinsk og helsefaglig forskningsetikk (REK)
mandat for & godkjenne forskningsprosjekter

* Helseforskningsloven — Regulerer medisinsk og helsefaglig forskning pa mennesker, humant
biologisk materiale eller helseopplysninger Helseregisterloven med forskrifter - Regulerer
opprettelse og bruk av registre som inneholder personidentifiserbare opplysninger fra helse- og
omsorgstjenesten, og som skal gi grunnlag for statistikk, helseanalyser, forskning,
kvalitetsforbedring, planlegging, styring og beredskap.

*  Personopplysningsloven med forskrifter - Regulerer behandling av personopplysninger

* Helsepersonelloven - Regulerer bruk av pasientopplysninger, herunder taushetsplikt for
helsepersonell

* Pasientjournalloven - Om behandling av helseopplysninger ved ytelse av helsehjelp

* Pasient- og brukerrettighetsloven Lov 1999-07-02 nr. 63

* Bioteknologiloven - Omfatter assistert befruktning, forskning pa befruktede egg og kloning,
fosterdiagnostikk, genetiske undersgkelser av fgdte og genterapi

*  Genteknologiloven - Om framstilling og bruk av genmodifiserte organismer og framstilling av
klonede virveldyr og krepsdyr

*  Spesialisthelsetjenesteloven

*  Produksansvarsloven — Om forsikring

2.2 Forskrifter

*  Forskrift om klinisk utprgving av legemidler til mennesker FOR-2009-10-30-1321

*  Forskrift om organisering av. medisinsk og helsefaglig forskning FOR-2009-07-01-955
*  Forskrift om tilvirkning og import av legemidler FOR-2004-11-02-1441

*  Forskrift om legemidler (legemiddelforskriften) FOR-2009-12-18-1839

Forskrift om legemiddelhandtering for virksomheter og helsepersonell som yter helsehjelp FOR-
2008-04-03-320

*  Forskrift om rekvirering og utlevering av legemidler fra apotek FOR-1998-04-27-455

*  Forskrift om pasientjournal (pasientjournalforskriften) FOR-2019-03-01-168

Forskrift om pasienters, ledsageres og pargrendes rett til dekning av utgifter ved reise til
helsetjenester (pasientreiseforskriften) FOR-2015-06-25-793

2.3 EU-Direktiv og forordninger
* EUs Clinical Trial Directive, 2001/20/EC — EU-direktivet for kliniske legemiddelutpravinger
*  EUs Clinical Trial Directive 2005/28/EC — EU-direktivet for ICH GCP

Directive 2004/23/EC of the European Parliament and of the Council on setting standards of quality
and safety for the donation, procurement, testing, processing, preservation, storage and distribution
of human tissues and cells
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https://lovdata.no/dokument/NL/lov/1992-12-04-132
https://lovdata.no/dokument/NL/lov/2017-04-28-23
https://lovdata.no/dokument/NL/lov/2008-06-20-44
https://lovdata.no/dokument/NL/lov/2014-06-20-43
https://lovdata.no/dokument/NL/lov/2018-06-15-38
https://lovdata.no/dokument/NL/lov/1999-07-02-64
https://lovdata.no/dokument/NL/lov/2014-06-20-42?q=pasientjournal
https://lovdata.no/dokument/NL/lov/1999-07-02-63
https://lovdata.no/dokument/NL/lov/2003-12-05-100
https://lovdata.no/dokument/NL/lov/1993-04-02-38
https://lovdata.no/dokument/NL/lov/1999-07-02-61
https://lovdata.no/dokument/NL/lov/1988-12-23-104
https://lovdata.no/dokument/SF/forskrift/2009-10-30-1321
https://lovdata.no/dokument/SF/forskrift/2009-07-01-955
https://lovdata.no/dokument/SF/forskrift/2004-11-02-1441
https://lovdata.no/dokument/SF/forskrift/2009-12-18-1839
https://lovdata.no/dokument/SF/forskrift/2008-04-03-320
https://lovdata.no/dokument/SF/forskrift/1998-04-27-455
https://lovdata.no/dokument/SF/forskrift/2019-03-01-168
https://lovdata.no/dokument/SF/forskrift/2015-06-25-793
http://www.eortc.be/Services/Doc/clinical-EU-directive-04-April-01.pdf
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2005:091:0013:0019:en:PDF
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2004:102:0048:0058:en:PDF
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Directive 2002/98/EC of the European Parliament and of the Council on setting standards of quality
and safety for the collection, testing, processing, storage and distribution of human blood and blood
components and amending Directive 2001/83/EC

Regulation (EC) No 1394/2007 of the European Parliament and of the Council on advanced therapy
medicinal products and amending Directive 2001/83/EC and Regulation (EC) No 726/2004

Council Directive 93/42/EEC concerning medical devices

Council Directive 90/385/EEC concerning active implantable medical devices

Regulation (EU) 2016/679 of the European Parliament and of the Council on the protection of
natural persons with regard to the processing of personal data and on the free movement of such
data, and repealing Directive 95/46/EC (General Data Protection Regulation)

2.4 Internasjonale retningslinjer

EudralLex-Volume 10 Clinical trials guidelines "The rules governing medicinal products in the
European Union".

* ICH Guideline for Good Clinical Practice (GCP) E6 (R2) ICH GCP

Eudralex-Volume 4 Good manufacturing practice (GMP) guidelines. "The rules governing
medicinal products in the European Union".

Scientific Guidelines from European Medicines Agency

Helsinkideklarasjonen Etiske prinsipper for medisinsk forskning som omfatter mennesker
Reflection paper, on expectations for electronic source data and data transcribed to electronic data
collection tools in clinical trials. EMA 1. August 2010.

ECRIN PPI No 211738 ECRIN Standard requirements for GCP compliant data management in
multinational clinical trials. 2010

ICH Note for guidance on Statistical Principles for Clinical Trials E9, 1998

Guideline on Data Monitoring Committees, EMA 27 July 2005.

Detailed guidelines on good clinical practice specific to advanced therapy medicinal products
Guideline on CONSORT

ICH Topic E3 guideline: Structure and Content of Clinical Study Reports

Detailed guidance on the request to the competent authorities for authorisation of a clinical trial on a
medicinal product for human use to the competent authorities, notification of substantial
amendments and declaration of the end of the trial.

2010

ICH Topic E 2 A Clinical Safety Data Management: Definitions and Standards for Expedited
Reporting

Guideline on the requirements to the chemical and pharmaceutical quality documentation
concerning investigational medicinal products in clinical trials
(CHMP/QWP/185401/2004 final).

ICH guideline M3(R2) on non-clinical safety studies for the conduct of human clinical trials and
marketing authorisation for pharmaceuticals

Guideline on the requirements for quality documentation concerning biological investigational
medicinal products in clinical trials

Non clinical guidelines

ICH guideline E2F on development Safety Update Report

Detailed guidance on the collection, verification and presentation of adverse event/reaction reports
arising from clinical trials on medicinal products for human use
(Juni 2011)

Good Manufacturing Practice, Medicinal Products for Human and Veterinary Use, Annex 2:
Manufacture of Biological Medicinal Products for Human Use

Good Manufacturing Practice, Medicinal Products for Human and Veterinary Use, Annex 13:
Investigational Medicinal Products
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http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2003:033:0030:0040:EN:PDF
https://ec.europa.eu/health/sites/health/files/files/eudralex/vol-1/reg_2007_1394/reg_2007_1394_en.pdf
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=CONSLEG:1993L0042:20071011:en:PDF
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=CONSLEG:1990L0385:20071011:en:PDF
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:32016R0679&from=EN
https://ec.europa.eu/health/documents/eudralex/vol-10/
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2009/09/WC500002874.pdf
https://ec.europa.eu/health/documents/eudralex/vol-4_en
https://www.ema.europa.eu/en/human-regulatory/research-development/scientific-guidelines
https://www.etikkom.no/fbib/praktisk/lover-og-retningslinjer/helsinkideklarasjonen/
http://www.ema.europa.eu/docs/en_GB/document_library/Regulatory_and_procedural_guideline/2010/08/WC500095754.pdf
https://trialsjournal.biomedcentral.com/articles/10.1186/1745-6215-12-85
https://www.ema.europa.eu/en/ich-e9-statistical-principles-clinical-trials
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2009/09/WC500003635.pdf
https://ec.europa.eu/health/sites/health/files/files/eudralex/vol-10/atmp_guidelines_en.pdf
http://www.consort-statement.org/
https://www.ema.europa.eu/en/documents/scientific-guideline/ich-e-3-structure-content-clinical-study-reports-step-5_en.pdf
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:52010XC0330(01)&from=EN
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2009/09/WC500002749.pdf
https://ec.europa.eu/health/sites/health/files/files/eudralex/vol-10/18540104en_en.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2009/09/WC500002720.pdf
https://ec.europa.eu/health/sites/health/files/files/eudralex/vol-10/2012-05_quality_for_biological.pdf
http://www.ema.europa.eu/ema/index.jsp?curl=pages/regulation/general/general_content_000083.jsp&murl=menus/regulations/regulations.jsp&mid=WC0b01ac0580027548
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2010/09/WC500097061.pdf
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:52011XC0611(01)&from=EN
https://ec.europa.eu/health/sites/health/files/files/eudralex/vol-4/vol4-an2__2012-06_en.pdf
https://ec.europa.eu/health/sites/health/files/files/eudralex/vol-4/2009_06_annex13.pdf
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Best practices for repositories: collection, storage, retrieval, and distribution of biological materials
for research.

Biopreserv Biobank 2012; 10: L2.300 Protection from Research Risks.

Standard requirements for GCP-compliant data management in multinational trials

ECRIN PPI No 211738 ECRIN Standard requirements for GCP-compliant data management in
multinational trials

Good Clinical Data Management Practices Design and Development of Data Collection Instruments
Webside for registering av resultater i EudraCT
Veiledning for registrering av resultater i EudraCT

Technical guidance on the format of the data fields of result-related information on clinical trials
submitted in accordance with article 57(2) of regulation (EC) no 726/2004 and article 41(2) of
regulation (EC) no 1901/2006

Guideline on the content, management and archiving of the clinical trial master file (paper and/or
electronic)

2.5 Nasjonale retningslinjer

Veiledning til forskrift av 30. oktober 2009 om klinisk utprgving av legemidler til mennesker
Veileder til helseforskningsloven. Versjon pr 25.mars 2010

Norm for informasjonssikkerhet i Helse- og omsorgstjenesten Normen: med tilhgrende faktaark og
veiledninger

Notat fra statens legemiddelverk av 10.11.2016

3. Definisjoner

Definisjoner
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https://online.liebertpub.com/doi/abs/10.1089/bio.2012.1022
https://trialsjournal.biomedcentral.com/articles/10.1186/1745-6215-12-85
https://www.microsofttranslator.com/bv.aspx?from=&to=en&a=http%3A%2F%2Fwww.trialsjournal.com%2Fcontent%2Fsupplementary%2F1745-6215-12-85-s1.pdf
http://www.scdm.org/publications/gcdmp/
https://eudract.ema.europa.eu/results-web/
https://eudract.ema.europa.eu/help/Default.htm#eudract/register.htm
https://ec.europa.eu/health/sites/health/files/files/eudralex/vol-10/2013_01_22_tg_en.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/guideline-content-management-archiving-clinical-trial-master-file-paper/electronic_en.pdf
https://legemiddelverket.no/Documents/Godkjenning/Klinisk%20utpr%C3%B8ving/Veiledning%20-%20revidert%20versjon%202.3%2003.03.2017.pdf
https://www.regjeringen.no/globalassets/upload/hod/hra/veileder-til-helseforskningsloven.pdf
https://ehelse.no/personvern-og-informasjonssikkerhet/norm-for-informasjonssikkerhet
https://www.norcrin.no/documents/2018/11/lokalsykehus.pdf/
http://www.norcrin.no/documents/2017/05/definisjoner.pdf/

