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Note: the tables below only include adopted scientific guidelines which refer specifically to the SmPC.
For complete information on scientific guidelines, please refer to the European Medicines Agency
website (www.ema.europa.eu). Guidelines under review are marked with an *

1. Clinical efficacy and safety

Guidelines Reference to specific

SmPC section(s)

Advanced therapies

Guideline on xenogeneic cell-based medicinal products

Reflection paper on the use of pharmacogenetics in the 4.2,4.3,4.4,4.5, 4.8,
pharmacokinetic evaluation of medicinal products 5.1,5.2

Anti-infectives for systemic use

CHMP position paper on thiomersal implementation of the warning 4.3,4.4,4.8
statement relating to sensitisation

CHMP guideline on clinical evaluation of new vaccines. annex: SPC 4,5.1
requirements

Guideline on the clinical development of medicinal products for the 4.1,4.4,4.5,5.1
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http://www.ema.europa.eu/
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2009/12/WC500016936.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2009/09/WC500003867.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2009/09/WC500003867.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2009/09/WC500003905.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2009/09/WC500003905.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2009/09/WC500003871.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2009/09/WC500003871.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2016/07/WC500209918.pdf

Guidelines

Reference to specific

SmPC section(s)

treatment of HIV infection

Evaluation of medicinal products indicated for treatment of bacterial

infections

Addendum to the guideline on the evaluation of medicinal products
indicated for treatment of bacterial infections

Guideline on the clinical evaluation of antifungal agents for the
treatment and prophylaxis of invasive fungal disease

*Points to consider on pharmacokinetics and pharmacodynamics in
the development of antibacterial medicinal products

Cardiovascular system

ICH E14 The Clinical Evaluation of QT/QTs Interval Prolongation

and Proarrhythmic Potential for Non-Antiarrhythmic Drugs
Guideline on clinical investigation of medicinal products in the

treatment of lipid disorders

Position paper on the reqgulatory requirements for the Authorisation

of low-dose modified release ASA formulations in the secondary
prevention of cardiovascular event

Guideline on clinical investigation of medicinal products in the
treatment of hypertension

Nervous system

Guideline on clinical investigation of medicinal products in the
treatment of epileptic disorders

Background to the CPMP position paper on selective serotonin
uptake inhibitors (SSRIs) and dependency/withdrawal reactions
Guideline on medicinal products for the treatment of insomnia

Guideline on clinical investigation of medicinal products for the
treatment of Multiple Sclerosis

Guideline on the clinical development of medicinal products
intended for the treatment of pain

Respiratory system

Guideline on the clinical development of medicinal products for the
treatment of cystic fibrosis

Requirements for clinical documentation for orally inhaled products
(OIP) including the requirements for demonstration of therapeutic
equivalence between two inhaled products for use in the treatment
of asthma and chronic obstructive pulmonary disease ...

Points to consider on the requirements for clinical documentation
for orally inhaled products (OIP)

Miscellaneous

Investigation of drug interactions

Evaluation of the pharmacokinetics of medicinal products in
patients with impaired hepatic function

4.1,4.2,4.4,5.1

4.1,4.2,4.4,5.1

4.1,4.2,45,4.4,5.1,
5.3
51

4.1,5.1

4.1, 4.2

4.2,4.8

51
51

4.1,5.1

4.2

4.3,4.4,4.5,5.1,5.2
4.2,4.3,4.4,4.5,5.2
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http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2016/07/WC500209918.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2009/09/WC500003417.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2009/09/WC500003417.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2013/11/WC500153953.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2013/11/WC500153953.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2010/05/WC500090118.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2010/05/WC500090118.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2009/09/WC500003420.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2009/09/WC500003420.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2009/09/WC500002879.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2009/09/WC500002879.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2016/07/WC500209944.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2016/07/WC500209944.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2009/09/WC500003340.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2009/09/WC500003340.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2009/09/WC500003340.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2009/09/WC500003372.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2009/09/WC500003372.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2016/07/WC500209943.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2010/01/WC500070043.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2010/01/WC500070043.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2009/09/WC500003357.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2009/09/WC500003357.pdf
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500102351
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2015/03/WC500185161.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2015/03/WC500185161.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2016/12/WC500219131.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2016/12/WC500219131.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2009/12/WC500017055.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2009/12/WC500017055.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2009/09/WC500003504.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2009/09/WC500003504.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2009/09/WC500003504.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2009/09/WC500003504.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2009/09/WC500003558.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2009/09/WC500003558.pdf
http://www.emea.europa.eu/docs/en_GB/document_library/Scientific_guideline/2012/07/WC500129606.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2009/09/WC500003122.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2009/09/WC500003122.pdf

Guidelines Reference to specific

SmPC section(s)

Evaluation of the pharmacokinetics of medicinal products in 4.2,4.3,4.4,5.2
patients with decreased renal function

Guideline on the pharmacokinetic and clinical evaluation of modified

release dosage forms

Guideline on the use of pharmacogenetic methodologies in the 4.2,5.1,5.2
pharmacokinetic evaluation of medicinal products

Guideline on key aspects for the use of pharmacogenomics in the
pharmacovigilance of medicinal products

*Guideline on clinical investigation of medicinal products in the

treatment or prevention of diabetes mellitus

Clinical investigation of immunosuppressants for solid organ 4.1,4.2,4.4,5.1
transplantation

Guideline on clinical investigation of medicinal products, including

depot preparations, in the treatment of schizophrenia

*Guideline on the evaluation of anticancer medicinal products in

man

Appendix 2 to the guideline on the evaluation of anticancer 5.1
medicinal products in man - The use of patient-reported outcome

(PRO) measures in oncology studies

Reflection paper on Immune Tolerance Induction in haemophilia A Section 5.1
patients with inhibitors

Guideline on pharmaceutical development of medicines for

paediatric use

Guideline on the clinical investigation of medicinal products to 5.1
prevent development/slow progression of chronic renal insufficiency
Radiopharmaceuticals

Guideline on core summary of product characteristics of Core SmPC
radiopharmaceuticals

Guideline on core summary of product characteristics and package Core SmPC
leaflet for fludeoxyglucose (18F)

Guideline on core summary of product characteristics and package Core SmPC
leaflet for technetium (99mTc) sestamibi

Guideline on core SmPC and package leaflet for (99Mo/99mTc) Core SmPC

generator

Guideline on core SmPC and Package Leaflet for sodium fluoride Core SmPC
18F

Blood Products - Core SmPCs

Core SmPC for human fibrinogen products

Core SPC for hepatitis B for intramuscular use

Core SPC for hepatitis B for intravenous use

Guideline on the core SmMPC for human Anti-D immunoglobulin for intravenous use

Guideline on the core SmPC for human Anti-D immunoglobulin for intramuscular use
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http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2016/02/WC500200841.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2016/02/WC500200841.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2014/11/WC500177884.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2014/11/WC500177884.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2012/02/WC500121954.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2012/02/WC500121954.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2015/11/WC500196800.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2015/11/WC500196800.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2012/06/WC500129256.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2012/06/WC500129256.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2009/09/WC500003593.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2009/09/WC500003593.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2012/10/WC500133437.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2012/10/WC500133437.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2013/01/WC500137128.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2013/01/WC500137128.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Other/2016/04/WC500205159.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Other/2016/04/WC500205159.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Other/2016/04/WC500205159.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2013/03/WC500140787.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2013/03/WC500140787.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2013/07/WC500147002.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2013/07/WC500147002.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2016/10/WC500214980.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2016/10/WC500214980.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2011/10/WC500115503.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2011/10/WC500115503.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2012/08/WC500130928.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2012/08/WC500130928.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2013/12/WC500158406.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2013/12/WC500158406.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2015/03/WC500183959.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2015/03/WC500183959.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2015/07/WC500190086.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2015/07/WC500190086.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2015/07/WC500190206.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2009/09/WC500003324.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2009/09/WC500003325.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2016/09/WC500213200.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2016/09/WC500213199.pdf

Guidelines Reference to specific

SmPC section(s)

Clinical investigation of human plasma derived von Willebrand factor products

Core SPC for human plasma derived von Willebrand factor

Core SPC for human varicella immunoglobulin for intramuscular use

Core SPC for human rabies immunoglobulin for intramuscular use

Core SPC for human tetanus immunoglobulin for intramuscular use

Core SPC for human tick-borne encephalitis immunoglobulin for intramuscular use

* Core SPC for human albumin solution

Core SPC for human prothrombin complex products

Core SPC for human plasma coaqgulation factor VIl products

Core SPC for plasma-derived fibrin sealant/haemostatic products

* Guideline on the clinical investigation of human normal immunoglobulin for intravenous
administration (1VI1q)
* Core SmPC for human normal immunoglobulin for intravenous administration (1VIqg)

Core SPC for human plasma derived antithrombin

Core SPC for human normal immunoglobulin for subcutaneous and intramuscular use

Core SmPC for human plasma derived and recombinant coagulation factor VIII products

Core SmPC for human plasma derived and recombinant coaqulation factor I1X products

2. Quality and biological

Guidelines Reference to specific

SmPC section(s)

Quality (chemical and herbal)

Maximum shelf-life for sterile products for human use after first opening

or following reconstitution

Guideline on the pharmaceutical quality of inhalation and nasal products 2,4.2,6.4

Q and A on specific types of product - graduation of measuring devices for 4.2

liquid dosage forms

Guideline on declaration of storage conditions:

A: in the product information of medicinal products

B: for active substances

Guideline on quality of transdermal patches

Biologicals

Scientific guidelines with SmPC recommendations
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http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2010/01/WC500067126.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2009/09/WC500003423.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2009/09/WC500003432.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2009/09/WC500003434.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2009/09/WC500003435.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2009/09/WC500003438.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2009/09/WC500003503.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2009/09/WC500003518.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2009/09/WC500003524.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2015/06/WC500188566.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2009/10/WC500004766.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2009/10/WC500004766.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2012/12/WC500136433.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2009/10/WC500004248.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2015/03/WC500184870.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2016/02/WC500201771.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2014/12/WC500179583.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2009/09/WC500003476.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2009/09/WC500003476.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2009/09/WC500003568.pdf
http://www.ema.europa.eu/ema/index.jsp?curl=pages/regulation/q_and_a/q_and_a_detail_000072.jsp&mid=WC0b01ac058002c2b0&murl=menus/regulations/regulations.jsp&jsenabled=true%23section1
http://www.ema.europa.eu/ema/index.jsp?curl=pages/regulation/q_and_a/q_and_a_detail_000072.jsp&mid=WC0b01ac058002c2b0&murl=menus/regulations/regulations.jsp&jsenabled=true%23section1
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2009/09/WC500003468.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2009/09/WC500003468.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2009/09/WC500003468.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2009/09/WC500003468.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2014/12/WC500179071.pdf

Guidelines Reference to specific

SmPC section(s)

Warning on transmissible agents in summary of product characteristics 4.4,4.8

(SPCs) and package leaflets for plasma derived medicinal products

Description of composition of pegylated (conjugated) proteins in the SPC 2,5.1,5.2

Guideline on potency labelling for insulin analogue containing products 4.2,4.4,5.1
with particular reference to the use of “international units” or “units”

Guideline on pharmaceutical aspects of the product information for human 1, 2, 3, 6.1, 6.2, 6.3, 6.4,
vaccines 6.5, 6.6

Guideline on the declaration of the quantitative composition / potency

labelling of biological medicinal products that contain modified proteins as

active substance

3. Non-clinical

Scientific guidelines Reference to specific

SmPC Section(s)

Guideline on the carcinogenicity evaluation of medicinal products for the 5.3
treatment of HIV infection

Risk assessment of medicinal products on human reproduction and 4.3,4.6,5.3
lactation: from data to labelling

Environmental risk assessment of medicinal products for human use

Scientific guidelines with SmPC recommendations
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http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2011/12/WC500119001.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2011/12/WC500119001.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2009/09/WC500003661.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2009/09/WC500003612.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2009/09/WC500003612.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2009/09/WC500003628.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2009/09/WC500003628.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2014/03/WC500163595.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2014/03/WC500163595.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2014/03/WC500163595.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2009/09/WC500003255.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2009/09/WC500003255.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2009/09/WC500003307.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2009/09/WC500003307.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2009/10/WC500003978.pdf
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