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Sum mary 

Developing the capacity for clinical research requires a detailed understanding of the roles and 
responsibilities of those involved with that research (investigators, trial managers, nurses, etc.), alongside 
the suggestion of career pathways. Several groups have developed competency frameworks for different 
job roles within the research team, but a more integrated approach, looking at all the roles in parallel so as 
to identify interconnections between those, could create a single and flexible framework that may be 
practically used over the full study lifecycle. This would facilitate appraisal of staff, promote career 
development by highlighting acquired skills, and illuminate areas where training opportunities are lacking. 

In this project, we combine 28 frameworks created by external groups, with information from 116 job 
descriptions obtained from partners in clinical trial units worldwide and from the web, to create a widely-
encompassing framework derived from 11 different roles. Using qualitative analysis software, we 
systematically assess the activities performed by the clinical research team to categorise them and define 
underlying competencies – knowledge-, skill- or task-based. The initial draft framework obtained from this 
analytical approach is then subjected to an expert panel for in-depth review and suggestions for 
improvement. The resulting framework, inclusive of stakeholders’ feedback, counts 50 competencies 
required throughout the research study lifecycle, from assessment of scientific literature to results 
dissemination via project management, public engagement or grant application. It is applicable to studies 
that may differ in design, geographical location, disease, etc., and can be adapted to the particular needs of 
specific projects or roles. 
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I ntroduct ion 

B a c k g r o u n d  

Capacity development for clinical research is a well-documented need in low and middle income 
countries (LMICs), so as to support high-quality research which will address local health needs [1–3].  
‘Capacity development’ initiatives aim to increase the overall capability and empowerment of local 
institutions to undertake high quality research [4]; however, in practice, this concept remains elusive and 
multi-faceted, as different groups tend to approach and define it in varying manners [5–7]. 

A common theme in various theoretical frameworks and initiatives is the interlinked aspects of training, 
supervision and knowledge exchange for capacity development. For example, in an integrative model for 
capacity strengthening, Potter and Brough [7] describe the necessity of having appropriately trained staff 
who have both the skills and ability to perform their work, alongside some organisational support and an 
understanding of the systems and roles involved in the project in which they are embedded. Similarly, the 
ESSENCE on Health Research Initiative emphasises the need for skilled staff by referring to their 
development in two of their Seven Principles for Good Practice in Research Capacity Strengthening [4]. 
They encourage research groups to ‘embed strong support, supervision and mentorship structures’ 
(principle 6), and to ‘network, collaborate, communicate, and share experiences’ (principle 1).  

Although on the rise, the availability and accessibility of adequate training programmes remain limited 
for many research staff [1,8]; and particularly for those who are not qualified as medical doctors [8]. In 
recent years, many initiatives have begun to offer online training in the form of eLearning courses (e.g. The 
Global Health Network [9–11], PharmaLessons [12]) and Massive Open Online Courses commonly referred 
to as ‘MOOCs’ (e.g. Coursera [13], EdX [14]), many of which can be accessed for free. Distance learning 
programmes associated to scholarships for individuals from low-resource countries (e.g. MSc in Clinical 
Trials at the London School of Hygiene and Tropical Medicine [15]) have also broadened the range of 
training opportunities for clinical research professionals around the world. However, there is still a great 
demand from LMICs for training options for the whole research team [8,16]. 

With a lack of understanding of the clinical research skills that need to be developed, it is also not clear 
whether existing ‘clinical trials’ curricula cover the full range of topics to be mastered by research staff. In 
that context, it is necessary to primarily define a set of competencies for all clinical research professionals; 
and it would be important to do so by looking at the clinical trial team as an integrated unit, rather than 
looking at each role in isolation. Potter and Brough [7] and ESSENCE [4] underline that capacity 
development of the workforce should not solely be about training: it is important to also develop a clear 
understanding of the activities, roles and responsibilities of those involved in research, and of how roles 
may evolve within the organisational structure. As a result, it is important to consider training opportunities 
in relation to the ‘structures’ that will implement them, so as to suggest feasible means for staff to fill their 
knowledge gaps and develop their career. 

Published work suggests that many core roles within clinical research are still relatively unrecognised as 
a viable career pathway [8,17], and this is certainly the feedback received by the authors during evaluation 
of training exercises that they regularly conduct in LMICs. In particular, the role of research nurses, trial 
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managers, and data staff are little understood. In some countries, organisations such as the UK Trial 
Manager’s Network [18] have created networks which aid researchers of that role in sharing knowledge 
and experience with others, and go some way to helping to formalise that role. However, few such 
organisations exist that are accessible to and address the needs of LMICs. The Global Health Network and 
TDR have made efforts to remedy this through their open access communities and ‘Professional 
Membership Scheme’ [19], a free scheme aiming to track the continued professional development of 
different roles in the clinical research team. This initiative also highlighted that further research is required 
to understand the roles of researchers, so as to be able to direct individuals to relevant training and 
guidance.  

In the past, several groups have created useful ‘competency frameworks’ for specific roles within the 
clinical research team, including investigators, trial managers, research nurses, as well as ethics 
committees. The Multi Regional Clinical Trials Center (MRCT) Harmonized Core Competency Framework 
[20–22] makes an excellent move towards combining the information about different roles into one set of 
knowledge domains; and applies the resulting generic framework to the roles of Principal Investigator, 
Clinical Research Coordinator and Clinical Research Associate. The MRCT framework was developed 
through iterative consultation with experts and stakeholders of clinical research, thus in a ‘top-down’ 
manner, and is meant to be further refined as it is used and feedback is gathered. 

 

J u s t i f i c a t i o n  f o r  t h e  m e t h o d o l o g i c a l  a p p r o a c h  

In the present report, we propose an alternative approach to building competency frameworks for 
clinical research professionals, thus helping to complete the picture of competencies used by all roles. Our 
approach aims to build on ‘real-life’ data before expert knowledge. We look at the complete set of activities 
needed for a trial to take place regardless of which individual may perform them, and then use this 
information to determine the competencies (tasks, skills and knowledge) required to achieve each activity. 
Those competencies can then be attributed and distributed between different roles (trial manager, 
research nurse, data staff, etc.) depending on the team who will undertake the research project. 
Developing a framework from the ‘bottom-up’ – that is, beginning from the wider context of assessing all of 
the responsibilities and activities undertaken by a trial team when conducting a research project, provides a 
flexible and integrative framework that can be adapted to serve diverse projects rather than being limited 
to one role. The usual roles and their associated responsibilities as defined in job descriptions 
corresponding to each role are also illustrated, but they can be adapted depending on the trial in hand.  

The rationale for this approach is that each research project and each research site is different, and 
distributions of roles and responsibilities within the team are likely to vary depending on the size and 
demands of the study, type of funding (e.g. academic or industry), location and the research site and team 
available to conduct the trial on the ground. However, in any research project no matter how big or small, 
there are core aspects that need to be covered: a protocol must be written and reviewed, ethics approval 
must be obtained, data must be collected, verified and analysed, and so on. Therefore, we suggest that the 
research process can be usefully split into ‘competency areas’ with further breakdown of the tasks, 
knowledge and skills involved.  
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The global competency framework presented here has the potential to be beneficial in multiple ways. 
Firstly, it illuminates the specific competency areas that are required to successfully complete each activity 
of the clinical research cycle. This flexible approach will allow the framework to be adaptable across diverse 
research types and teams.  

In line with the Organisation for Economic Cooperation and Development (OECD) recommendations 
[23], this project therefore aims to develop a concept of ‘Global Core Competencies’ for diverse clinical 
research studies, by looking at the different activities and roles in the clinical research team and analysing 
the competency areas required to successfully perform in each. Existing competency frameworks built by 
other groups and a varied range of job descriptions have been utilised as a basis for this exploration. 

 

W o r k i n g  d e f i n i t i o n s  

It is worth noting that this project aims to include information relating to diverse clinical research 
projects, and not just clinical trials – though of course many clinical research studies are indeed clinical 
trials. The WHO defines clinical trials as “any research study that prospectively assigns human participants 
or groups of humans to one or more health-related interventions to evaluate the effects on health 
outcomes” [24]. However, many of the same steps and competencies are relevant for other types of 
research such as public health studies and observational studies. This report is therefore focused on clinical 
trials but the resulting framework and training analysis should be applicable also to other types of studies.   

As a working definition, the Royal College of Nursing’s definition of a competency [25] will be used:  

“The ability to demonstrate the application of knowledge, understanding, practical and thinking skills to 
achieve effective performance in a professional or occupational role” 

As such, a competency is not an activity, but the knowledge or skill required to carry it out. Our 
framework distinguishes between the following three types of competencies: 

 The theory, or knowledge-based competency, which reflects a level of theoretical understanding 
of a particular topic, and which can be acquired through learning about a field; 

 The capability, or task-based competency, which necessitates the application of technical or 
practical knowledge to the performance of a specific task, and which is better learnt by doing; 

 The trait, or skill-based competency, which corresponds to the demonstration of appropriate 
behaviours in front of various situations, and which is better developed by experiencing and 
reflecting on the experience.  

An interesting and extensive discussion of the different types of competencies and how identifying them 
can help to develop staff is provided in Lucia and Lepsinger’s work on Competency Models [26]. 

Although there might exist theoretical courses and practical workshops to develop any competency 
regardless of its type, trainers may want to keep in mind the differences between knowledge-based, task-
based and skill-based competencies to design their curricula in the most appropriate and effective fashion. 
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R e p o r t  o u t l i n e  

This report details the development of the TDR Global Competency Framework for Clinical Research. 
The methodology followed for early design is explained, before briefly presenting the framework and 
discussing the limitations and future work. 

 

 

 

Methods 

This project aims to build a Competency Framework for the clinical research team, using a data-driven, 
evidence-based approach. Qualitative methods, inspired from social sciences, and whose recognised value 
and uptake in the field of health research is on the rise [27], were thus employed. This enabled the 
systematic analysis of existing, varied bodies of research on competencies for the clinical research team, 
while at the same time combining them with real-life materials used by research teams and employers to 
describe the roles of staff. 

The framework resulting from this empirical work was then submitted to a panel of experts for review. 

  

I n i t i a l  d e v e l o p m e n t  

Firstly, researchers based at The Global Health Network refined the scope of the project in agreement 
with TDR; and in particular, identified the job roles to be covered. The retained roles are drawn from the 
full clinical research team regardless of people’s levels, and are presented in Table 1. We initially intended 
to cover pre-clinical research jobs as well; but the set of skills used by individuals in such roles proved too 
different, and the collection of data on those roles for inclusion in the competency framework was 
discontinued. 

One ‘role’ may encompass several job titles, especially as job titles tend to vary between employers, and 
to evolve with the level of experience and expertise without fundamentally changing the underlying role. 
The titles suggested in Table 1 reflect those found in the data included in the analysis. 

After clarification of the roles and corresponding titles, The Global Health Network’s researchers 
performed a literature review to locate existing high quality competency frameworks for clinical 
researchers, either generic or specific to one role. This information was pooled with other documents 
which clearly outline responsibilities for certain roles, such as the ICH-GCP guidelines. As most documents on 
the matter of clinical research competencies come from the grey literature (as opposed to academic, peer-
reviewed papers), the authors did not attempt a systematic review, but rather used Google searches and their 
own experience of the field to identify relevant literature.  
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Table 1 – List of roles included. Job titles correspond to those found in the different job descriptions analysed. 

Role Junior Senior Expert or Specialist setting 

Data staff 
Data clerk; Data assistant; 
Data entry and administration 
personnel 

Data manager; 
Senior or Lead data manager Biostatistician 

Laboratory 
scientist 

Laboratory (lab) technician; 
Scientific lab technician; 
Lab technologist; 
Lab research assistant 

Assistant lab manager; 
Lab manager; Lab scientist; 
Head of laboratory (at site) 

Head of laboratory(ies); 
Chief specialist scientist; 
Research scientist (medical); 
Senior lab analyst; Science lead; 
Clinical pharmacologist 

Trial 
pharmacist 

Pharmacy 
administrator/coordinator; 
Trial pharmacist; 
Pharmaceutical technologist; 
Pharmacy technician 

Lead pharmacist  

Community 
engagement 

staff 

Fieldworker; 
Research assistant 

Senior fieldworker; 
Field research officer;  
Community engagement or 
liaison officer; 
Community engagement and 
ethics coordinator 

Counsellor 

Research 
nurse 

Nurse; Nurse assistant; 
(Clinical) research nurse; 
Study nurse; Vaccination nurse 

Clinical research coordinator; 
Study coordinator 

 

Study 
physician 

(Clinical) research physician; 
Clinical development physician; 
Study physician; Medical 
officer; Research clinician; Clinical 
investigator 

Sub-investigator; 
Lead clinical research physician 

(Clinical) safety physician; 
Pharmacovigilance physician; 
Public health officer 

(Principal) 
investigator 

Investigator (at site); 
Co-investigator; 
Medical science physician 

Principal Investigator; 
Head of clinical trials; 
Global clinical Leader; 
Senior director of clinical R&D; 
Senior global clinical 
pharmacologist 

 

Trial 
manager 

or 
Project 

coordinator 

(Clinical) research/trial 
coordinator; Project/study 
coordinator; (Clinical) 
research/trial manager; Clinical 
research operations manager; 
Clinical research administrator; 
Trial clinical officer; Support 
officer; Clinical trials facility 
manager 

Senior research coordinator; 
Chief trial manager 

 

Quality 
Control 
monitor 

Clinical trial monitor; 
Quality assurance manager; 
Quality control specialist; 
(Clinical) Research associate 
(industry) 

Lead monitor; 
Monitoring senior associate; 
Monitoring team leader; 
Quality assurance officer 

Data quality controller; 
Safety specialist; 
Regulatory affairs specialist; 
Regulatory coordinator 
Senior ethic clinical trials 
specialist 
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Role Junior Senior Expert or Specialist setting 

ECs and IRBs 
Ethics Committee (EC) or 
Institutional Review Board (IRB) 
member (permanent or lay) 

EC/IRB coordinator; 
EC/IRB vice-chair or chair  

Sponsor Not applicable   
 

The 28 documents identified and included in the analysis are listed below. It was not possible to locate any 
document of relevance for community engagement staff, nor for data staff. 

Generic frameworks or guidelines 

 The Global Health Network Professional Membership Scheme [19] 
 MRCT’s Harmonized Core Competency Framework for the Clinical Research Professional [22] 
 Responsibilities, Liabilities and Risk Management in Clinical Trials of Medicines (UK Dept. of Health) 

[28]  
 Research Governance Framework for Health and Social Care (UK Dept. of Health) [29] 

Laboratory scientist 

 Laboratory Technician Job Profile (National Careers Service) [30] 
 Research Scientist – Medical (Prospects Career Information) [31] 
 Scientific Laboratory Technician (Prospects Career Information) [32] 

Trial pharmacist 

 Professional Guidance on Pharmacy Services for Clinical Trials (Royal Pharmaceutical Society) [33] 
 Pharmacy Support for Clinical Trials (Barts Health NHS) [34] 
 Pharmacy: Clinical Trials (Blackpool Teaching Hospitals NHS) [35] 

Research nurse 

 Competency Framework for Clinical Research Nurses (Royal College of Nurses) [25] 

Study physician 

 Research Competencies Framework for Clinicians (Royal College of Surgeons) [36] 

(Principal) investigator 

 Référentiel général de contenu d’une formation à la recherche clinique sur le médicament pour les 
investigateurs (AFSSaPS) [37] 

 Investigator Responsibilities Principal Investigators, Co- Investigators and Consent Designees, Post-
Doctoral Fellows, and Ph.D.s (Johns Hopkins Medicine) [38] 

 Investigator’s Responsibilities (ICH-GCP) [39] 
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Trial manager/Project coordinator 

 CRC Research/Trial Administrator Competency Framework (NISCHR) [40] 
 Task, Knowledge and Competency Framework for Trial Managers (NIHR Trial Managers Network) [18] 

Quality control monitor 

 A day in the Life of a Monitor  [41] 
 Training Needs of Clinical Research Associates  [17] 
 Monitoring Responsibilities (ICH-GCP) [42] 
 Clinical Research Associate (Prospects Career Information) [43] 

Ethics committee (EC)/Institutional review boards (IRBs) 

 Core Competencies for Clinical Ethics Committees (UK Clinical Ethics Network) [44] 
 Roles and Responsibilities in Clinical Trials: Institutional Review Boards (IRBS) (The CRA’s Guide to 

Monitoring Clinical Research) [45] 
 Operational Guidelines for Ethics Committees That Review Biomedical Research (WHO) [46] 
 Institutional Review Board/Independent Ethics Committee (IRB/IEC) Responsibilities (ICH-GCP) [47] 

Sponsor  

 Roles and Responsibilities in Clinical Trials: Sponsors (The CRA’s Guide to Monitoring Clinical Research) 
[45] 

 Sponsor’s Responsibilities (ICH-GCP) [48] 
 Sponsorship Principles (NHS R&D Forum) [49] 

 

NVivo, a software programme to support qualitative research, was used to categorise the information 
found in these documents into themes or ‘nodes’, an operation commonly referred to as ‘coding’ the 
qualitative data [50]. Eight broad themes, highly inspired from the MRCT Competency Domains, were 
initially used as a basis for coding – Scientific concepts, Ethics, Clinical trial operations, Site management, 
Data management & Information Technology (IT), Communication and reporting, Teamwork and 
Professionalism, Other (not falling in any of the previous categories). The MRCT’s Harmonized Core 
Competency Framework [22] was chosen as a basis for categorisation because it is the broadest pre-
existing framework in terms of roles observed, and most flexible due to its comprehensive knowledge 
domains.  

Following this literature search and analysis, real-life job descriptions for each role were then collected 
by contacting global collaborative groups and by performing repeated, purposive Google searches for job 
descriptions of the aforementioned roles and titles (Table 1). In line with the broad scope of the project, 
care was taken to ensure that information originated from a broad range of locations and study types 
(maximum variation sampling), with particular attention given to LMIC settings. An overview of the 
achieved coverage for different world regions (using WHO classification [51]), country income groups 
(World Bank classification [52]) and type of sponsorship or funding (public or private) is provided in Table 2 
below. 



9 

The job descriptions were coded and categorised alongside the existing frameworks and guidelines in 
NVivo. The coding activity was performed by two coders working in close collaboration. As the database 
grew to 116 job descriptions, the coders gained new insights into the activities and responsibilities of 
research professionals, which led to continuous reshaping of the coding scheme into categories and sub-
categories. The need for creating and grouping new nodes was systematically discussed and agreed 
between the two coders. The process of data collection, coding and refinement of categories was 
continued until saturation was reached: at this point, the two coders were satisfied that new job 
descriptions or other documents could be fully coded using pre-existing nodes and did not bring any 
information that was not previously encountered. 

At this point, the content of each node (about 20 to 200 quotes from the analysed documents), was re-
examined and synthesised into a description for each node, with associated keywords most frequently 
occurring into the quotes. Those descriptions readily gave the definitions for the competencies included in 
the Competency Dictionary associated to the TDR Global Competency Framework for Clinical Research. 

 

Table 2 – Settings of the source documents analysed, by job role. Each analysed framework, set of guidelines 
or job description was assigned a type of funding/sponsorship, a World Bank income group, and a WHO world 
region, depending on its source and its intended audience. For each job role, the total number of documents 
analysed is indicated, with some documents relevant to several job roles. The sponsor is not shown, as only 5 
documents could be found for that role, with very little variation. Of note, some documents could not be 
categorised (e.g. not country-specific). No single document could be found originating from or specifically 
applying to the Eastern Mediterranean WHO world region. QC: Quality Control. EC/IRBs: Ethics 
Committees/Institutional Review Boards. 

 

 

  

Funding / 
Sponsorship 

 
Income group 

 
World region 
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E x p e r t  r e v i e w  

The initial development as described above resulted in a draft version of the TDR Global Competency 
Framework for Clinical Research, to lay the groundwork for expert review and discussion. The draft version 
of this report and its accompanying framework was delivered to TDR by The Global Health Network in 
February 2015. The subsequent experts’ meeting took place in late September 2015 in Geneva, under the 
leadership of TDR. The aim of the meeting was to assess the proposed draft, and to develop a strategy for 
validation and implementation in practice of the competency framework.  

As per January 2016, feedback from experts, as collected at the meeting and over emails in the last 
quarter of 2015, has been accounted for into the version here presented. Major changes, especially 
regarding the design and organisation of the framework, have been submitted to the group for 
confirmation. Conflicting views expressed by the participants were resolved by The Global Health Network 
in collaboration with TDR. The decision-rule was as follows: modifications, especially if implying creation of 
new nodes (competencies), were kept to the minimum, with rephrasing, reorganising and building on pre-
identified competencies being preferred. The rationale for that approach was to keep consistent with the 
initial development phase, which aimed to be life data-driven. 

In the near future, it is expected that working groups will be formed to further refine the competency 
framework with The Global Health Network and TDR, especially to continually update and improve it as it 
gets released and used, to adapt it back to specific roles, and to eventually assess its impact. 

 

 

 

Res ults :  A  compreh ensi ve  TDR Globa l  Comp etency  Frame wor k for  
C l in ica l  Research ,  support ed  b y  pra ct ica l  i mple mentat i on  too ls  

The finalised TDR Global Competency Framework for Clinical Research consists of a Competency Wheel 
(Figure 1, page 11) and multiple supporting tools. 

The Competency Wheel visually presents the framework with its 50 competencies, distributed into 5 
categories. The core ‘Professional Skills’ category is surrounded by 4 thematic categories (‘Scientific 
Thinking’, ‘Ethics, Quality & Risk management’, ‘Study & Site(s) management’ and ‘Research Operations’). 
The thematic categories are each further divided into 3 to 4 areas of competencies. 
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Figure 1 – Competency Wheel: an Overview of TDR Global Competency Framework for Clinical Research. 
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The Competency Wheel (Figure 1, page 11) is supported by the following tools, which aim to clarify it 
and to facilitate its use and continued improvement: 

 

1. A Competency Dictionary which provides detail on what is 
meant by each of the 50 competencies. The Competency 
Dictionary thus explains the overall, generic framework by 
suggesting a definition, further clarified with keywords, for each 
competency. Essential skills and knowledge required to master 
the competency are also listed along with the competencies that 
are related to it and that appear elsewhere in the framework. 
Usual abilities associated with the competency are given – but 
without those illustrative examples being job-specific. 

 

2. A Competency Radar, which can be used to grade individuals on 
each of the areas of competency. An empty template sheet is 
provided and can be photocopied for re-use; and a completed 
sheet is also given as an example (shown aside). 
Some guidance on scoring and evaluating one’s level is included, 
which builds on the grading scheme developed for The Global 
Health Network Professional Membership Scheme [19]. 
Consistent grading should be used as much as possible, to 
facilitate comparisons of competency levels, over time and 
between individuals. 

 

3. The Competency Radar and grading scheme can be used with 
the Role-specific Frameworks. The latter are still in development 
as of September 2016, and are envisioned at least for the 11 
different roles in clinical research included during the framework 
development stage. Each role-specific framework will add a layer 
of detail by illustrating the specific abilities associated to the 
competencies that are relevant for that particular role. Where 
relevant, abilities are also labelled as junior/senior levels to show 
the difference in the level of competency expected from various 
staff. With this added level of detail, the Role-specific 
Frameworks should therefore help the individual find the 
appropriate score corresponding to their demonstrated 
behaviour. 
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To facilitate both the reading of this report and the practical use of the framework, none of the 
supportive documents is included within this section, but they form the core of one separate document, 
and can be accessed at: https://globalhealthtrials.tghn.org/global-competency-framework-clinical-
research/. 

 

 

 

Discuss ion 

The Global Competency Framework and its supportive documents aim to provide a ‘best of both’, in 
terms of providing on the one hand a flexible, adaptable, and thus generic framework and dictionary which 
can be applied to any research team; and, on the other hand, specific, evidence-based individual 
frameworks which more fully cover each of the 11 roles discussed. The resulting role-specific frameworks 
will be fully integrated within the broader framework here presented: this should help individuals develop 
career progression plans, by highlighting the competencies that are relevant to alternate roles. The role-
specific frameworks aim to provide a ‘usual case’ of the job roles described, and can therefore also be used 
to create job descriptions, learning curricula, and so on. 

As described, the frameworks have been carefully developed by researchers at The Global Health 
Network and reviewed by clinical trials experts, whose feedback was incorporated as required. Further 
evaluation was outside the scope of the project so far, but is recommended so as to iteratively improve and 
validate the work, and especially for the reasons outlined below. 

Breadth could hamper practicality and applicability to all research settings 

This framework aims to cover globally applicable research, and thus job descriptions from many diverse 
locations and trial types were taken into consideration. While this provides the widest possible range of 
competencies and highlights the connections between apparently different roles, it also means that some 
of the tasks and roles will not be applicable to some locations/situations. Further validation with users 
would enable the authors to test how teams need to adapt the generic Global Competency Framework 
while in use, and provide appropriate instructions and support to future users. 

It is our hope that the global picture provided will facilitate career development and therefore help to 
build the research capacity in LMICs, by emphasising the bridges that exist between job roles, e.g. research 
nurses and trial managers, or study physicians and (principal) investigator. 

Job descriptions are a real-life, pragmatic source of data, but might not always be accurate 

Job descriptions have been used as an easily accessible means of determining the roles, tasks, and ideal 
attributes of applicants. They were an ideal basis for the scope of this project since they clearly provide a 
list of the activities each individual undertakes, the training basis required for that role, and which key skills 
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or personal attributes are desirable or essential. However, there could of course be a discrepancy in what a 
job description describes and the actual day-to-day tasks undertaken by an individual. Further means of 
refining the framework and especially its competency dictionary, with tasks and behaviours required for 
each competency, are therefore suggested below.  

Now that the global picture has been developed, refinement is needed on some specific roles 

Some of the job roles were problematic in the analysis for varying reasons, warranting further 
evaluation of their specific framework in practice. For example, the role of sponsor in particular would 
benefit from further study; job descriptions for ‘sponsor’ roles are not available, and thus it will be difficult 
to develop a specific framework for this role, which would rely solely on documents such as the ICH-GCP 
guidelines outlining the responsibilities of the sponsor. Further study which seeks to address the 
responsibilities and activities of the sponsor, perhaps particularly focussing on the difference between 
industry and academia, would be interesting and necessary to complement the limited information 
collected with the present approach. From the experience of the authors and TDR, clarifications of the 
boundaries between the role and responsibilities of sponsors, funders and investigators would be 
particularly helpful to researchers in LMICs seeking to carry out a locally-led clinical study. 

A different but linked problem is evident with job roles such as the trial manager. In contrast to the 
sponsor, a huge amount of very diverse information was available on the activities of the trial manager, 
showing that this role can cover all manner of tasks depending on the situation. Therefore, the anticipated 
‘specific’ trial manager framework will still be extremely extensive, and will require further editing each 
time it is used, depending on the level of responsibilities that the team in question is attributing to their 
trial managers. The same could be said of research nurses, who may be fulfilling the tasks of trial managers 
in many situations, and a great deal of crossover was noted between the two roles: this, again, supports the 
value of a single generic framework. 

 

S u g g e s t i o n s  f o r  v a l i d a t i o n  a n d  n e x t  s t e p s  

In light of the general support given to the framework by the expert panel, we recommend bringing it to 
practice, so as to learn from the experience of early adopters. From the authors’ experience, once an 
overall design and categorisation of competencies had been agreed, it was possible to update the 
framework very easily, without significantly altering its overall structure: this goes in favour of moving the 
framework forward. It is expected that feedback from working groups, collaborators and users of the 
framework will require continuous modifications, which will lead to rephrasing competencies, adding some 
new ones under broader areas, and updating the dictionary accordingly, but without fundamentally 
questioning the overall structure. 

While work remains around the more detailed, role-specific frameworks, it is recommended that the 
overall validation of the framework seeks to: 

 Show face validity, by ensuring that individuals who are currently working in each role understand 
the competencies suggested, and how they apply to their role; 
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 Determine whether key tasks have been identified and are clearly covered within one competency or 
another, through observation and/or discussion with individuals in each role; 

 Determine what the ‘predictors of success’ are for each role, i.e. which behaviour demonstrates that 
the individual has mastered a competency and makes them stand out as a top performer. This will 
enable the creation of a more compressive grading scheme. 

Lucia and Lepsinger [26] recommends that validation of core competency frameworks can be achieved 
through focus groups and surveys. Surveys with individuals of each role could encourage individuals to rate 
the relevance of each competency to their role, and how often they use that competency in their usual 
job’s activities. Focus groups would provide in-depth information about how people feel about which 
competencies, skills and ways to apply them are key to performing their jobs well.  
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