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SUMMARY 

Following the 14th International Conference of Drug Regulatory Authorities (ICDRA) 
from 30 November to 3 December 2010 in Singapore, a one-day Post-ICDRA Meeting of 
Medicines Regulators from the Western Pacific Region was held. The meeting discussed a 
number of technical and policy issues that were of interest to regulators in the Region, notably 
strengthening human resources for medicines regulation, prequalification and quality control, 
combating counterfeit medicines, good governance for medicines and issues at the interface of 
intellectual property rights and registration of medicines. 

Seventeen participants from 16 countries and areas attended the Post-ICDRA Meeting of 
Medicines Regulators from the Western Pacific Region. 

The objectives of the meeting were: 

(1) to facilitate networking and information exchange among regulators in the Western 
Pacific Region, and between regulators and the WHO Regional Office for the Western 
Pacific; and 

(2) to increase awareness of regulators on selected technical and regulatory 
developments. 

Recommendations included: set up a repository of training materials for medicines 
regulatory agencies, encourage the participation of Good Management Practices (GMP) 
inspectors from the Western Pacific Region in the prequalification process, encol.lrage the 
participation of regulators from the Region in the prequalification of quality control laboratories, 
encourage networking among medicines regulators and enforcement agencies for combating 
counterfeit medicines, strengthen quality surveillance for substandard medicines and increase 
capacity for post-market monitoring, explore the possibility of developing guidelines to manage 
conflicts of interest at medicines regulatory and procurement agencies, initiate or continue 
national intersectoral dialogue on intellectual property rights affecting public health and clearly 
advocate for "public health friendly" options and policies in this area. 





·1. INTRODUCTION 

Following the 14th International Conference of Drug Regulatory Authorities (ICDRA) 
from 30 November to 3 December 2010 in Singapore, a one-day meeting of regulators from the 
Western Pacific Region was held. The post-ICDRA meeting addressed a number of technical and 
policy issues that were of interest to regulators in the Region. 

The main policy issues discussed related to the strengthening of human resources and 
regulatory systems. In this context, the meeting explored options for networking and information 
exchange on regulatory matters, as well as opportunities for collaboration on human resources 
development. Discussions also addressed good governance and transparency of regulatory 
systems. 

The technical issues discussed included the WHO prequalification programme and data 
exclusivity. The aim was to increase awareness and information on these issues among 
regulators. fu addition, the meeting addressed the role and way forward for the Rapid Alert 
System (RAS) for counterfeit medicines. 

1.1 Objectives 

(1) To facilitate networking and information exchange among regulators in the 
Western Pacific Region, and between regulators and the WHO Regional Office for the 
Western Pacific. 

(2) To increase awareness of regulators on selected technical and regulatory 
developments. 

1.2 Participants 

Seventeen participants from 16 countries and areas attended the Post-ICDRA Meeting of 
Medicines Regulators from the Western Pacific Region. The list of participants is attached as 
Annex 1. 

1.3 Organization of the meeting 

The meeting was held on 4 December 201 0 in the Enterprise Meeting Room of the Raffles 
City Convention Centre, Singapore. The meeting included presentations and discussions on 
various topics of interest to medicines regulators. The agenda is attached as Annex 2. 

1.4 Opening remarks 

Dr Budiono Santoso, Team Leader, Essential Medicines and Technologies, WHO 
Regional Office for the Western Pacific, opened the meeting by welcoming the participants and 
acknowledging their participation in the meeting. 
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2. PROCEEDINGS 

2.1 Introduction 

Dr Santoso briefly introduced the agenda and outlined the objectives of the meeting. He 
asked participants to discuss the issues with a view on sharing information and identifying areas 
for collaboration among regulatory agencies as well as with WHO. 

2.2 Development and strengthening of human resources for medicines regulation 

Dr Susan Walters, temporary adviser, presented a summary ofher paper on the training 
and development of medicines regulators, which was prepared and distributed to delegates prior 
to the meeting (see Annex 3). During her PowerPoint presentation, Dr Walters highlighted the 
following points: 

(1) Management must be supportive if training and development are to be effective. 

(2) An organization's mission/function must be defmed.before training and 
development are carried out. 

(3) Defmed core competencies for regulators, including personal competencies, should 
be consistent with the organization's mission/function and should serve as the basis of 
training and development. A commitment to teamwork is especially important. 

(4) There are five levels of training and development: orientation of new employees; 
on-the-job training; education in science; non-technical and administrative training; and 
technical training. Many medicines regulators already carry out activities in several of 
these levels, even if the activities are not defmed as training. 

(5) WHO provides a number of relevant training resources. 

After the presentation, the delegates from China, New Zealand and Singapore outlined 
their own training programmes. 

The delegate from Australia emphasized the importance of having a goal hierarchy as a 
component of the organization's defmed mission/function, and of continually reinforcing 
principles to all staffby means of posters or other advocacy materials. He recommended several 
Australian Government websites: 

1 
• Best Practice Regulation Handbook and Interoperability Frameworks of the 

Department of Finance and Deregulation; 

2 
• Australian Government Interoperability Framework, which addresses the 

information, business process and technical dimensions of interoperability and sets 

1 
http://www .fmance.gov.au/ obpr/proposal/ gov-requirements.html#handbook 
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the principles, standards and methodologies that support the delivery of integrated 
and seamless services; 

• Better Practice Guide- Administering Regulation of the Australian National Audit 
3 

Office, which aims to assist agencies and other public sector bodies to improve 
their performance and management practices; and 

4 
• Integrated Leadership System of the Australian Public Service Commission, 

which provides capability development guidance for individuals and agencies in 
the form of descriptions and behaviours for all levels in the Australian Public 
Service. It contains practical tools for individuals and agencies to chart leadership 
development. 

Additional points were made by delegates: 

(1) Sending evaluators to foreign agencies for training is not always the best means of 
training since the training may not match the national situation and context. 

(2) An agency's own experienced staff is a good source of trainers. 

(3) Staff who undertake courses should be asked to rate the value/usefulness of those 
courses in order to determine whether they should be repeated. 

( 4) Staff returning from a trip abroad or a conference should be asked to make a short 
presentation upon their return, so that other staff can absorb and consider ideas. 

( 5) New staff could be assigned a "buddy" for the first six months of service. 

While small agencies may have limited capacity to follow all the recommendations in the 
paper, it is nevertheless possible to follow this sequence: 

• defme functions and set priorities 

• defme core competencies accordingly 

• identify training needs 

• put all of the above in writing. 

This exercise is useful in itself and may also serve as a means of obtaining funding for 
training. 

2 
http://www .finance.gov .aule-government/service-improvement-and-

delivery/interoperability-frameworks.html 
3 

http:/ I anao. gov .au/ director/publications/betterpracguides 
4 

http:/ /apsc.gov.aulils/index.html 
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2.3 WHO pregualification programme 

Dr Lembit Rago, Coordinator, Quality Assurance and Safety: Medicines, WHO 
Headquarters, described the structure and functions of the Department of Essential Medicines 
and Pharmaceutical Policies. In particular, he outlined the background to the prequalification 
programme (PQP) and summarized its procedures. Current programme emphases are: (1) 
implementation of the third WHO Medicines Strategy 2008-20 13; and 
(2) continuity and change, including the goal of increasing transparency. 

Three departments within WHO Headquarters contribute to PQP: 

(1) the Department of Essential Medicines arid Pharmaceutical Policies (EMP); 

(2) the Department ofimmunization, Vaccines and Biologicals (IVB); and 

(3) the Department of Essential Health Technologies (EHT). 

Key outputs have been defined for PQP of medicines: 

(1) PQP decisions are subordinate to decisions by national authorities. However, 
procurement agencies sometimes include a requirement for PQP approval in contracts. 

(2) To date, assessments by PQP have been free of charge. 

(3) PQP assessments and inspections are undertaken by a team consisting of a WHO 
inspector and several national regulators from different countries. 

(4) PQP incorporates training elements in its activities, for the benefit of regulators, 
control laboratories and manufacturers. 

In response to questions, Dr Rago explained how a procurement agency can verify 
whether a product is the same as one that has been prequalified. He emphasized it is important to 
check not only that the manufacturer is the same, but also that the manufacturing site l.s the same. 

It was suggested that procurement contracts should require that all aspects of products 
should be consistent with information supplied in the course of prequalification and should meet 
the specifications agreed during that process. 

2:4 Quality control of drugs for neglected diseases 

Dr Valerio Reggi, Coordinator, Department of Control of Neglected Tropical Diseases, 
WHO Headquarters, presented the results of a study on the quality of selected medicines for 
neglected tropical diseases. All except one sample tested met requirements for assay and 
homogeneity of content, but many samples failed the dissolution rate test that was conducted 
according to the United States Pharmacopoeia (USP) test method. Information for patients was 
often incomplete, and was different between brands and countries. 

Concerning 'chewable' tablets, for example, the survey revealed the followi.n:g problems: 

(1) instructions to patients as to whether to chew a tablet or swallow it whole were 
inconsistent, even for the same brand of a product; and 
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(2) even when patient information is consistent, pharmacopoeial requirements for 
'chewable' and other tablets (not intended to be chewed) are irrational. Patients (especially 
children) cannot be relied upon to be consistent in the extent of chewing, or even to chew 
the tablets at all. Consequently, pharmacopoeias should not distinguish between chewable 
and non-~hewable tablets in relation to disintegration and (especially) dissolution rate. 

Dr Reggi was asked to explain how it is_ possible to ensure that the prescribing information 
(PI) for generics is consistent with the innovator's prescribing information and how to keep it up 
to date when the latter changes. As an example, Dr Reggi noted that the United States Food and 
Drug Administration (US FDA) requires that the PI (including the container label and package 
insert) proposed for a generic product must be the same as the PI approved for the reference 
innovator's product (except for manufacturer name and other obvious differences), and that the PI 
of approved generics must be updated within 30 days of any change to the innovator's Pl. The US 
FDA offers an online service to alert generic manufacturers of changes that have been made to 
the originator's Pl. 

In response to a question as to whether WHO could publish model patient/prescribing 
information for drugs used to treat neglected tropical diseases, Dr Reggi noted that model 
prescribing information already exists. 

2.5 Combating counterfeit medicines 

Dr Budiono Santoso outlined the hazards to patient safety that are associated with 
counterfeit medicines. He reviewed WHO responses to this challenge, and in particular the 
regional Rapid Alert System (RAS), which is a moderated, web-based electronic communication 
network. He emphasized that combating counterfeit medicines is an ongoing challenge that 
requires continuous surveillance and decisive enforcement action, and networking among the 
relevant government authorities, including medicines regulatory authorities, customs authorities 
and police. · 

The RAS was developed by the WHO Regional Office for the Western Pacific. Its 
functionality was assessed in 2010 by questioning regional focal points. A consultant collated the 
fmdings and made recommendations. Recommendations included the following: 

(1) The RAS should be redesigned as a three-level model (the first level would consist 
of the moderator and designated country focal persons; the second level would consist of 
researchers, academics, nongovernmental organizations [NGOs] and the private sector; 
and the third level would be the general public). 

(2) Both the server host and the team of moderators should be outsourced. 

(3) ' Additional stakeholders, in particular NGOs, professional associations and 
associations of manufacturers, should be invited to participate. 

( 4) The RAS should be further developed at the national level within each country, 
with the participation of relevant stakeholders. · 
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In subsequent discussion, the following issues were raised: 

(1) It was suggested that a two-level model would be more appropriate than a three
level model. 

(2) Country focal points need guidelines to help them decide if a particular problem 
should be reported to the network. Is the problem sufficiently serious? Is the product 
counterfeit or substandard? 

(3) The designated focal points should engage in discussion to resolve local issues and, 
if possible, to avoid duplication of reports. 

( 4) Countries are not motivated to report problems that have been observed with 
products manufactured locally. 

(5) There can be diplomatic issues for both the reporting country and the 
manufacturing country. 

2.6 Good governance for medicines 

Ms Dardane Arifaj, Technical Officer, Essential Medicines and Technologies, WHO 
Regional Office for the Western Pacific, described WHO's Good Governance for Medicines 
(GGM) programme, and progress in its implementation between 2004 and 2010. She noted that 
unethical practices in the pharmaceutical sector can have a significant effect on health systems. 
The goal of GGM is "to contribute to health systems strengthening and prevent corruption by 
promoting good governance in the pharmaceutical sector". The programme has specific 
objectives and a three-stage model process that emphasizes transparency. WHO has developed 
training modules for each of the three phases. 

She also informed participants that in the Western Pacific Region, a Prices Information 
Exchange website has been established to provide comparative information on procurement 
prices for selected medicines, thus improving transparency and giving countries leverage in 
negotiating prices with suppliers. 

Ms Arifaj listed the most common challenges in implementing GGM, and made 
suggestions for the way forward. She noted that implementation of GGM must be tailored for 
each country, for example in relation to conflicts of interest. 

A country delegate suggested that in some cases just declaring a possible conflict may be 
sufficient to allow openness and transparency. Participants also noted that it can be difficult for 
smaller nations to maintain independent units for procurement and for registration activities. A 
critical mass of qualified staff is needed. 

2.7 Issues at the interface of intellectual property and medicines registration 

Ms Karin Timmermans, Technical Officer, Essential Medicines and Technologies, WHO 
Regional Office for the Western Pacific, explained the relevance of data exclusivity (the 
provision of exclusive rights-or monopoly rights-for the data submitted to drug regulatory 
authorities as a condition for obtaining a marketing authorization) for the availability of essential 
medicines. She described the implications of data exclusivity for generic market entry and 
discussed its relevance in the context of compulsory licensing. With a view to ensuring continued 
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availability of essential medicines, medicines regulatory authorities should monitor international 
trade negotiations, as well as their government's policy and legislq.tive activities that may extend 
intellectual property rights. 

Countries differ in implementation of data exclusivity and their interpretation of 
obligations pursuant to the TRIPS Agreement. Some countries have acquired an obligation to 
implement data exclusivity through bilateral or regional trade agreements, or as part of their 
terms for accession to the World Trade Organization (WTO). 

In certain jurisdictions, medicines regulatory authorities may not, by law, register a 
generic version of a medicine that is still protected by patent. The term linkage (between patent 
status and registration) has been used in this context. One concern is that the medicines 
regulatory authority may de facto become co-responsible for enforcement of private patent 
rights. 

A delegate noted that the definition of a new chemical entity is critical to management of 
intellectual property issues within a particular legal jurisdiction. New indications may not 
themselves be patentable. 

WHO has several publications on the topic, e.g. Data Exclusivity and other "TRIPS-Plus" 
Measures (briefing note by WHO South-East Asia and Western Pacific Regional Offices) and, in 
collaboration with the South Centre, Protection of Data Submitted for the Registration of 
Pharmaceuticals: Implementing the Standards of the TRIPS Agreement. 

Dr Milan Smid, Technical Officer, Prequalification of Medicines Programme, WHO 
Headquarters, pointed to a further complication of data exclusivity: if an originator product is 
approved for a new indication that falls under data exclusivity, generic versions may not mention 
this new indication in their own product information leaflet as long as data exclusivity is in force. 
However, products that have different instructions in the product information cannot be 
considered generics. This has implications for interchangeability and hence for health insurance 
and prescribing in general. 

2.8 Other issues raised during the meeting 

One delegate raised the issue of problems with a prequalified product. It was pointed out 
that it may be necessary to carefully check whether the concerned product is indeed the one that 
has been prequalified (see under 2.3 above). Nevertheless, even when a prequalified product is 
purchased and donated to recipient countries by an international agency, the role of the national 
medicines regulatory authority to ensure the safety and quality of such products should never be 
undermined. 

It was emphasized that the national medicines regulatory authority retains the full and sole 
authority to endorse the use of medicines within the national territory. Prequalification can 
facilitate the work of the authority but can never overrule its decision. 
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3. CONCLUSIONS AND RECOMMENDATIONS 

3.1 Conclusions 

Dr Santoso asked participants to reflect on the topics discussed and identify areas for 
collaboration among regulatory agencies in the Region and/or for support from WHO. 

3.2 Recommendations 

Following discussions, the meeting made recommendations concerning each of the topics 
discussed. 

3 .2.1 Development and strengthening of human resources for medicines regulation 

(1) Conduct a survey to identify (a) training needs and (b) existing training materials 
for regulators in the Region. 

(2) Develop a repository of training materials that can be accessed by medicines 
regulatory authorities and used as a resource for their own training programmes. The 
repository should be web-based and contain links to relevant sites and materials. 

3.2.2 Technical assistance in prequalification and quality assurance 

(1) Encourage participation ofGMP-inspectors from the Region in the prequalification 
process. 

(2) Encourage participation of regulators from the Region in the prequalification of 
quality control laboratories. 

(3) Increase funding for quality surveillance and assurance for neglected diseases, 
high-burden noncommunicable diseases, and mother and child health (MCH) medicines. 

3.2.3 Combating counterfeit and substandard medicines 

(1) Encourage networking among medicines regulators and enforcement agencies in 
the Region. 

(2) Redefme, redesign and refocus the RAS. 

(3) Strengthen quality surveillance for substandard medicines. 

( 4) Regulate the sale of medicines via the Internet. 

3.2.4 Good governance for medicines (GGM) 

(1) The WHO Regional Office for the Western Pacific should continue to advocate for 
the GGM project and support Member States in implementing it. 
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(2) Manage conflicts of interest according to local (national) circumstances; explore 
the development of guidelines to manage conflicts of interest at medicines regulatory and 
procurement agencies. 

3.2.5 Data exclusivity 

(1) Initiate or continue national consultations involving health and other sectors on 
issues at the interface of intellectual property rights and registration of medical products. 

(2) Continue to exchange information on data exclusivity, and establish clear advocacy 
on "public health friendly" options and policies. 

3 .2. 6 Other possible collaboration among regulatory agencies in the Western Pacific Region 

(1) The WHO Regional Office for the Western Pacific should help countries to build 
their capacity for post-market monitoring, including: pharmacovigilance, product safety, 
quality and rational use, follow-up and enforcement. 

(2) Continue and reinforce collaboration among geographicalfpolitical groupings, for 
example among Asia-Pacific Economic Cooperation (APEC) Member Economies, 
Association of Southeast Asian Nations (ASEAN) Member States, Mekong countries and 
Pacific countries. 

(3) Facilitate information exchange on the registration status of products. 
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ANNEX3 

Development and strengthening of human resources for medicines regulation 
by 

Dr Susan Walters, Temporary Adviser 

Introduction and objectives 

A Medicines Regulatory Authority (MRA) is responsible for determining the acceptability of 
data that are submitted in support of applications to register new drugs ('medicines') or to 
vary (change) existing medicines. An MRA must draw on the skills of a range of 
professionals, including lawyers, accountants, IT specialists and, not least, scientists and 
clinicians. 
The purpose of this paper is to provide advice on the means of developing and strengthening 
the human resources for evaluation of data on quality, safety and efficacy: that is the 
scientists and clinicians in the organization. Questions of costs and sources of funds are not 
considered in this paper. 

Private enterprise recognizes the value of training and development (T&D). Stone states [1] 
that Motorola give all employees 400h training each year, and General Electric and Intel each 
spend about 7% of their payroll on T&D. 

This paper emphasizes core competencies as a means of informing T &D activities. Core 
competencies must be consistent with the organisation's mission/function. They include 
interpersonaVcommunication and negotiation skills. Some competencies involve academic 
training and migh~ be termed prerequisites, whilst others may be learned on-the-job. 

WHO has published a paper on the subject of development activities directed to priority 
health goals [2]. Although intended as a basis for applications for funding of training 
activities made to the GFTAM1 and other agencies, it provides an overview of the steps in 
development of training activities. 

Management prerequisites for effective T &D 

Any organization should 'have a clearly defined mission/function. All of its activities, 
including T&D, must be based upon and consistent with the mission/function. 

MRAs should recognize the benefits of employing individuals who work together as a 
team, sharing their diversity of skills, background knowledge and experience. 
Working as a team is essential; it is not optional. Persons who guard their territory and 
resources at the expense of their colleagues should be marked down for the purposes 
of performance assessment and promotion. 

The MRA must ensure that all of its managers: 
Foster teamwork as well as individual performance 
Are supportive ofT&D 
Allow all staff the opportunity for T &D 

1 The Global Fund to fight TB, AIDS and Malaria: http://www.theglobalfund.org/en/ 



Do not feel threatened by T &D of their staff. hnproved staff and team 
performance reflect well on a manager 
Allow all staff the opportunity to express their views as to appropriate T&D. (You 
might learn something!) 

Regular review of the organization's strengths and weaknesses may point to areas to 
which T &D should be focussed. 

Core competencies and learning pathways 

This paper emphasizes core competencies in deciding T &D activities. Core competencies 
relate to particular types of job and describe the skills that a competent arid experienced 
operator might be expected to have. They are valuable in informing at least the following 
activities: 

Training and development 
Recruitment of new staff 
Performance apprais':l-1 
Succession planning 

They also clarify an individual's role in the organization for: 
The individual 
His/her supervisor and 
Senior managers 

Core competencies must: 
Be consistent with the organisation's mission/function 
Consider future activities and not rely only on competencies that were relevant to 
past activities 
Reflect the actual activities that an individual is expected to_ perform. 
Include both technical and personal attributes. Personal attributes can be difficult 
to evaluate, such as creativity and interpersonal skills, but they must be taken into 
account. 

Some authorities distinguish between essential competencies and those that are desirable. 
Essential competencies normally take priority for training purposes. Desirable competencies 
allow distinctions amongst individuals who are operating at the same grade and may be taken 
into account in selection for promotion. 

For medicines evaluators, competencies include interpersonal/communication and negotiation 
skills, the ability to conduct meetings, for example with industry, as well as the ability to 
work cooperatively and productively with colleagues. 



Examples of core competencies 

Competency Standards for Pharmacists, Australia (2003): 
http://www.psa.org.au!site.php?id=1123 1.6MB file, 145 pages 

Competency Standards for Paralegals and Legal Support Staff, UK: 
http://www .legalstandards.org/ 

Competency Standards for ambulance drivers, Australia 

http://www.ambulancedriving.com/nav/overviewstandard.html 

Annex 1 on page 11 below provides example of core competencies as defined by US FDA's 
Center for Drug Evaluation and Research (CDER). Whilst CDER may be expected to apply a 
high standard, the lists serve as models for other MRAs. 

Learning pathways indicate the progress that an individual might be expected to make after 
various periods of employment. Annex 2 belowon page 14 below is an example of a learning 
pathway. 

Training resources 

WHO provides a number of training resources for MRAs via the website for Essential 
Medicines and Pharmaceutical Policies: Medicines regulatory support: Training 
opportunitiei, together with training courses for regulators. A collection of Tools for MRAs 
is available on CD [3]. 

Levels ofT&D 

There are five broad levels ofT&D for the scientists and clinicians who are medicines 
regulators: 

Orientation of new employees 
On the job training 
Education in pure or applied science 
Non-technical and administrative training 
Technical training that is specific to medicines evaluation 

Orientation: New employees have much to learn in their new job. Whilst there will always 
be a need for on-the-job training, an early orientation program provides a rapid introduction 
to the workplace, and smoothes the path for managers, co-workers and subordinates. It does 
not need to be extensive, perhaps 1-2 days in total. The general content of orientation training 
is summarized in 

2 htto://www. who.int/medicines/areas/quality safety/regulation legislation/trainings/e:nfindex.b:tml 



Figure 1 below. 



Figure 1 The content of an orientation program 

An orientation program typically: 

Outlines the organisation's mission/function 

Describes the organisation's structure and the mission/function of each unit 
Outlines strategies and performance targets. Under the heading of strategies, 
emphasises the need for working as a team, and sharing resources and information. 
Discuss the roles of each of the new employees 

Discusses the responsibilities of employees and their supervisors to each other. 
Note that new employees may themselves have subordinates: subordinates must be 
encouraged, developed and maqe to feel part of the team. The concept of the boss is 
out of date: supervisors are team leaders not bosses, especially in a group of 
professionals. Supervisors listen to the views of the whole team before making 
decisions. 

Introduces new employees to the senior management (the human face of 
management). At least some ofthe senior managers should attend the orientation 
program. 

Describes opportunities for advancement within the organization. 
Emphasises that: 

• Staff are recognised for their contribution to the team as well as for personal 
achievement, and 

• Staff cannot expect to advance in the organization without being a team 
player. 

Discusses the proper relationship of the organization with its clients. In the case of 
aMRA, clients include at least: 

• The local pharmaceutical industry (typically manufacturers of generics) 

• The international pharmaceutical industry and their local representatives 

• Health professional groups 

• Hospitals 

• Patient organizations 

• Advocacy groups 

• Government supply and reimbursement systems 

And, in the particular case of government employees: 

• Outlines the legislation under which the organization operates 



• Defines the responsibilities, powers and obligations of the organization and 
of the new employees. Discuss the limitations to powers. 

Provides housekeeping information, including: 

• Working hours 

• Arrangements for taking leave 

• Other personnel matters 

On the job T&D: Scientists and clinicians can be given opportunities for T&D whilst 
working as regulators. For example: 

Reading relevant policy documentation and SOPs 
Sharing and discussing draft reports with supervisors before they are signed off 
Sharing and discussing reports with peers. This process should be managed so that 
comments are constructive. 
Attending technical committee meetings, reading papers in advance and listening 
to the discussion 
Accompanying GMP auditors on visits to manufacturing sites 
Holding news meetings within groups, perhaps once a week. Encouraging 
suggestions for tactical improvements. 
Providing opportunities for lectures from and discussions with external experts 

o When an expert visits your organization for anothet: matter, ascertain 
whether s/he can deliver a lecture and discussion during the visit. 

Education in pure or applied science or medicine: Science and medicine are best learned 
in the form of an academic course. Either this is a prerequisite for employment as a medicines 
regulator, or a new recruit may be given-the opportunity to undertake a part-time academic 
course when already employed by the authority as a cadee or similar. 

Non-technical and administrative training: The general and administrative training 
syllabus below provides the necessary platform of personal and administrative skills. Table 1 
below gives examples. 

3 A cadet is normally a young person for whom training and experience will be provided by the MRA. S/he has 
been selected on the basis of future potential.-



Table 1 Training of medicines regulators: Examples of personal and administrative 
topics 

Communication skills 

o Negotiation 

o Conduct of meetings 

o Letter writing 

o Report writing 

o Telephone skills 

o Use ofproformas for reports and correspondence 

Teamwork 

o Working cooperatively and productively with colleagues 
Effective management 

Conflict management 

Project management 

Our MRA's policies and SOPs 

The technical skills that are particular to medicines evaluation: These are probably best 
taught either by persons who are already experienced in medicines evaluation or by specialist 
clinicians or scientists. In-house training by experienced evaluators is ideal but is not always 
available. Such training builds on basic academic qualifications. Table 2 Table 2 below gives 
examples of relevant topics. 

Table 2 T&D for medicines regulators: Examples of technical topics 

Overview of medicines development from first synthesis to the market place 
Stability testing 

Process validation 

Analytical validation 

Biostatistics 

Pharmacokinetics 

Bioavailability and bioequivalence 

Pharmacoeconomics 

Biotechnological processes; process and quality control of products 
Good regulatory practice 

GMP, GLP, GDP, GCP 

Pharmacovigilance 

ICH guidelines and the common technical document 



Some notes concerning advice from T&D professionals is in Table 3 below. 

Table 3 What T&D professionals will tell you 

What T&D professionals What this means for an MRA 
will tell you 

Training is different to Definitions overlap. The difference equates approximately to 
development. - Acquiring minimal skills vs developing better skills, 

or 

- Providing skills that are needed immediately vs skills 
that permit long term improvement and fitness for 
promotion 

All competencies should In relation to MRAs, quantification of competencies is easier said 
be quantifiable. than done. 

The effectiveness of Whilst quantitative evaluation is desirable, it is not always easy to 
training and development quantitate outcomes. Relative performance may be easier to 
must be quantitatively judge, that is: Are we performing better now than before the 
evaluated. training? 

Determining T&D needs 

T&D should address: 
Training newly employed reviewers 
Upgrading the skills of existing reviewers 

Training for newly employed reviewers follows from the defined core competencies. Newly 
employed regulators usually recognise the need forT &D. 

For existing reviewers, the simplist approach is to review the degree to which they possess 
core competencies, and design T &D accordingly. This has to be done but it must be handled 
sensitively. The gains from designing suitable T &D can be outweighed by adverse effects on 
morale if hitherto committed employees are alienated by the implication that they require 
T &D, and it takes time to recover from such a situation. Consequently it is often preferable to 
consider the capabilities of the organisation as a whole and not to review individuals. 

The training manager 

Each MRA should nominate a training manager, if possible in a dedicated4 role. His/her 
responsibilities should encompass the training of all staff, not only professionals. The role of 
the training manager is summarized in Figure 2 below. 

The training manager must consult with staff at all levels as to training needs, although final 
decisions rest with the executive. It is especially important to seek the opinions of middle 
managers and front line operatives. 

4 Committed only to this role and having no other function. 



Figure 2 The role of the training officer 

THE ROLE OF THE TRAINING OFFICER 

Defme core competencies, ensuring 
consistercy with the organisation's mission 

Review the extent to which the organisation 
already ~assesses the core competencies 

Review rxisting T &D activities 

Determine T &D needs 
t 

Decide rhich T &D can & should be provided in-house 

Identify priorities 
t 

Formulate proposals 

1 
Submit the analysis & proposals to Feedback from the 

executive executive management 

I 
J 

Agreement as to T &D needs 

1 
Executive management allocates funding 

1 
Training officer coordinates the agreed training 



Having consulted widely, the training manager: 
Defines core competencies for the various types of staff in the organization 
Reviews and summarises existing T &D 

o It is highly likely that some form ofT &D already exists, even if it is not 
described as such. For example supervisors usually provide some form of 
orientation for new employees, however limited, and give ongoing 
feedback on work performance. Formal performance assessment is helpful 
if it is applied constructively. 

Determines T &D needs 
Identifies priorities 
Defines which T &D can and should be provided in-house and what must be 
outsourced 
Formulates proposals 
Submits the analysis and proposals to executive management. When training 
needs are agreed, the executive allocates funding. 
Coordinates the agreed training 

Outsourcing 

Outsourcing means that a function is carried out by an individual or group outside our 
organization. 

Two different forms of outsourcing are mentioned in this paper. 

Outsourcing of regulatory functions. For example: 

o It is common for smaller MRAs to seek assistance in legal matters from 
elsewhere in the government service, perhaps the Department of the 
Attorney General or similar, avoiding the need for legal expertise in
house. 

o Specialist clinical or scientific advice may be found in hospitals or 
universities, avoiding the need for all specialities to be employed within 
theMRA. 

o General IT maintenance, and perhaps a help desk, may be outsourced to 
another. government agency or to the private sector. 

Outsourcing ofT&D. For example: 

o Making use of specialist expertise in biostatistics 

o Making use of specialist expertise in personal development 

1f outsourcing is to the private sector, the contractee may expect to be paid a fee for 
service, or a retainer for regular services. 

In addition it is often appropriate for the training manager to establish a register of staff 
capabilities and experience, which then becomes a source of information for managers as to 
available skills. Capabilities should be interpreted widely, eg fluency in a foreign language, 



prior experience in financial management, even though it may not be immediately apparent 
that the skill is relevant to current functions. 

Table 4 Abbreviations used in this paper 

CDER Center for Drug Evaluation and Research (of the US FDA) 
FDA Food & Drug Administration 

GCP 

GDP 

GFTAM 

GLP 

GMP 

GRP 

ICH 

MRA 

SOP 

T&D 

USA 

References 

Good Clinical Practice 

Good Distribution Practice 

Global Fund to fight TB, AIDS and Malaria 

Good Laboratory Practice 

Good Manufacturing Practice 

Good Regulatory Practice 

International Conference on Harmonization 

Medicines Regulatory Authority 

Standard Operating Procedure 

Training and development 

United States of America 

[1] Stone RJ, Managing human resources, John Wiley & Sons, Australia, 2008. 
[2] WHO GFATM, Planning human resources development to achieve priority health 
programme goals, 2008. 
[3] WHO, Medicines: Training opportunities, Current. 
[ 4] WHO, Medicines Regulatory Package CD: A collection of tools for Medicines 
Regulatory Authorities Regulatory Support Series No. 14, 2008. 



Annex 1 Examples of CDER core competencies 

Recommended COER Core Competencies: All COER officers 

COER Organization: Explains the organizational structure of COER. 

Communication: Listens and comprehends effectively; expresses ideas and facts in a succinct, clear and 
organized manner orally and in writing. 

Computer Skills: Demonstrates use of the computer and applications needed in the daily work 
environment. 

Critical Thinking: Applies problem-solving, analytical thinking, and decision-making skills in a daily work 
environment. 

Drug Development Process: Explains the phases in the drug development process from discovery to 
post-marketing surveillance. 

Teamwork: Fosters cooperation, communication and consensus within and among groups and meetings to 
accomplish a common goal. 

Time Management: Demonstrates the ability to structure and organize work and set priorities in order to 
meet deadlines. · · 

Regulations: Applies regulations, guidances, MaPPs, and directives to insure compliance in performing 
assignments. 

Recommended Reviewer Core Competencies: All COER reviewers/evaluators 

Communication: Facilitates an open exchange of ideas in a variety of forums; makes clear convincing 
presentations. 

Critical Thinking: Uses problem solving and decision making skills to analyze data and form sound 
regulatory decisions. 

Drug Review Process: Explains the influence of regulations, guidances, and MaPPs on the Drug Approval 



Process. 

Medical/Pharmacologic Principles: Applies basic concepts of disease processes and drug classifications 
to the drug review process. 

Regulatory Law: Explains the regulations, MaPPs, and guidances for the review of drugs. 

Scientific Principles: Explains the basic elements of clinical trial design and drug development. 

Technical Writing: Demonstrates technical skills in the production of written materials related to the drug 
review process. 

Recommended Chemist Core Competencies 

COER Recommended Core Competencies 

COER Organization: Explains the 
organizational structure of COER. 
Communication: Listens and comprehends 
effectively; expresses ideas and facts in a 
succinct, clear and organized manner orally 
and in writing. 

Recommended Reviewer Competencies 

Communication: Facilitates an open 
exchange of ideas in a variety of forums; 
makes clear convincing presentations. 
Critical Thinking: Uses problem solving and 
decision making skills to analyze data and form 
sound regulatory decisions. 

Computer Skills: Demonstrates use of the Drug Review Process: Explains the influence 
computer and applications needed in the daily of regulations, guidances, and MaPPs on the 
work environment. Drug Approval Process. 

Critical Thinking: Applies problem-solving, 
analytical thinking, and decision-making skills 
in a daily work environment. 

Drug Development Process: Explains the 
phases in the drug development process from 
discovery to post-marketing surveillance. 

Medical/Pharmacologic Principles: Applies 
basic concepts of disease processes and drug 
classifications to the drug review process. 

Regulatory Law: Explains the regulations, 
MaPPs, and guidances for the review of drugs. 

Scientific Principles: Explains the basic 
Teamwork: Fosters cooperation, elements of clinical trial design and drug 
communication and consensus within and development. 
among groups and meetings to accomplish a 

Technical Writing: Demonstrates technical 

Recommended Chemist Core 
Competencies 

Drug Review Process: Applies appropriate 
regulations, MaPPs, guidances, and 
procedures in the chemical review of 
applications for drug approval. 



common goal. skills in the production of written materials 
! 

Time Management: Demonstrates the ability 
related to the drug review process 

to structure and organize work and set 
priorities in order to meet deadlines. 

Regulations: Applies regulations, guidances, 
MaPPs, and directives to insure compliance in 
performing assignments. 
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