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Objectives  

The Paediatric medicines Regulators Network (PmRN) held its second annual meeting in Dar 

es Salaam, Republic of Tanzania in October 2011. On behalf of the PmRN, thanks are 

extended to participants, country hosts, including the WHO country office, the Tanzania 

Food and Drug Administration (TFDA), and the Tanzania Ministry of Health (MoH), and the 

facilitators. The key objectives of the meeting were to identify technical objectives for 2012; 

advance specific technical themes; and launch training module for assessing paediatric 

clinical trials. Key technical themes for the 2nd annual meeting included: 

 legislation supporting better regulation of paediatric medicine; 

 safe use of excipients in paediatric medicines; 

 the status of paediatric regulatory efforts in participating countries;  

 drug development for paediatric formulations. 

 

The sessions included interactive trainings and discussions as well as presentations. Copies 

of presentations will be made available upon request and the training materials will be 

posted on the PmRN web site in the future.   

Background 

A discussion and review of PmRN objectives and activities was facilitated by WHO and EMA, 

the secretariat and current chair of the PmRN respectively. The PmRN was developed to 

build capacity among regulators, provide a forum for information sharing among regulators, 

and promote quality products for paediatric patients. The formation of the PmRN supports 

Millennium Development Goal 4 (reduction of child mortality), World Health Assembly 2007 

(Better Medicines for Children) and was recommended by the 13th International 

Conference of Drug Regulatory Authorities (ICDRA) 2008.  

 

Harmonization efforts across regulatory agencies are under way; however, specific policies 

or legislation requiring provisions for paediatric medicines are needed to compliment these 

efforts. In support of this, the primary objective of the PmRN are information sharing, 

capacity development, and promoting special paediatric needs with partner organizations. 

WHO is currently the secretariat for the PmRN. The PmRN functions with a steering 

committee that guides its activities. The steering committee currently includes regulators 

from Europe, the US, South Africa, and Tanzania and meets monthly by telephone 

conference. The PmRN membership has agencies from of 26 countries (see List of 

Participants for details).  The 2011 priorities on standards include: 

 Guidance on clinical trial evaluation 

 Ethics of drug development in children 

 Guidance on paediatric dosage forms 
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The meeting participants provided suggestions regarding improving communication 

between the steering committee and members, expanding the network, and identifying 

additional on-line resources for sharing information about paediatric clinical trials. There 

was interest in holding periodic telephone or web-based meetings during the year that 

would be open to all members. In addition, there was interest in having hosted technical 

discussions via the PmRN "EZCollab" web site. Annex 1 contains a full list of the suggestions 

from the discussion. 

 

Technical sessions 

Regulation of paediatric medicines worldwide 

In discussions and presentations, it was noted that the United State Food and Drug 

Administration (USFDA) was initially formed in response to serious adverse events in 

children. Despite this history, discussions confirmed that there is a lack of submissions for 

paediatric medicines. Not all medicines intended for adults have an application for 

paediatric patients; however, it was also noted that there has been a lack of paediatric 

investigation plans with these products even when there is an indication for children.  As 

and example of an initiative to combat this, the European Medicines Agency requires 

paediatric investigation plans with all submissions. 

Depending on the capacity of the regulatory agency, it may not have a specialized 

department to focus on the specific issues associated with paediatric medicines and trials. 

This was identified in the discussions as a potential concern regarding the quality of the 

monitoring of paediatric investigations. 

As a means of informally assessing the current status of paediatric regulatory programs,  

participants provided informal statements regarding activities in their countries. The 

detailed comments are listed in Annex II. Of the countries offering statements, fewer than 

half noted any special initiatives, departments, or capacities within their regulatory systems 

to address paediatric medicines.  Of those that had such initiatives, most were industrialized 

countries. Human resources as well as some country-specific issues were noted as barriers. 

For example, in the People's Republic of China, families are extremely unwilling to allow 

children to participate in clinical trials, possibly due to population growth policies promoting 

a one child per family limit.  

Use of excipients  in paediatric formulations and extemporaneous dosing 

The discussion regarding excipients in paediatric medicines focused on problems of 

excipient toxicity in children and on the related issue of extemporaneous dosing. 

Extemporaneous dosing is also referred to as compounding, and for the purposes of this 

document, they are assumed to have the same meaning.  There are few studies in children 

that provide data on toxicity of common excipients.  
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Compounding adult formulations also carries the risk of exposing children to unsuitable 

excipients; however, awareness is increasing regarding the safety of the compounding and 

the potential problem with excipients.  Generally, compounding should only be done when 

there is not a commercially available paediatric format, and preferably, when data are 

available confirming the safety of the medicine and any excipients in children of various age 

groups. Diluents or solvents used in the compounding process are also factors in considering 

whether compounding a medicine for paediatric use can be done safely. Parabens, and 

other products used in compounding, are not appropriate for children.  

 

Formulations developed specifically for children, or with clear indications for paediatric use, 

should be the primary criteria in developing formularies for children.  Even if some 

medicines can be safely compounded, the practice is not a substitute for promoting the 

availability of formations for paediatric patients. 

 

Guidelines for development of paediatric medicines 

WHO has developed a training curriculum and technical guidelines on pharmaceutical 

development for paediatric medicines. The guidelines are available on the WHO web site on 

the following link: http://www.who.int/childmedicines/CTguidance/en/ 

 

The training normally includes 5 days of hands-on work, and is intended to expand the skills 

of individuals who have existing experience with drug development.  A summary of key 

areas of the training was provided, including a discussion among participants.  

 

The WHO technical guidelines on pharmaceutical development for paediatric medicines 

provide information on special considerations, such as the importance of dosages at levels 

appropriate for organ maturity and metabolic capacity across age groups (from preterm 

infants to adolescents). Palatability, ability to accurately measure smaller doses, and ease of 

administration are also among the areas important in developing an appropriate product. 

The dosage and packaging should withstand logistics conditions and should avoid overly 

frequent dosing intervals or excessive pill burden where possible.  

 

In settings were resources are limited, consideration should also be given to the availability 

of clean water, refrigeration, and the ability to mix the medicine with locally available foods 

or liquids. Technologies such as mini-tablets and platform technologies provide means to 

increase acceptance by the child.  

 

Additives, such as colours, sweeteners, taste-masking agents can be appropriate, but may 

pose challenges in some contexts. Preferences for taste and can be different based on 

cultural background, and compatible foods may common in some regions but not others. 

http://www.who.int/childmedicines/CTguidance/en/
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The example of peanut butter, which would work well in North America but not in other 

regions, was a useful example.  

 

Paediatric administration routes are more limited, which in turn limits the type of 

formulations that would be appropriate. While large tablets or intra-muscular injections 

may be effective options for adults, they can be impractical and in some cases dangerous for 

children, especially for neonates.  Dispersible tablets, rectal formulations and other options 

may be more appropriate for children. 

 

In the open discussion, participants also noted that a common challenge to the availability 

of paediatric medicines is the smaller size of the market relative to that for adult products. 

For some medicines, the paediatric volumes may be too low for economies of scale in 

manufacturing, resulting in limited profitability as well as reduced affordability for low 

income markets. Depending on whether a manufacturer is producing near its full capacity, 

there may be more profitable products that compete for space in the manufacturing line 

schedule, limiting financial incentives for developers and manufacturers.  

 

Fixed-dose combination (FDC) products can be useful in ensuring compliance especially in 

poly-pharmacy and complex regimens; however, there are challenges associated with 

developing FDCs that can outweigh the benefits. For example, there can be interactions 

across the multiple active pharmaceutical ingredients. As an example, with paediatric 

tuberculosis drugs, one API is hydroscopic, while excess moisture creates instability in the 

second API.  Another concern is if the ratio of medicines needed in the FDC changes based 

on the age or weight of the child, it can mean that the FDC is limited for use in only one age 

or weight group. While it theoretically possible to make multiple FDCs, it is generally not 

considered a viable option.  

 

Panel discussion on legislation for the regulation of paediatric medicines 

 

Swissmedic provided information on the history of legislative aspects of regulatory 

evolution over the last century, stemming from lack of regulatory oversight over medicines 

which resulted in deaths and a serious adverse reactions, especially in children. It was noted 

that legislation required specific types of regulatory oversight, submission requirements, or 

other forms of legislation may be needed to ensure the safety of medicines for children. 

Especially when profit or other market dynamics are insufficient to stimulate manufacturers 

to invest in studies for paediatric indications, policy may be a required activity.  

 

The panellists each made statements, followed by a plenary discussions. The statements 

and discussion noted that agency collaboration has become increasingly important, 

especially with stringent regulatory authorities. Depending on the region and other political 

or economic affiliations, the collaboration may focus on the authorities in the USA, Europe, 
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or Japan. There are financial incentives in some countries to encourage paediatric 

submissions, such as cost-free applications for paediatric orphaned drugs. Financial 

structures that maintain regulatory agencies vary, and can have an impact on their ability to 

offer incentives. For example, Australia noted that it is 100% covered under a cost-recovery 

structure, and that increasing fees to manufacturers to cover special initiatives may not be a 

straightforward option.  The full text of the panellist statements is covered in Annex II. 

 

Training sessions 

The afternoon of the second day and all of the third day were devoted to launching a 

technical training. The trainings developed and presented by the EMA and USFDA 

compliment the program of the meeting. The training materials will be posted on the PmRN 

web site for reference.  
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Annex I  

List of suggestions for PmRN activities for 2012 

 

The following is a list of suggested made in plenary regarding interests that PmRN should 

consider as potential priorities for 2012. 

 

 Improve and expand communication between the Steering Committee and PmRN 

members; 

 Participants were urged to read the adopted Terms of Reference and Meeting Report of 

the first meeting and provide feedback on any issues that may require change or 

clarification;  

 One potential revision of the Terms of Reference was to consider adding technical 

objectives; 

 Timely availability of guidelines and newsletter (e.g. publishing on website) would 

enhance communication among members; 

 Capacity building would be an area that could be expanded, especially to focus on needs 

of low and middle income countries; 

 Pharmacovigilance in paediatric patients is another area of interest and is considered a 

weakness in many countries. While some countries already use the Uppsala reporting 

centre system, it was also suggested that different methodologies could be developed 

and tailored to a country's needs and capacities. For example, academia may be able to 

engage in pharmacovigilance system to start a system in cases where none exists; 

 Swissmedic offered to share its experience in implementing a pharmacovigilance system 

and important enhancements measures which have made it user friendly. 
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Annex II 

Round table discussion on regulation of paediatric medicines 

Participants provided statements regarding the status of paediatric medicine regulations. 

The statements have been paraphrased and do not represent official opinions of national 

agencies. They are included in the meeting report to as technical content only.  

 

 Australia:  Measures exist regarding inclusion of paediatrics products. There is a concern 

that paediatric formulations are absent or being eclipsed from the market. Industry 

reported lack of incentive to manufacture as well as a lack of available, current evidence. 

Cost of registering paediatric formulations was also viewed as a barrier. The "orphan 

drug programme" waives registration fees. Other barriers included lack of financial 

motivation, lack of PIP process. Considering a paediatric medicines list as an incentive to 

move products into the market. Legislation has not changed, but consideration will be 

provided. 

 Chile: The NRA works collaboratively with PAHO to harmonize systems; however 

difficulties have been noted due to cultural differences across member countries and 

needs for sovereign decision making. A guideline on paediatric medicines exists, and is 

expected to be introduced into all countries in the region. An ongoing concern exists 

regarding lack of distinction between medicines for children and adults. There are 

guidelines related to vaccine clinical trials, but it is currently limited to vaccines.  

 China: The key NRA problem notes was sufficient technical staff with paediatric 

experience and regulatory systems. The national policies that ask families to limit the 

number of children creates a different environment for ethics issue for clinical trials in 

children. Information sharing with other regulators would be beneficial. After 2000, an 

increasing number of paediatric trials have been required, including in therapeutic areas 

such as oncology. Bridging studies or post marketing studies could also be required 

depending on the source of clinical data, e.g., situations where trials were conducted in 

other countries where clinical practice is different. 

 European Union/ European Medicines  Agency: EMA established of network of 

paediatric experts, according to therapeutic area. Patient recruitment has improved as a 

result. Few clinical trials for paediatric formulations exist, which is surprising with the 

number of paediatric investigation plans (PIP) that have been submitted.  1200 plans 

have been requested. Data initiatives require companies to submit all available data on 

children. More than 1,000 active substances have been submitted and 1st publication is 

scheduled for October. There is strong collaboration with USFDA regarding PIP and trials, 

and Canada and Japan recently became observers. Japan may be developing a network 

as well.  
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 Ghana: The NRA reported that existing guidelines include some requirements for 

paediatric investigations e.g., submissions must include a justification for use in children 

and safety and efficacy in children. There is frequent reliance on innovator company 

data and studies by other agencies for paediatric data. The paediatric society in Ghana is 

participating on the development of pharmacovigilance initiatives, resulting in recalls for 

problematic products.  

 Kenya : The NRA requires bioequivalence studies, where other countries in the region 

may not. This can be a challenge with paediatric products. Most medicines on the 

national market are generic and most approvals rely on data and release data from the 

NRA in country of manufacture. GMP inspections are limited and backlogged (over 800 

inspections pending). Human resources are also limited for evaluation of trials. Some 

clinical trials have been conducted in paediatric populations in Kenya for vaccine 

products.  

 Malaysia: MOH has emphasized education and professional development in the area of 

paediatric pharmacy. Clinical trials include centre for investigation of new drugs. In the 

past year, 11 trials in paediatric populations were approved including vaccines,  anti-

epileptics and others. A guidance resource on extemporaneous preparations exists and 

had been implemented in hospitals. There are more than 800 products with paediatric 

indications. Alternative therapies are commonly used and they often lack sufficient 

safety information. There is a committee on promoting pharmacovigilance specific to 

paediatric products.  

 Moldova: The NRA is working on revisions to regulation of clinical trials. The current 

guidance is limited in references to paediatric medicines and trials.  

 Maldives: Market authorizations are through a functional NRA. 

 Nigeria – Very few paediatric trials have been conducted. Most drugs on the national 

market are and generic and registration is often based on existing market authorization 

in SRA countries. National Clinical Trial Committee and an Ethics Committee was 

established to review clinical trial protocols. A grant has been set aside for local 

manufacturers for development of paediatric  does forms. Pharmacovigilance is well 

established, but does not have any special emphasis on paediatric medicines.  In the 

area of adverse event reporting, there are efforts to increase participation because of by 

some cadres of health care professionals.  

 Saudi Arabia: the NRA was established 2006 with the first approvals for trials in 2010. 

Several guidelines are in place, such as clinical trials requirements guidelines; however, 

none are specific to paediatrics. The committee for clinical trials reviews and approves 

the guidelines in use. It has membership from approximately 9 major research institutes 

and hospitals. There are active clinical trials on vaccines exist in paediatric populations, 
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including bio ethics laws exist to address vulnerable subjects. A current concern is about 

off-label use.  

 Singapore: the NRA uses the same regulations and regulatory framework for both adult 

and paediatric medicines. Market incentive to register is low due to small population 

size (5million). Approximately 10 paediatric clinical trials applications were received in 

2009-2010, mostly for vaccines. A post-marketing surveillance system for reporting, 

investigating and monitoring adverse reactions to medicines, including paediatric 

medicines are well developed. A sentinel site for the active safety surveillance of H1N1 

vaccines in pregnant women and children has also been set up in the national children’s 

& women’s hospital. 

 Switzerland: Swissmedic regulates medicines and medical devices. It manages 

independent assessments and licensing processes and operates in cooperation with 

EMA and USFDA. Pharmacovigilance is strong but there is not a specific program for 

paediatric medicines. The agency uses guidelines from EMA.   

 Tanzania: The NRA oversees medicines, cosmetics, and medical devices. They also 

manage herbal and traditional remedies. Clinical trials and pharmacovigilance systems 

are the same for paediatric and adult medicines. Through Better Medicines for Children 

funding, the agency has developed a guidelines for regulation of paediatric medicines. 

The NRA is active on the steering committee of PmRN.  

 Thailand: The NRA reported no specific regulation on paediatric medicine registrations. 

There are needs for guidelines on paediatric trials, ethics committees, and other issues 

specific to children. The agency would find is useful to develop capacities in 

bioequivalence and pharmacokinetic studies. In addition, the ethics framework of 

including children in trials could be expanded.  

 Uganda: Most products in the country are generic. Bioequivalence studies are required, 

but most applicants cannot afford studies specific to use in paediatric populations, 

which limits the availability of paediatric dose forms. Current systems include an ethical 

framework for evaluating trials. Guidelines on ethics remain limited. There is 

considerable reliance on stringent regulatory authorities for data and trial information; 

however, it is limited to informal networking. Rely on global clinical trial data base to 

consider applications for trials. Pharmacovigilance centre does not have a specific area 

for paediatric products.  

 Ukraine: Nearly 7000 of existing products have paediatric indications, but some are still 

missing. Regarding clinical trials, a system specific to paediatrics has been adopted, 

including legislation requiring such trials. Informed consent by both parents is required 

as well as child appropriate information. There is a specific protection for orphan 

children, who cannot be included in clinical trials.  
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 USA: Paediatric legislation is up for renewal in October 2012. Strong collaboration with 

EMA regarding clinical trials. A new paediatric programme to collaborate with Latin 

American Countries has been very effective, including teleconference meetings. As an 

example, Mexico and Brazil are covered by confidentiality undertakings which facilitate 

data sharing. An ongoing exchange with PAHO also exists.  
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Annex III  

List of suggestions to engage other countries in PmRN 

 

 Consider starting with bi-lingual countries e.g. Cote d'Ivoire or Rwanda 

 Consider outreach to regions where there are higher numbers of paediatric clinical trials 

 Link with existing associations, e.g., the vaccine groups in the Africa region 

 Link with the West African Regulatory Authority Network 

 Contact other participants through important focused activities e.g. data sharing in 

regional or other sub groups 

 Use regions and sub-regional heath collaborations to expand outreach and information 

exchange 

 Link to projects such as GRIP to expand training potential 

 Ensure new participants can both contribute and benefit from participation 

 Say focused on regulators 

 Consider generating resources especially for activities involving under resourced systems 

 Take under advisement suggestions on collaborating with academic institutions 
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Annex IV 

 

 

Second annual meeting of the Paediatric medicines Regulators Network (PmRN) 

3 - 5 October 2011, Dar es Salaam, United Republic of Tanzania 

 

PROVISIONAL PROGRAMME AND LIST OF PARTICIPANTS 

 

Overall Objective:  To advance collaboration in the regulation of paediatric medicines and to clarify 

work plans for the PmRN for 2012.  

Day 1 –  3 October  

Session/Time Title Presenter/Facilitator Format  

8:30 – 9:00 Registration  

9:00 - 9:30 Opening remarks Ministry of Health, 

Tanzania and WHO 

Representative, 

Tanzania  

 

9:30 – 10:00 Review of agenda, meeting 

objectives, administrative 

details, and introductions 

Ms Lisa Hedman, 

WHO 

 

Session 1 

10:00 -10:30 

Objectives, funding, and 

structure of the PmRN 

Dr Clive Ondari WHO Presentation followed by 

discussion and questions 

10:30- 11:00 Tea break 

Session 2 

11:00 – 11:30 

Update from the PmRN 

steering committee 

Dr Agnes Saint 

Raymond, European 

Medicines Agency 

Presentation followed by 

discussion and questions 

Session 3 

11:30 – 12:30 

Global activities related to the 

regulation of paediatric 

medicines 

Round table update 

from all participants 

 

Session 4 

12:30 - 13:00 

Progress on safe use of 

excipients in paediatric 

formulations  

Dr Agnes Saint 

Raymond and Dr Jean 

Temeck, FDA 

Presentation followed by 

discussion and questions 

13:00 –14:00 Lunch  
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14:00 – 14:45 Extemporaneous dosing for 

paediatrics 

TBD Presentation followed by 

discussion and questions 

Session 5 

14:45 - 16:00 

Guidelines for development 

of paediatric medicines 

Dr Alain Prat WHO Presentation followed by 

discussion and questions 

16:00 –16:30 Tea break 

Session 5 

16:30 - 17:00 

Engaging other countries in 

PmRN activities 

Ms Lisa Hedman Plenary discussion, time 

permitting 

17:00  Wrap up and closing of day 1 Dr Clive Ondari   

Close of Day 1 

 

Day Two – 4 October  

 9:00 – 9:30 Review of Day One and 

administrative updates 

Ms Lisa Hedman  

Session 6 

9:30 - 10:15 

Panel discussion on 

legislation for the regulation 

of paediatric medicines 

Facilitated by Dr Hans 

Stoetter, Swissmedic 

 

Session 7 

10:15 - 11:00 

Planning discussion on two 

key questions:  

 What methods would 

promote and strengthen 

paediatric 

pharmacovigilance?  

 What are the priority 

activities for PmRN for 

2012 

 Small group discussions by 

region 

11:00-11:30 

Session 8 

11:30 - 12:30 

Report out from small groups  Small group discussion by 

region 

Session 9 

12:30 - 13:00 

Elaboration of work plan for 

PmRN 2012 

 Plenary 

13:00 -14:00 Lunch 

Session 10 

14:00 - 15:30 

Introduction: Paediatric 

Clinical Trials Guidance for 

Assessors 

Dr Agnes Saint 

Raymond 
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Session 11 

15:00 - 15:30 

Case studies and practical 

application sessions 

Dr Agnes Saint 

Raymond 

Dr Jean Temeck 

 

15:30- 16:00 Tea break 

Session 11 

continued 

16:00 - 17:30 

Case studies and practical 

application sessions 

Dr Agnes Saint 

Raymond  

Dr Jean Temeck 

 

17:30 - 17:45 Wrap up 

 

Day Three –  5 October  

Session 12  

9:00 - 11:00 

Paediatric clinical trial 

assessments: training 

sessions 

Dr Agnes Saint 

Raymond 

Dr Jean Temeck 

11:00 – 11:30 Tea break 

Session 12 

continued 

11:30 - 13:00 

Paediatric clinical trial 

assessments: training 

sessions 

Dr Agnes Saint 

Raymond 

Dr Jean Temeck 

13:00 – 14:00 Lunch 

Session 12 

continued 

14:00 - 15:00 

Paediatric clinical trial 

assessments: training 

sessions 

Dr Agnes Saint 

Raymond 

Dr Jean Temeck 

15:00 - 15:30 Wrap up and evaluation Dr Clive Ondari and  Ms Lisa Hedman 
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Dr Puan Eisah A. Rahman, Senior Director, Pharmaceutical Services Division, Ministry of Health 
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Tel: + 603-7841 3311; Fax: 603-7968 2248; E-mail: eisah@moh.gov.my or pharmacy1@moh.gov.my 
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Dr Zumra Latheef, Consultant in Paediatrics, Indira Gandhi Memorial Hospital,  

Roshany Building, Sosun Magu, Malé,  Republic of Maldives  

Tel: +960 3328 887; E-mail: zumralatheef@gmail.com 

 

Moldova: 
Dr Rita Seicas, First Deputy Director, Drug Agency, Ministry of Health, Chisinau, Republic of 

Moldova 

Tel: +373 22 737002; E-mail: seicasr@yahoo.co.uk 
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Dr Uwemedimo Gregory Udoma, Head of Regulations Unit, National Agency for Food and Drug 

Administration and Control, NAFDAC, 3-5 Oshodi Apapa Expressway, Oshodi, Lagos, Nigeria 
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 Health Sciences Authority (HSA), 11 Outram Road, Singapore 169078, Singapore 

Tel +65 6213 0687;  E-mail: Agnes_Chan@hsa.gov.sg 
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Dr Hans Stötter, Swissmedic, Institut suisse des produits thérapeutiques       
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E-mail: adamfimbo@yahoo.com 
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Mabibo External, Off Mandela Road, P.O.Box 77150, Dar Es Salaam, Tanzania 

E-mail: smwakatumbula@yahoo.com 
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E-mail: vnambasa@nda.or.ug 
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E-mail: jean.temeck@fda.hhs.gov 
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E-mail: hedmanL@who.int 
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E-mail: pratA@who.int 
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Tel: +: 255 22 2111718/2113005; Mobile:: +255 754 222263; E-mail: shijar@tz.afro..who.int 
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Annex V 

PmRN 2nd annual meeting evaluation summary 
 

The following is a summary of responses to the evaluation distributed at the end of the 

PmRN meeting. A brief summary of comments are included in Table 1. The detailed 

comments were provided to the facilitators and secretariat.  

Table 1 Summary of evaluation responses 

 

Participants found the nature and quality of the content to be useful and in many cases 

exceeded their expectations. The meeting was considered valuable in terms of promoting 

the objectives of the PmRN as well as providing concrete information that participants could 

apply to their job. Most participants indicated that they were in a position to use the 

information to influence improvement of processes in their agencies. Comments indicated 

that they highly valued the technical training sessions, and that they would like to see an 

adaptation of the materials available for in-country training. There were significant interest 

in additional training on an expanded list of topics.  

Several participants expressed appreciation of the opportunity to provide updates on the 

situation in their countries. They said it was valuable to share information and indicated that 

they would like to have additional sharing from country experiences, including examples or 

case studies from countries. Free text comments and discussions also indicated a strong 

interest in on-line data resources on clinical trials. 

Survey question Total 

Met or exceeded 

expectations/  

Useful or very useful 

Yes No Maybe 

Did the meeting content meet your expectations? 21 95% n/a n/a n/a 

Was the content useful in promoting the objective of 

the PmRN? 
21 100% n/a n/a n/a 

Will the content and outcomes of this meeting be useful 

in promoting the objectives of the PmRN in your 

country? 

21 n/a 90% 0% 10% 

Will you be able to influence paediatric assessments in 

any way as a result of this meeting? 
21 n/a 95% 0% 5% 

Would you recommend that this training be adapted 

and distributed for use in country NRAs? 
21 n/a 100% 0% 0% 

Specific to the content of the training, did the training 

content meet your expectations? 
21 100% n/a n/a n/a 

Was the content of the training useful for your work as 

an assessor? 
21 100% n/a n/a n/a 
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Most participants suggested that this could have been 5 days instead of 3. They found the 

case studies and group discussions useful, and suggested that more case studies and more 

topic area could be included in future sessions. There were additional suggestions to bring in 

case studies from countries and advance copies of the materials for preparation. 

A summary of responses where a score was requested are included below in Table 1.  


