
 

 

Domenico Scarlattilaan 6 ● 1083 HS ● Amsterdam ● The Netherlands 

An agency of the European Union     

Telephone +31 (0)88 781 6000   

E-mail info@ema.europa.eu Website www.ema.europa.eu 
 

 

© European Medicines Agency, 2019. Reproduction is authorised provided the source is acknowledged. 

 

26 March 2019 

EMA/551202/2010 Rev 1 
Human Medicines Evaluation Division 

Revision 1 - Frequently asked questions on SmPC 

paediatric information 
Summary of Product Characteristics (SmPC) Advisory Group 

Introduction 

One of the key objectives of the Paediatric Regulation (Regulation (EC) No 1901/2006) is to improve 

the availability of information on the use of medicines for children. This was one of the main reasons 

for the second revision of the Guideline on summary of product characteristics which has been 

published in September 2009. 

This document addresses some frequently asked questions in relation to paediatric information that 

have arisen since the publication of the revision of the summary of product characteristics (SmPC) 

guideline in September 2009 and the establishment of the SmPC Advisory Group. 

The 2017 update mainly reflects experience in presenting information obtained in development for 

indications not authorised in adults. 

 

http://ec.europa.eu/health/files/eudralex/vol-1/reg_2006_1901/reg_2006_1901_en.pdf
http://ec.europa.eu/health/files/eudralex/vol-2/c/smpc_guideline_rev2_en.pdf
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1.  SmPC section 4.1:  

1.1.  Should the therapeutic indication(s) always specify in which 

age group the product is indicated? 

Yes. 

It should be stated in which age groups the product is indicated, specifying the age limits, e.g. ‘X is 

indicated in <adults><neonates><infants><children> <adolescents> <aged x to y <years, 

months>>. 

To avoid any misinterpretation of the target paediatric population in section 4.1, it is recommended to 

specify age groups numerically, unless another wording is more appropriate (e.g. for age limits relating 

to pubertal development). 

If the medicinal product is indicated in all age groups (including adult subjects) this should be stated, 

e.g., ‘X is indicated in all age groups”. 

When the indication covers the entire paediatric population this should be stated, e.g., "X is indicated 

in children from birth to 18 years of age".  

2.  SmPC section 4.2: 

2.1.  How should posologies be reflected in section 4.2 for the 

different paediatric age groups for which the product is indicated? 

When dosing recommendations are the same for adults and some subsets of the paediatric population 

this should be reflected under a single subheading specifying the concerned age groups, e.g. “Adults, 

adolescents and children aged 6 years and older”.  

If dosing recommendations differ between age groups this should be clearly stated, posology 

recommendations should be presented under separate subheadings defining each relevant age group, 

e.g. “Neonates, infants and children less than 6 years of age”.  

When there are several indications with different dosing recommendations, posology should be given 

per indication with the same approach as above shown regarding the age subsets. 

2.2.  If there is no indication in one or more subsets of the 

paediatric population, should any information be presented in 4.2? 

Yes. 

A summary of available information and recommendations in each relevant subset(s) of the 

paediatric population in which the product is not indicated should be presented in a sub-section 

“Paediatric population” by using one or several of the standard statements presented in the SmPC 

guideline; see 2.3.  

The standard statements will bring to the attention of the healthcare professional the reason(s) why 

the product is not indicated in specified subsets of the paediatric population. Those standard 

statements also direct healthcare professionals to other sections of the SmPC if further information is 

available by cross-referencing. 
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2.3.  How to choose the appropriate standard statement? 

Since the reason for the lack of indication may differ between the subsets of the paediatric population 

(e.g. the disease does not exist in the youngest and data are not yet available in older children), an 

appropriate standard statement should be chosen for each relevant subset of the paediatric population. 

The choice of the standard statement for each relevant subset should be driven by the conclusion of 

the benefit-risk assessment in this subset. Consistency with the Paediatric Investigation Plan (PIP) or 

Class Waiver1 should also be considered as appropriate. 

 If the assessment concludes that a product must not be given in a subset of the paediatric 

population for safety reasons, the following statements should be used:  

X is contraindicated in children aged x to y <years, months> <or any other relevant subsets e.g. 

weight, pubertal age, gender> <in the indication …> (cross-reference to section 4.3). 

 If the assessment concludes that a product should not be given in a subset of the paediatric 

population for safety or efficacy reasons, the following statement should be used:  

X should not be used in children aged x to y <years, months><or any other relevant subsets e.g. 

weight, pubertal age, gender> because of <safety> <efficacy> concern(s) <concern(s) to be stated 

with cross-reference to sections detailing data (e.g. 4.8 or 5.1) >. 

In those situations, the safety or efficacy concern(s) should be specified; i.e. the end of the standard 

statement (“<safety> <efficacy> concern(s) <concern(s) to be stated with cross-reference to sections 

detailing data (e.g. 4.8 or 5.1) >”) should be replaced with product specific information identifying the 

concern(s) and cross-refer to other SmPC section(s) informing on the concern(s). 

 When the disease or condition does not occur in a subset of the paediatric population (e.g. as 

confirmed in the PIP or  a class Waiver), the following statement should be used: 

There is no relevant use of X in <the paediatric population><in children aged x to 

y><years,months>><or any other relevant subsets e.g. weight, pubertal age, gender> in the 

indication(s)<specify indication(s)>. 

 In other cases (i.e. when data are not sufficient to grant an indication in the concerned subset but 

there is no major safety or efficacy concern), the following statement should be used: 

The <safety> <and> <efficacy> of X in children aged x to y <months, years> <or any other relevant 

subsets e.g. weight, pubertal age, gender> <has><have> not <yet>* been established. 

One of the following statements should be added: 

– <No data are available>. 

Or 

– <Currently available data are described in section <4.8><5.1><5.2> but no recommendation on a 

posology can be made >. 

 *<yet> should be included when paediatric studies are planned or ongoing (e.g. when a deferralhas 

been granted as part of a PIP)  

                                                
1 
http://www.ema.europa.eu/ema/index.jsp?curl=pages/regulation/general/general_content_000036.jsp&mid=WC0b01ac05
80925cca  

http://www.ema.europa.eu/ema/index.jsp?curl=pages/regulation/general/general_content_000036.jsp&mid=WC0b01ac0580925cca
http://www.ema.europa.eu/ema/index.jsp?curl=pages/regulation/general/general_content_000036.jsp&mid=WC0b01ac0580925cca
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2.4.  Can section 4.2 present dosing recommendations in a subset of the 

paediatric population which is not part of the indication(s) described in 
4.1? 

No.  An indication in 4.1 cannot be granted without posology recommendation in 4.2, and, a posology 

(in 4.2) cannot be recommended without therapeutic indication (in 4.1). A benefit-risk assessment in 

the paediatric population should be presented to justify whether or not an indication with posology 

recommendations can be granted in the paediatric population or one of its subsets.  

If data are not considered sufficient to justify an indication, the reason should be presented in 4.2 

using the standard statement of the SmPC guideline and referring to those sections summarising 

available information. When presenting such data e.g. in sections 5.1 or 5.2, the information should be 

balanced and describe the main characteristics of the population studied and the doses used. This 

approach allows communicating best available information even if it was considered insufficient to 

grant an indication. 

  

2.5.  If results of study(ies) in the paediatric population in an indication not 
authorised in any population (i.e. neither in children nor in adults) are 

presented e.g. in section 5.1, should any information be communicated in 
section 4.2? 

Paediatric information regarding a recommendation for use or not in the indications authorised in 

adults should be presented as described above. 

In addition, when considered relevant to healthcare professionals, information relating to an indication 

not authorised in any population could be summarised using the following adjusted standard 

statements (one or combination of several as appropriate): 

 - <Outside its authorised indication(s), (Product x) has been studied in children aged x to y <months, 

years> with (disease y), however the results of study(ies) did not allow to conclude that the benefits of 

such use outweigh the risks. Currently available data are described in section <4.8><5.1><5.2>. 

- <Outside its authorised indication(s), X should not be used in children aged x to y <years, 

months><or any other relevant subsets e.g. weight, pubertal age, gender> with (disease y) because 

of <(… warn about identified safety or B/R concern with cross-reference to other sections detailing 

data (e.g. 5.1) >. 

 

Should B/R consideration be omitted?  

 

Contraindication of use in a paediatric population not covered by the approved indication is not 

expected since there is no indication. However, an exception would consist in situation where a 

contraindication is recommended as risk minimisation measure as part of a risk minimisation plan (e.g. 

when both off-label use and a serious safety concern have been identified as important risks) 
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3.  SmPC section 4.8 

3.1.  Should there always be a sub-section “Paediatric population”? 

A Paediatric sub-section < Paediatric population> should be included if relevant (i.e. some data are 

available or even to inform on the lack of experience where there is a potential use in a paediatric 

population), whether or not the medicinal product has an approved indication in the paediatric 

population.  The revised SmPC guideline describes the type of information to be presented under the 

subsection, asking in particular for informing on any clinically relevant differences between the safety 

profiles in adult and paediatric populations, and stating uncertainties due to limited experience. 

However, in case safety data have been collected in a paediatric development for an indication neither 

approved in children nor in adults, it may be more appropriate to summarise those safety data 

together with the results of the paediatric clinical study(ies) in section 5.1,  in order to present both 

efficacy and safety experience in such indication in one place, and, avoid possible confusion on use in 

children in another indication or at a different posology. 

4.  SmPC Section 5.1 

4.1.  Should paediatric data in an indication not authorised either in 
a paediatric subset or in any population (adults and paediatric) be 
presented in section 5.1? 

In line with the SmPC guideline, results of all pharmacodynamic (clinically relevant) or efficacy studies 

conducted in children should be presented in section 5.1, even if there is no authorised indication in 

any subset of the population (adult and paediatric populations) and/or no paediatric investigation plan 

for the condition covering this non-authorised indication, if the information is considered relevant to 

prescribers.  

In keeping with the aim of the Paediatric Regulation (1901/2006) to improve the availability of 

information on the use of medicines for children, it would be desirable for all efficacy and safety data 

from paediatric studies, even in non-authorised indications, to be assessed and communicated 

appropriately. A scientific judgement brought on a case-by-case basis may be needed to ascertain 

whether the results may be of use to healthcare professionals and patients and therefore included in 

the summary of product characteristics and, if appropriate, in the package leaflet. 

The information provided has to be balanced and has to state uncertainties or conclude on lack of 

efficacy or safety as appropriate. A cross-reference should be included to section 4.2 which 

summarises available information and recommendations in the paediatric population through the use 

of the standard statements (see above sections 2.3 and 2.5).  
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4.2.  When should the statement2 on PIP waiver be included in 

section 5.1?  

Only full waiver (granted through a PIP or covered by a class waiver) for the condition(s) covering the 

granted indication(s) of the product should be considered. 

The waiver statement should only be included when the waiver has been granted to ALL subsets of the 

paediatric population (i.e. “full waiver”) but not when it has been granted only to certain subsets of the 

paediatric population (a “partial waiver”). This is for simplification reasons (e.g. a modification to an 

agreed paediatric investigation plan may change the subsets of the paediatric population to which the 

waiver applies). 

In case of class waiver on conditions or group of conditions and classes of medicinal products (See 

related information published on the EMA website here.), the name of the medicinal product should not 

be included in the statement as it is not a product specific PIP waiver but a class waiver. The wording 

of the condition should follow the wording of the class waiver.  

 “The European Medicines Agency has waived the obligation to submit the results of studies with 

<name of the product> in all subsets of the paediatric population in <condition as per PIP or class 

waiver decision, in the granted indication>. See 4.2 for information on paediatric use.” 

4.3.  When should the statement on PIP deferral be included in 
section 5.1?  

Only deferral for the condition(s) covering the granted indication(s) of the product should be 

considered.  

The deferral statement should be included even if it concerns only one subset of the paediatric 

population, since it is important to inform healthcare professionals that paediatric data are expected. 

However, the subset(s) for which a deferral has been granted does not have to be specified for 

simplification reasons (e.g. a modification to an agreed paediatric investigation plan may change the 

subsets of the paediatric population to which the deferral applies). 

4.4.  Should statements on PIP waiver/deferral of reference 
product be included in section 5.1 of generics? 

Yes, although no PIP is requested for the generic, as it has the same active substance (quantitatively 

and qualitatively) and pharmaceutical form as the reference product, the information of the reference 

product regarding waiver/deferral should be included in the SmPC of the generic. However, since PIP 

                                                
2 Extract from the Guideline on summary of product characteristics (September 2009) 
 
Section 5.1 Pharmacodynamic properties 

 [If the EMEA has waived or deferred a paediatric development, the information should be given as 
follows:] 

-For waivers applying to all subsets: 
 “The European Medicines Agency has waived the obligation to submit the results of studies with 
<name of the product> in all subsets of the paediatric population in <condition as per PIP decision, 
in the granted indication>. See 4.2 for information on paediatric use.” 
 

-For deferrals applying to at least one subset 
“The European Medicines Agency has deferred the obligation to submit the results of studies with 
<name of the product> in one or more subsets of the paediatric population in <condition as per PIP 
Decision, in the granted indication>. See 4.2 for information on paediatric use. 
 
 

http://www.ema.europa.eu/ema/index.jsp?curl=pages/regulation/general/general_content_000036.jsp&mid=WC0b01ac0580925cca
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waiver/deferral are product specific, the standard sentence should be amended to refer to the term 

“reference medicinal product” and active substance as follows: 

- For waivers applying to all subsets: 

“The European Medicines Agency has waived the obligation to submit the results of studies with the 

reference medicinal product containing <name of the active substance(s)> in all subsets of the 

paediatric population in <condition as per PIP decision, in the granted indication>. See 4.2 for 

information on paediatric use.” 

- For deferrals applying to at least one subset: 

“The European Medicines Agency has deferred the obligation to submit the results of studies with the 

reference medicinal product containing <name of the active substance(s)> in one or more subsets of 

the paediatric population in <condition, as per PIP decision in the granted indication>. See 4.2 for 

information on paediatric use. 

4.5.  What does <condition as per PIP decision in the granted 

indication> mean? When using the deferral or waiver statements in 
section 5.1, should the condition be specified as per the wording in 

section 4.1 or as per wording of the paediatric investigation plan 
(PIP) decision?  

The waiver or deferral statement should refer to the condition covering the granted indication. 

The condition should be worded as stated in the PIP decision and not as per the wording of the 

indication in section 4.1 of the SmPC.  

(In the exceptional case where a class waiver has been decided in a condition covering a specific 

earlier PIP full waiver decision, the condition as worded in the class waiver can be used). 

5.  SmPC section 5.3 

5.1.  To which extent should preclinical safety data on juvenile 

animals and peri- or post-natal development studies be included? 
Should it be included in a specific paragraph related to the 
paediatric population?  

Juvenile animals and relevant peri- or postnatal study results should be briefly presented in a specific 

paediatric sub-paragraph when specific toxicity findings relevant for the paediatric population were 

observed. The clinical relevance of the findings should also be stated, with a cross-reference to related 

information in other sections of the SmPC if any (e.g. to section 4.2 regarding indication or not in the 

various subsets of the pediatric population, or section 4.4/4.8/5.1 regarding related paediatric clinical 

safety information or lack of data).  

When a juvenile animal toxicity study has not revealed any relevant findings suggestive of a specific 

risk for use in the paediatric population, this can be stated as such without further details (e.g. “A 

juvenile animal toxicity study has not revealed any relevant findings.”). However, when the product is 

not approved in one or more subset(s) of the paediatric population a cross-reference to the “Paediatric 

population” subsection of section 4.2 should be included (this subsection summarises the overall 

recommendation for use or not in each relevant subset of the paediatric population and redirects the 

reader to other section(s) of the SmPC where available paediatric clinical information is presented). 


