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palavras-chave 

 
Grupo de Neurofarmacologia Clínica da Unidade Neurológica de Investigação 
Clínica, coordenadora de estudos clínicos, ensaios clínicos, estudos 
observacionais, centros de investigação.  

resumo 
 

 

Este relatório diz respeito a várias actividades e projectos desenvolvidos num 
Centro Clínico de Investigação Biomédica – O Grupo de Neurofarmacologia 
Clínica da Unidade Neurológica de Investigação Clínica do Instituto de 
Medicina Molecular – realizado no período de 13 de Setembro de 2010 a 13 de 
Junho de 2011, no âmbito do estágio como coordenadora de estudos clínicos. 

O estágio insere-se nas actividades curriculares do segundo ano do Mestrado 
em Biomedicina Farmacêutica da Universidade de Aveiro. 

Neste relatório, serão abordadas as actividades de coordenação de ensaios 
clínicos e estudos observacionais, bem como as actividades de investigação 
desenvolvidas paralelamente ao estágio. 

No decurso do estágio, pude pôr em prática os conhecimentos adquiridos ao 
longo do Mestrado e aprofundar o meu conhecimento e interesse na 
importância dos centros de investigação e do papel dos coordenadores de 
estudos na correcta realização de estudos clínicos, garantindo, sempre, os 
direitos, a segurança e o bem-estar dos participantes, assim como, a qualidade 
dos dados gerados. 

Este estágio permitiu, também, compreender as dificuldades logísticas que um 
centro de investigação se depara na condução de ensaios clínicos. 

 
Em conclusão, o estágio permitiu-me pôr em prática o conhecimento adquirido 
na Universidade, funcionando como uma ponte entre o mundo académico e o 
mundo laboral. 
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abstract 

 
This report is about a series of accomplished activities and projects carried out 
in a Clinical Research Centre of Biomedical Research – the Clinical 
Neuropharmacology Group of the Neurological Clinical Research Unit of the 
Instituto de Medicina Molecular - from September 13

th
 2010 to June 13

th
 2011, 

under the scope of training as a study site coordinator of clinical studies.  

This training occurs during the second year of the Master’s degree programme 
in Pharmaceutical Biomedicine at the University of Aveiro.  

Here, activities as a study coordinator of clinical trials and observational studies 
will be dealt with, as well as research activities that I have developed parallel to 
the training. 

During the training I had the opportunity to apply the knowledge that I acquired 
during the Master’s programme. I was able to achieve skills and a better 
comprehension of the importance of a clinical research site and of the role of a 
study coordinator for the proper conduction of clinical studies. This is 
fundamental to always ensure the rights, safety and well-being of the 
participants and the quality of the generated data.  

 
This training also helped me understanding the logistics difficulties that a site 
might have to overcome related to the conduction of clinical trials.  
 
In conclusion, the training allowed me to put in practice what I learnt in the 
University, functioning as a bridge between the academic and the working 
worlds. 



 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

"Satisfaction lies in the effort, not in the attainment. Full effort is full victory.” 

 

Mahatma Gandhi 
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1. Introduction 

The present report is about a nine-month curricular training in clinical research that occurred during the 

second year of the Master’s degree in Pharmaceutical Biomedicine, at the Clinical Neuropharmacology 

Group of the Neurological Clinical Research Unit (NCRU) of the Instituto de Medicina Molecular (IMM). It 

was supervised by Professor Joaquim Ferreira and Professor José Carlos Lopes.  

This report is divided into five main groups: introduction – chapter 1, state of the art – chapter 2, on-

the-job training – chapter 3, my contributions to the site – chapter 4, and research activities developed during 

the training – chapter 5. 

In subchapter 1.1, the history, vision, organisation and activities performed by the Neuropharmacology 

Group of the NCRU of the IMM is described. Its main areas of interest as a clinical research site are also 

described. The objectives of this training are detailed in subchapter 1.2.  

In chapter 2, the state of the position of clinical research sites and their importance in the world of 

clinical research are provided.  

The general and specific experience acquired during the training is reported on chapter 3. In subchapter 

3.1, the mainly oral general training received at the beginning of this training is stated. In subchapter 3.2, all 

the specific activities that I performed and was involved in, related to coordination of clinical trials and 

observational studies at a clinical research site, henceforth referred to as “site”, since the beginning of a new 

trial or study to the closeout of the trial, as well as co-monitoring of a prospective cohort study are explained. 

Chapter 4 is about of my contributions to the site. In subchapter 4.1, some practices that I contributed to 

their implementation at the site to improve the management of some clinical trial documents are highlighted. 

During the training I developed Standard Operating Procedures (SOPs), as stated in subchapter 4.2, in order 

to give my contribution in preparing the site for a possible implementation of a quality management system.  

Projects which I developed as academic research are described in chapter 5, indicating the context of 

the project, their objectives and conclusions, specifically, the development of an observational study and the 

writing of a review article. 

Discussion of this, as well as conclusions about the entire training are carried out in chapter 6 and 7, 

respectively. 



 

Training in Clinical Studies Coordination in a Research Centre 

2 

 

In order to write this report, the bibliography in chapter 8 was consulted. 

To contextualize this topic, it is important to clarify some basic concepts related to clinical trials and 

observational studies. 

According to ICH-GCP (1), a clinical trial (CT) is “any investigation in human subjects intended to 

discover or verify the clinical, pharmacology and/or other pharmacodynamic effects of an investigational 

product(s), and/or to identify any adverse reactions to an investigational product(s), and/or to study 

absorption, distribution, metabolism, and excretion of an investigational product(s) with the object of 

ascertaining its safety and/or efficacy”. As stated in the ICH-E8 (2), the clinical drug development can be 

classified either according to the temporal phases (from phase I to IV) or according to the objective: human 

pharmacology, therapeutic exploratory, therapeutic confirmatory and therapeutic use. Sometimes, “the phase 

of development provides an inadequate basis for classification of clinical trials because one type of trial may 

occur in several phases” (2). Therefore, it is preferable the use of the approach by objective.  

Human pharmacology trials are usually identified with Phase I studies and are carried out in healthy 

volunteers or in certain type of patients. It is the first administration of a new investigational drug into 

humans. The objective is to assess the tolerance, to describe the pharmacokinetics and pharmacodynamics 

profiles of the drug, to explore the drug metabolism and interactions, and to estimate the activity of the drug. 

The therapeutic exploratory study is associated to Phase II studies as the primary objective is to explore 

the therapeutic efficacy in individuals with the target disease. This kind of study is aimed to explore the use 

of the drug for the targeted indication, to estimate the dosage for the subsequent studies and to provide the 

basis for confirmatory study design, endpoints and methodologies. These studies are usually conducted in a 

small group of patients. 

The goal of a therapeutic confirmatory study is to demonstrate or confirm the efficacy of the drug and 

to establish a safety profile. Consequently, therapeutic confirmatory studies are identified with Phase III 

trials. This type of study also provides an adequate basis for assessing the benefit/risk relationship to support 

marketing approval and to explore the dose-response relationship or the drug’s use wider populations, in 

different stages of the disease or in combination with another drug. 

Phase IV begins after the drug approval. In the therapeutic use study, the objective is to refine the 

understanding of the benefit/risk relationship in general or special populations and/or environments, to 

identify the less common adverse reactions and to refine the dosing recommendation. 

An observational study (OS) does not involve an intervention. It is only the observation of the 

phenomenon. When observational studies involve medication, this is prescribed according to the conditions 

described in the marketing authorisation since the inclusion of the participant in a particularly therapy 

strategy is not imposed by a trial protocol, but by the common clinical practise. Also, participants should not 
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be submitted to any additional evaluations, and the data collected is to be analysed by epidemiological 

methods (3). 
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1.1. Vision about the host institution 

The NCRU is one of the several units of IMM, dedicated to research in neurosciences and headed by 

Professor José Ferro (4).  

The objective of the NCRU is to study the clinical epidemiology of diseases affecting the nervous 

system to increase the knowledge and foster the prevention and treatment of major prevalent and disabling 

disorders.  

The main interest work areas of the NCRU are dementia, stroke and Parkinson’s disease (PD). The 

work aims to identify the risk factors, including ecological and genetic, and the prognostic factors which lead 

from an independent life to dependency or death. It also involves the development and evaluation of 

therapeutic interventions that could potentially delay or prevent transition from a healthy state to disability 

and death. The NCRU has a strong collaboration with the ten Principal Investigators (PIs), based on similar 

clinical investigation methodologies and features of research expertise (4, 5). The way that the IMM is 

organised and the position of the NCRU in the structure of the IMM, as well as the NCRU working groups 

are shown in the chart in figure 1. 

 

Figure 1 Organisation and structure of the IMM research programmes, particularly the Neurosciences  



 

Training in Clinical Studies Coordination in a Research Centre 

5 

 

Adapted from 4. 

 

The Clinical Neuropharmacology Group of the NCRU, whose PI is Professor Cristina Sampaio, “aims 

to contribute to the development of effective and safe therapeutic interventions for neurodegenerative 

diseases through the establishment of optimized methodologies and infrastructures for the assessment of the 

clinical impact of those interventions” (6). This research group is interested in:  

 Parkinson’s disease 

 Movement disorders 

 Clinical Trials 

 Systematic Reviews 

 Cochrane collaboration 

 Pharmacoepidemiology 

My training was performed in one of the interest areas of the Clinical Neuropharmacology Group of the 

NCRU: the Clinical Trials. This group has been dedicated to Clinical Trials and Observational Studies, 

especially with regard to movement disorders, since 1999.  

But, long before the existence of the IMM, in the genesis of the Clinical Neuropharmacology Group of 

the NCRU were involved the movement disorders unit of the Neurology Department (ND) of the Hospital de 

Santa Maria, now called Centro Hospitalar Lisboa Norte, E.P.E. - Hospital de Santa Maria (CHLN, E.P.E. – 

HSM), with Professor Alexandre Castro-Caldas, Professor Virgílio Durão and Professor Cristina Sampaio 

(7).  

However, at that time, there was little financial support for clinical research in Portugal. In the 1967, 

the Junta Nacional de Investigação Científica e Tecnológica (National Board of Scientific and Technological 

Research) was created, which managed the funding of institutions of higher education and postgraduates 

fellowships. But only in August of 1997 did the Fundação para a Ciência e Tecnologia (FCT) (Foundation 

for Science and Technology) begin its work, succeeding the Junta Nacional de Investigação Científica e 

Tecnológica after its close in 1995. The mission of FCT is to promote the progress of scientific and 

technological knowledge in Portugal by providing funding after it has evaluated the merit of proposals from 

institutions, research teams and individuals in public bids (8).   

The mission of the IMM is to promote basic, translational and clinical research in biomedicine with the 

purpose of contributing to a better understanding of disease mechanisms, developing new predictive tests, 

improving diagnostic tools and developing new therapeutic approaches. 
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Located at the campus of the Lisbon Faculty of Medicine, the IMM is a private non-profit Associate 

Laboratory of the Portuguese National Ministry of Science, Technology and Higher Education and has been 

working since December of 2001 (4, 9). 

The IMM resulted from the association of one centre from the Portuguese Institute of Oncology 

Francisco Gentil and five former research units from the Lisbon Faculty of Medicine; one of those five being 

the “Lisbon Neurosciences Centre” (9). 

The creation of the IMM facilitated the clinical research for many reasons. On one hand, it is an 

institution financed mainly by Public Governmental funds, the European Union and Private foundations. And 

on the other hand, it is particularly interested in creating bridges with the clinical research, taking advantage 

of their close relationship with the CHLN, E.P.E. – HSM, the largest academic teaching hospital in Portugal.  

Recently, the Lisbon Faculty of Medicine, the CHLN, E.P.E – HSM and the IMM inaugurated a new 

institutional collaboration with the creation of the Lisbon Academic Medical Centre. This is a consortium in 

which each of the three institutions involved has kept its own identity and autonomy. However, they all share 

the vision of developing the academic dimension of medicine by fostering translational research, 

modernising the post-graduate medical education, reinforcing international cooperation, promoting a more 

efficient use of human and financial resources and taking advantage of the synergies created from sharing the 

same university campus. This spirit of cooperation emerged after those institutions have realised that only 

effective articulation between medical teaching, patient care and scientific research could set the ground for 

competitiveness at both national and international levels. The main mission of the Lisbon Academic Medical 

Centre is to give the best product to the healthcare consumer, in order to gain life years and to improve 

patient’s quality of life. One of the future projects is the creation of a Sponsor unit with ability to develop and 

implement research protocols reflecting a good research education for the practise of every healthcare 

professional offering to the patients the best technical, scientific and human resources (10). 

The movement disorders group (MDG), from the Clinical Neuropharmacology Group of the NCRU, 

conducting clinical trials is composed of competent and qualified staff for the practice of clinical trials, such 

as investigators specialists and residents in neurology, study site coordinators (SC), study nurse, laboratory 

technician and pharmacists.  

Improving the patient’s quality of life facilitating efficient and clinical research with quality is the main 

mission of the MDG. The group has been dedicating to Parkinson’s disease, cervical dystonia, neuropathic 

pain, multisystem atrophy, Huntington’s disease and spasticity. Since the beginning of its activities as a 

structured clinical site until now, MDG has participated in a total of 46 CTs, as showed in figure 2.  From 

figure 2 to 6, data were compiled from records kept at the site with every CT title and phase, as well as the 

OS title conducted since the beginning of the site functions. I worked on these data and summarised them in 

these figures. 
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Figure 2 Number of CTs implemented in MDG from 1999 to June 2011 

Total=46 CTs. Source: See main text. 

PD is obviously the main target of clinical research by MDG with a total of 33 CT in almost every CT 

phase of new drug development with a higher incidence of phase III CTs as showed in figure 3. 

 

 

Figure 3 Number of CTs in PD per phase from 1999 to June 2011 

Source: See main text. 

Figure 4 shows the remaining areas of interest of the MDG per each phase of the development of a new 

drug in which phase III of the CTs are highlighted. 
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Figure 4 Number of CTs in other diseases per CT phase from 1999 to June 2011 

Source: See main text 

CTs Study Coordinators from MDG have also been collaborating with other diseases apart from 

movement disorders, such as Alzheimer’s disease (AD), epilepsy, multiple sclerosis (MS), and familial 

amyloid polyneuropathy (FAP), among other collaborations since the year of 2002 or 2003 as showed in 

figure 5. In this situation, the MDG provides the facilities for conducting a CT, the support with regard to its 

submission and the logistics work of the SC.  

 

Figure 5 Collaboration of the MDG in CTs coordination in neurological diseases since 2002/3 until 

June 2011 

Total=38 CTs. Source: See main text. 
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Adding the MDG CTs to the several collaborations in other areas, the site has conducted a total of 84 

clinical trials in twelve years of existence. Currently, the site has 22 ongoing CTs. 

Nevertheless, this site activity is also focused on the conduction of observational studies, not only in 

movement disorders, but also and mainly in MS (Figure 6). 

 

 

Figure 6 Number of Observational Studies conducted in MDG clinical site until June 2011 

Source: See the main text. 

The place where I worked during my training is appropriate for the conduction of CTs because it has 

the advantage of having a functional unit where the patient can undergo all CT procedures in the same place 

without having to move from one place to another. It is a clinical research site containing all the necessary 

features for performing CTs according to ICH-GCP (1): 

- Dedicated and qualified staff who carry out the CTs; 

- Well-established recruitment logistics – potential candidates are identified at the outpatient clinic 

of the ND of the CHLN, E.P.E. – HSM, in the private practice and through a movement disorders 

database; 

- Room where CT visits are conducted; 

- Room where neuropsychological evaluations are performed;  

- Archive and monitoring room; 
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-  A study coordinator and investigator’s office;  

- Department of CTs in the hospital pharmacy; 

- Computers with internet access; 

- Calibrated material: Scale, tympanic thermometer, blood pressure and ECG machines Ability to 

collect biological samples, processed and stored either at room temperature or frozen (calibrated 

refrigerated centrifuge with programmer, refrigerator and freezer); 

- First aid unit. 

1.2. Training Objectives 

The objectives that I set myself to accomplish with this training were to: 

- Know the procedures behind the functioning of a clinical research site; 

- Apply multi-disciplinarily background knowledge to the practice of a clinical research site 

coordination; 

- Acquire skills and qualification in the coordination of a clinical research site; 

- Apply the knowledge of the different steps of a Clinical Trial; 

- Gain awareness, empirically, of the quality assurance procedures of a Clinical Trial  – monitoring 

procedures; 

- Develop and implement Standard Operating Procedures (SOP) for NCRU. 
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2. State of the Art 

Clinical research is the research carried out in human beings, whether they are healthy volunteers or 

patients. It is generally performed by healthcare professionals in hospitals or other healthcare units with the 

purpose of improving a patient’s quality of life, informing the patient about all the different treatment 

alternatives currently available, delivering better treatments and providing the best medical care. 

Clinical research sites emerged as a response to the increasing demand for the safety and well-being of 

participants and the quality of data generated. Therefore, clinical research sites should be structured in order 

to facilitate the conduction of research projects. As shown in figure 7, study research teams must be 

composed of qualified staff with expertise, such as doctors, health technicians, study coordinators, nurses and 

secretaries. Sites should be placed in a well-established structure, possessing all the necessary criteria to 

conduct a clinical trial, such as a room to observe the patients, nursing/working room, archive and monitoring 

room, place to collect, process and store biological samples, and to store the IP (11). 

 

Figure 7 Operational structure of a clinical research site (11) 
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Thus, a clinical research site conducts research projects like CTs, but also other studies such as 

epidemiological, genetic and diagnostic studies.  

In Portugal, there are not enough clinical research sites with an established structure and operation as 

the MDG from the Clinical Neuropharmacology Group of NCRU. Most of the CTs are carried out in hospital 

departments by the investigator and possibly a nurse, but without the logistical organisation of a clinical site. 

Consequently, they may not have a good recruitment strategy, time and conditions to efficiently run a 

productive CT and generate data with the desired quality. A lack of clinical research tradition in the 

Portuguese healthcare units and the absence of a policy promoting and funding clinical research could justify 

this low productivity of clinical research in our country (11). 

However, the Portuguese Republican Assembly has recently made a recommendation to the Portuguese 

Government to promote the creation of pilot centres for the conduction of CTs in interested reference 

hospital units prepared for CT conduction (12). Therefore, those centres should have at least one responsible 

doctor and two assistants with the time and willingness to perform this activity (12).  

Knowing the Portuguese situation in relation to clinical research, it is interesting to know the state of 

the art in another European country, specifically, regarding research sites. An example could be France. In 

France, there are the Centres d’ Investigation Clinique (13) coordinated by Institut National de la Santé et de 

la Resecherche Médicale (INSERM) and implemented by the government (14).  

Those sites are placed in university hospitals and can also be the result of a partnership with university 

hospital centres and INSERM (15). There are more than 50 CIC in France. Each hospital has its CIC (14). 

Examples of French CIC are: CIC of Group Hospitalier Pitié-Salpêtrière (13) and CIC of Hôpitaux de 

Toulouse (16). 

Besides CICs, France has also the Centre National de Gestion des Essais de Produits de Santé 

(CeNGEPS), that is a public/private partnership for clinical research with the objective “to recruit more 

people, more quickly and more efficiently” (17) . So, CeNGEPS helps only in recruitment to CTs and does 

not offer support during the conduction of CTs as CICs do.  

In spite of the Portuguese Republic Assembly has taken a big step towards the incentive of the 

implementation of clinical research centres, there is still a big effort to do and a long road to walk to change 

our tradition concerning the funding and conduction of CTs. The focus should be on the implementation of 

functional clinical research sites that would play a key role in clinical research by offering the conditions to 

develop and carry out academic clinical projects and to run CTs with the required expertise according to 

timelines and achieving global goals. 
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3.  On-the-job training 

During the entire training, I did not only perform activities related to coordination of clinical studies. I 

was also involved in other kind of projects related to academic research and quality. Different activities and 

the perception of the time spent on performing them is given in figure 8. 

Period of time

Training in Coordination of Clinical Studies

Writing of SOPs

Management of an OS

   Writing of the protocol

   Writing of the ICF

   Writing of the questionnaire

   Presentation of the study

   Proposal for a seed fund request

Writing of a Review Article

Mar-11Sep-10 Oct-10 Nov-10 Apr-11 May-11 Jun-11

Activities

Dec-10 Jan-11 Feb-11

 

Figure 8 Timeline with the activities performed during the 9-month training 

In this chapter 3, it is described the general training that I received at the beginning of this experience 

and then, the acquired specific training as a study coordinator of CTs and OSs, as well as the co-monitoring 

activities of an OS that were performed. 

3.1. General Training 

When this training began, the clinical trial site and its procedures were introduced to me, in order to be 

able to co-work directly with the study coordinators in the daily activities of the research site, to collaborate 

with investigators - by helping them with study procedures - and with the entire research team. This 

established a good communication network that enabled the interaction with study participants and with the 

Sponsor/Contract Research Organisation (CRO). 

The system in which I developed my training activities is highly regulated to protect all parties involved 

in the CTs.  I was required to have a profound knowledge of those regulations and to be able to apply them. I 
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worked directly with confidentiality issues related to patients (trial subjects), which assure that their rights, 

safety and well-being is protected, particularly: 

- Directive 2001/20/CE April 4
th

 (18),
 
which arose for the purpose of improving clinical 

research in Europe, defining the Good Clinical Practices (GCP) for the conduction of CTs with 

medicines for human use, and was transposed into national law four years later originating the 

Decree-Law 46/2004 of August 19
th

  (3); 

- Directive 2005/28/CE April 8
th

 (19), which states the principles and guidelines for Good 

Clinical Practices of experimental drugs for human use, and was transposed into national law 

originating the Decree-Law 102/2007 of April 2
nd 

(20); 

- ICH-GCP (1): Good Clinical Practices which were followed in every situation because it states 

the ethical and scientific quality standard for conducting CTs and generating clinical data of 

human subjects; 

- Directive 95/46/CE October 24
th

 (21) relative to the protection of individuals with regard to 

the processing of personal data and the free movement of such data, was transposed to national 

Law nº 67/98 “Personal data protection” on October 26
th

 (22) and the Resolution nº333/2007 

(23) regarding personal data protection in CTs with medicines for human use. I had to know 

and apply those laws when informing patients during the Informed Consent Process (ICP) that 

their personal data would be confidentially locked, handled and introduced into a password-

protected database in order to carry out statistical analysis and that all subject information 

would remain anonymous. This was also true when handling a subject’s data.  

- Helsinki Declaration (24) - Ethical Principles for Medical Research Involving Human Subject 

which was adopted by the 18
th

 WMA General Assembly, Helsinki, Finland, June 1964, and the 

last amended at the  59
th

 WMA General Assembly, Seoul, October 2008. It is a statement of 

ethical principles for medical research involving human subjects, including research on 

identifiable human material and data. 

I also had to know the CHLN, E.P.E. standards for clinical research, its own financial contract and 

mandatory questionnaires to submit an OS or CT for Ethics Committee (EC) evaluation. 

3.1.1. Organisation and Operation of the Movement Disorders group of NCRU 

During the first week of training, I was given an overview of the organisation of the movement 

disorders group of the NCRU, especially regarding the operation of the site, as well as its hierarchical 

structure. This knowledge was consolidated over time.  
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The research team is composed of investigators and sub-investigators, study coordinators, a laboratory 

technician, a study nurse and pharmacists.   Each person in the team has defined roles according to ICH GCP 

(1), therefore: 

- Investigators and sub-investigators are qualified, trained and with experience in conducting 

clinical trials in the main interest areas of this group. They are responsible for recruiting 

participants, providing adequate medical care to CT subjects, ensuring the safety and well-

being of the patient during the CT, prescribing the investigational product and administering it 

to the participant and resolving queries and withdrawal subjects from the CT, if applicable. 

- The logistic organisation of all administrative tasks related to CTs, the organisation of study 

procedures during the different visits of CTs, the following-up of patients and instructing them 

in the study procedures, for example filling in patient’s diaries and questionnaires are all tasks 

delegated to the SC.  The carrying out of electrocardiograms (ECGs) and checking of vital 

signs, processing of biological samples, data entry in the case report form (CRF), resolution of 

queries and following the monitoring visit (MoV) are all also part of the SC’s daily routine. 

- The laboratory technician is responsible for the collection of the biological samples under each 

protocol visit. The study nurse also collects biological samples as a back up for the Laboratory 

technician and gives support with the patients. 

- The hospital pharmacy is responsible for receiving, storing, dispensing and for the accounting 

of the investigational product (IP). As this site is dedicated to movement disorders, a circuit 

for delivering and receiving the IP between the CT department of the hospital pharmacy and 

the site was established, otherwise, the patients might have difficulties in reaching the 

pharmacy to get the medication.  

3.1.2. Good Clinical practices 

During the training, the importance of being compliant with ICH GCP (1) in our daily practice was 

always reinforced. Therefore, I had the opportunity to do an Online “Training Course on ICH Good Clinical 

Practices for Trial Sites” by SCEPTER™. 

3.1.3. Clinical trials specific protocol, procedures, investigational product and 

organisation of the archive 

As I was in contact with the different CTs, the SC trained me on the study protocol, visit procedures 

and the logistics relative to each CT, taking into consideration the type of IP. Thus, I was able to collaborate 

in the visit procedures of the several CTs. 
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3.1.4. Clinical trials appointments 

Regarding visit appointments, I was informed that after investigators find a potential candidate to pre-

screen, they normally give us the contact of the candidate. We then schedule the screening visit with the 

patient or with his caregiver. For the other study visits, the investigator usually schedules the appointment 

directly with the patient at the end of the visit. 

3.1.5. Processing of laboratory samples 

I received from the SC theoretical training on laboratory procedures stated in the laboratory manual of 

each CT. 

In practice, I learnt how to correctly handle different laboratory kits, how to work with the centrifuge 

and to programme it following the specifications of each CT and how to process the samples and prepare the 

shipment to be sent to the central laboratory. 

3.1.6. Execution of electrocardiograms 

I received instructions about the ECG machine operation and how to put the patients in the correct 

position and calm them to perform the exam.  

After performing the ECG I learnt how to send the result to central reading in order to obtain a clinical 

report. 

3.1.7. Measurement of vital signs 

I was trained in measuring vital signs: blood pressure, pulse, temperature and respiratory rate. 

3.1.8. Proper completion of EDC/eCRF  

I learnt how to handle different types of CRFs, both on paper and online (EDC/eCRF). Regarding paper 

CRF, instructions for making ICH GCP (1) entry corrections were reinforced. 

I was also trained in the CRF access and data entry as well as in the resolution of queries. Finally, I was 

alerted to the importance of confidentiality when accessing the different EDC/e-CRFs. 
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3.2. Specific Experience 

In this subchapter, it will be described the specific experience acquired as a study coordinator. Firstly, I 

will describe all activities of a CT where I acted as a coordinator. Than, it will be explained my involvement 

in the co-monitoring activities of an observational study. 

3.2.1. Clinical Trials and Observational Studies Site Coordination 

As stated before on subchapter 1.1, the site currently has 22 ongoing CTs to which I contributed. Eight 

of them initiated after I began the training and one was terminated early. I attended closeout visits of 5 CTs 

but of those 5, I only contributed to 3 CTs. Regarding OS, we currently have 7 OSs, of which 4 were initiated 

when I was already in training and of those 4, 2 were completed during the training. I also attended a 

closeout visit of 1 OS. 

3.2.1.1. Clinical Trials Site Coordination 

I worked as a study site coordinator, who plays a central role in the accurate carrying out of a CT. They 

are a core element working with the research subjects and their family, investigators and other site team 

members. They are also the connection between the Sponsor/CRO, Administration Board (AB) and EC. 

As a SC, I participated in a wide range of activities related to the conduction of a CT starting from the 

moment the PI is contacted about a new CT to the closeout visit and the archiving of essential documents. I 

also attended clinical trial site audits either in closed or ongoing CT audits. Those activities can be grouped 

into categories: 

3.2.1.1.1. Pre-trial assessment and feasibility 

In an early stage when the Sponsor/CRO feels an interest in conducting a CT at our site, they contact 

the PI and supply a feasibility questionnaire, which is usually completed by the PI with the support of the SC. 

A feasibility study can provide a comprehensive assessment of a clinical trial’s specific challenges as well as 

strategies to mitigate risks before the start up of the CT. The feasibility study evaluates and selects the 

potential sites and investigators. Pharmaceutical Companies are using feasibility studies to faster the CT 

enrolment. Therefore, in this questionnaire, information was provided about our experience as a site in the 

target disease, the resources and facilities we have to properly conduct a CT and who is going to be the 

contact person, among other questions. The questionnaire was then sent back and I waited for feedback. 

Consequently, still in the phase before the beginning of a CT, the next step is the face-to-face feasibility 

visit with the person from the Sponsor/CRO, the PI and SC. I attended a minimum of 5 face-to-face 
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feasibility visits. On these visits in which I participated, the PI signed the confidentiality agreement and the 

study protocol was presented. Commonly, it is our first contact with the CT protocol and the appropriate 

occasion during which our commitment to the CT is manifested. The PI had the opportunity to provide his 

input on the study protocol, design, inclusion and exclusion criteria, and also on what the expected barriers 

for recruitment might be.  

The PI and SC discussed the financial contract, especially the number of patients that we were 

expecting to recruit and the approval timings from the administration board of the CHLN, E.P.E. – HSM and 

the EC.  

Depending on the past experience of the Sponsor/CRO with our site, this visit could be short. So, if we 

have previously worked with that Sponsor/CRO, we confirm the resources and facilities by answering their 

questions. But if not, we usually conduct a tour around our facilities to show that they are in compliance with 

GCP (1). In both situations, the representatives from the Sponsor/CRO inquire about required equipment and 

in case the material is not available, we request them to provide us with the necessary equipment.  

After the feasibility phase, we begin the preparation for the submission of the CT to the AB and the EC. 

My role as a SC was to act as a link between the AB and EC and the Sponsor/CRO, specifically in:  

- Providing the EC questionnaire template of CHLN, E.P.E. – HSM needed to submit a CT for 

EC approval, reviewing it after it is completed by the Sponsor/CRO and obtaining the PI 

signature;  

- Obtaining and writing the Statement from the Head of the Neurology Department and the 

letter of the PI to the President of the EC for Health of CHLN, E.P.E. – HSM requesting a 

review of the CT; 

- Obtaining signed and dated CVs from the entire investigation team involved in the CT; 

- Providing the financial contract template of CHLN, E.P.E. – HSM;  

- Reviewing financial contracts and delivering them to the Administrator of the Neurosciences 

Department (25) to be approved by the AB; 

- Submitting the CT dossier to the EC; 

- Communicating the results of the approvals to the Sponsor/CRO. 

3.2.1.1.2. Investigator’s meeting 
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The Investigator’s meeting aims to give training on the protocol and ICH-GCP (1) to all participants, 

including Clinical Research Associate (CRA), SC, investigators, medical monitors, quality assurance and 

senior management. I did not attend any investigator’s meeting during my training period, but I realised that 

the presence of the investigators and the SC at these meetings is important because they receive training on 

study protocol and procedures. It is also an opportunity to make comments about the study protocol and 

design in order to improve it before the beginning of the CT. 

3.2.1.1.3. Site initiation visit (SIV) 

The CT officially begins with the SIV. The objective of the SIV is to prepare the site for the proper 

conduction of a CT. It is the first time that the entire team has contact with the new CT and its procedures. 

During SIVs, I received training in the: 

- Investigator’s Brochure  

- CT protocol 

- Informed Consent Process (ICP) and Informed Consent Form (ICF) 

- Investigational Product  

- Subject’s diaries 

- Adverse Event (AE) / Serious Adverse Event (SAE) report 

- Investigator Site File (ISF) 

- Case Report Form / Electronic Data Capture  

- Source Documents (SD) 

- Monitoring requirements 

- Central Laboratory 

I also supported the Monitors/CRA in organising the study cabinet, archiving documents in ISF 

(correspondence that has already arrived at the site, delegation signature log, visit log and other essential 

documents) and verifying laboratory kits. I activated the IVRS/IWRS and checked the correct function of the 

ECG machine and of the other devices involved in CT procedures. I also verified that every team member 

had access to the e-CRF and IVRS/IWRS. I became aware that this step was fundamental, so that every CT 

procedure worked properly. After SIV has been concluded the site is ready to start recruitment.  
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Following each SIV I felt motivated to begin the recruitment of patients for the CT. 

3.2.1.1.4. Logistical organisation of CT visit procedures 

After receiving training in the CT protocol and procedures through the SIV, but before the recruitment 

of the first patient, I organised each CT visit taking into account the study procedures described in the 

protocol. The study flowchart was a very important tool in the preparation of a CT visit. 

To have a well-prepared CT visit and in order to ensure it would run smoothly, I created worksheets 

and checklists with all visit procedures indicated per protocol for each visit. The main purpose of this 

material was to aid investigators conducting the CT visit and to ascertain that relevant data was not lost. It 

was mandatory to determine how much time each procedure was supposed to take and the chronological 

order of the procedures, so that no procedure would overlap.  

Clinical evaluation, rater’s evaluation, blood collection, ECG, vital signs and the completion of 

questionnaires were coordinated with a specific time for each task. Therefore, the development of a flowchart 

was a very useful tool during the CT visit, especially during those long visits involving a vast team. An 

example of such a visit would be one which demands a clinical evaluation with an investigator, then the 

neuropsychological evaluation with raters, ECG and vital signs with the SC and finally, the one-hour infusion 

treatment and four more hours of monitoring of vital signs with study nurses. Those are long and tiring visits 

for the patient, so every effort to minimise this fatigue is significant for the patient.  

Continuing the discussion about the activities before the recruitment of the first patient, I did the online 

e-CRF trainings, online GCP (1) training, IVRS/IWRS training, shipment of biosamples training, ECG and 

BP training in order to obtain the training certificate to be able to start the CT, conduct screening, randomise 

patients and introduce data on the e-CRF.  

 

3.2.1.1.5. Patient visits 

Here, activities related to a patient visit will be described, since the appointment of the visit and its 

preparation to the patient visit and the work done after it. 

Before each patient visit, I studied the general visit plan (including visits already made and those yet to 

be made) to have a global perception of the patient’s situation and to know what I should tell the patient. 

a. Visit appointment 
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Generally, three days before the scheduled visit we make a call to the patient reminding them about the 

visit and to bring his diaries, if applicable. 

b. Pre-preparation of the visit 

To prepare a CT visit, the first thing I did was to look at the study flowchart and check which 

procedures were to be performed. Then, I pulled all the necessary material the day before the visit: patient’s 

medical record, CRF/Patient’s binder, IVRS worksheets, patient’s diaries, laboratory kits, form to record 

vital signs and pharmacy prescription form. I partially filled the IVRS worksheets with patient’s information 

and I also labelled laboratory tubes with patient’s identification and prepared the laboratory requisition form.  

c. On the day of the visit 

During a screening visit, I observed and supported the investigator in the ICP, showing our availability 

in helping the patient with any situation related to the CT. Every time new addendum were made to the ICF 

and there was a need to give the ICF again, I reminded the investigator to explain to the patient the change 

that lead to the addendum and to give the new version to the patient to sign and date. 

On the day of the visit when the patient arrived, I received the returned medication and carried out 

reconciliation before sending it to the pharmacy.  

Then, I aided the investigator by measuring and recording vital signs, performing the ECG and taking 

the patient to collect biological samples. These three procedures were done according to the timings specified 

per protocol and the investigator always validated this data. 

With regard to blood collection, I followed the specific laboratory study procedures for processing 

samples. Generally, I allowed time for the blood to clot and the tubes were centrifuged, according to the 

protocol. When applicable, after the centrifuging was completed, I transferred the serum to transfer tubes and 

did smear preparations. Then, the shipment was prepared and a call to the courier was made to schedule its 

pick up.  

While the investigator was evaluating the patient I completed the IVRS call filling the respective 

worksheet or the IWRS. In cases where IP was dispensed, I filled the pharmacy prescription form with the 

medication lot or kit number, the investigator signed and dated the prescription and I sent it to the pharmacy.   

When the pharmacy sent the IP, the investigator and I delivered it to the patient and reinforced the 

indications of how to take the IP and reminded the patient to bring the unused medication in the next visit. 

After the clinical evaluation ended, I helped the investigator distributing the questionnaires (PDQ-39, 

SF-36 and EQ-5) to the patient and instructed them on how they should be completed. When the patient 

finished the questionnaires, I reviewed them to check if they were correctly completed and without any 

mistakes.  
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At the end of the visit, I verified the patient’s expenses for transportation, and reimbursed the patient.   

d. After the visit 

The actions subsequent to a CT visit were the revision of source documents, checking the data 

generated and introducing it on the e-CRF. I also did a monitoring of the AE and SAE reports and follow-up. 

In addition, I created a back-up copy of the ECG, a classified print-out validated by the investigator, and sent 

the original ECG from the machine by phone line to central reading. All material used in the visit is archived 

in the patient’s folder and respective study cabinet. 

In some CTs, we performed a 24-hour follow-up phone call to ensure that everything was well with the 

patient. 

3.2.1.1.6. Daily tasks related to the ongoing CT 

My daily duties when I was not in touch with CT participants were to develop a close relationship with 

the CRA/monitors, clarifying outstanding issues and making updates of the study, replying to e-mails without 

delays, resolving queries in real time and following up the investigator’s resolution of SAEs, addenda to 

protocol or ICF and to e-CRF completion guidelines. Also, I updated the ISF archiving correspondence, 

newsletters and other study information, in addition to the patient identification log, screening log and 

samples log.  

Moreover, I checked material stock. For example, I would check laboratory kits that were running out 

or that were expiring soon, ECG electrodes, subject’s diaries and other kinds of material specific to a CT, in 

order to ask the Sponsor/CRO for replacements.  

Furthermore, once a week I downloaded the freezer temperature logs and every Friday I sent the 

pharmacy calendar which included the following week’s visits, indicating the protocol number and the 

scheduled times to the pharmacists. Centrifuge, blood pressure monitor, refrigerator, freezer and scale usually 

are calibrated annually and I watched the technician calibrating those machines. 

As I was working at a clinical research site there were many academic studies which needed to be 

prepared for EC submission. To that effect, I prepared binders to submit the academic studies for evaluation 

by the EC which included the Statement of the Head of the Neurology Department, the letter of the PI to the 

President of the EC for Health of CHLN, E.P.E. – HSM, the study protocol, the EC questionnaire of the 

CHLN, E.P.E. – HSM, CVs of the research team and a copy of the CRF and of the ICF.  

Whenever a MoV was scheduled, I prepared it days before, resolving outstanding queries, verifying the 

completion of the e-CRF and the quality of data from the latest subjects’ visits. I resolved issues related to 

AEs/SAEs with the investigator and I consulted the last MoV follow-up letter to see if every issue was 
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resolved before the day of the monitoring.  During the monitoring visit, as a trainee, I observed the 

CRA/monitor performing the MoV and I helped with the reading and comprehension of the SD and with the 

on site resolution of outstanding issues. MoV aims to check if the rights, safety and well-being of the patients 

are being protected and to verify the quality of the generated data. During MoV, monitors verify the 

compliance with the protocol, ICH – GCP (1) and with national legislation. 

Every CT could potentially be audited; therefore an audit needs to be prepared from the very beginning 

of the CT. As a result, preparing the site for a possible audit was part of my daily activities.  

In case of a site audit and after having received the audit agenda, the agenda was analysed and 

discussed with the rest of the investigation team. Then, to prepare the audit I reviewed the quality and 

presentation of the ICF, SD, e-CRF and ISF. Also, I resolved all queries and revised the AE and SAE forms. 

I did a refresh of the protocol and procedures and I checked if the study cabinet had restricted access.  

I had the opportunity to attend two audits, one relative to a closed CT and the other relative to an 

ongoing CT. During these audits, I realised that the entire team must be present during the audit. The SD and 

ISF should be available to the auditor and the team must be present to answer possible questions during the 

audit. 

During the close meeting, the auditor presented his findings which were discussed with the PI and the 

other team members. Later, when the site received the follow-up letter/e-mail with the action items, we 

worked to think of CAPAs in order to improve our performance. 

3.2.1.1.7. Closeout visits 

After our last patient has completed his last visit and the study is about to close, the Sponsor/CRA 

schedules a closeout visit to close the CT at the site. So the closeout visit is performed when the recruitment 

period has been closed and there are no patients in treatment. All CRFs must be filled and outstanding 

queries answered. 

So, I previously prepared the site for a closeout visit resolving all outstanding issues noted in the last 

MoV follow-up letter and queries.  

During the closeout visit, I made the freezer temperature logs available and arranged all necessary 

documents. I also required the CT stop date with signatures and dates in the Delegation log from all team 

members. 

The essential study documents stay in the study cabinet until the sponsor authorises the archiving of the 

CT documents in the dead archive. 
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3.2.1.1.8. Archiving of the CT’s essential documents 

CT essential documents should be archived and retained after the closure of the CT. The period of 

archiving is at least for 5 years after the conclusion of the CT according to Portuguese law (20), but usually, 

the archival is done following ICH-GCP, which is for at least 15 years (1). 

After having received the Sponsor’s authorisation for the archiving of the CT essential documents at the 

Central Clinical Archive, I prepared them gathering all the documents and packing them into boxes that were 

sent to the Central Clinical Archive. 

Finally, as a SC, I contacted the Administrator of the Neurosciences Department (AND), notifying her 

that there were boxes with CT Essential Documents to be archived and documented on a special form with 

the date they were sent, the CT protocol and the PI, in order to track this information in the case it might be 

needed later.  

With regard to medical records, I followed the site procedure by sending them to the archive of the 

Neurology outpatient clinic because after a patient has participated in a CT, a Neurology Specialist will 

follow up with them in the Neurology outpatient clinic of the ND of the CHLN, E.P.E. – HSM.  

3.2.1.2. Observational Studies Coordination 

The coordination of an OS was the simplest task because these visits were neither long nor 

complicated. I actively participated in the coordination of 8 OSs (MS – 5, PD – 1, CD – 1, HD – 1). In our 

OS, the procedures consisted mainly of the collection of demographical data, medical history and blood 

samples. 

I had the opportunity to contribute to an OS in multiple sclerosis starting from its submission to the AB 

and EC to its closeout visit. This was the first study during which I completely followed all the steps of a 

study. For this specific study, I prepared a binder with the ICF for each patient, the copies of the CRFs and 

after the study visit, I prepared the blood samples for shipment and archived the medical record printout. 

Then, I introduced the data in the e-CRF and resolved queries.  

3.2.2. Prospective Cohort Study Co-Monitoring (REGISTRY) 

Aside from my SC duties, I was involved in a prospective cohort study of the European Huntington’s 

Disease Network (26) – REGISTRY, where CHLN, E.P.E. – HSM is the Portuguese language coordinator. 

The REGISTRY study is a multi-centre, multi-national observational study without experimental treatment. 
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It is part of a worldwide network dedicated to finding treatments for HD (26). Regarding this OS, I had two 

kinds of tasks:  

- SC of the CHLN, E.P.E. – HSM site, where I prepared the material for a visit which 

consisted of copies of the neuropsychological and motor evaluations, the labelling of 

laboratory kits, preparing the shipment, distributing questionnaires to patients to complete and 

entering data in e-CRF.  

- Co-monitor trainee of the other Portuguese sites, where I carried out online and onsite 

MoV of the study e-CRF.  During the onsite MoV, I had the opportunity to review the ISF, to 

confirm every patient’s ICF, to do SDVs and to resolve queries with the investigator. Aside 

from that, I had direct contact with the monitoring signature log and patient identification log.  

 

After the MoV, I co-wrote the Monitoring Report Site Visit where I did a follow-up of the MoV. 

Finally, I observed the Monitor sending this report to the EHDN international coordinator team to be 

reviewed. Subsequent to this report, we sent a MoV follow-up e-mail to the site describing what we had done 

and what the action items were that the site must perform to resolve outstanding issues.  

As I was collaborating with the Portuguese language coordinator, I reviewed some pages of the CRF 

that were translated into Portuguese by the language coordinators. 
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4. My contributions to the site 

4.1. Efficient Practice of Clinical Trial Documents Management 

The site is very careful when handling and managing CTs documents. In order to improve the 

management of some CT documents, I contributed to the creation of back-up copies of validated ECGs print-

outs of all closed and ongoing CTs. Then, I implemented this procedure as an SOP called “Documentation 

and Maintenance of Source Data”.  

With regard to the IP, in order to avoid delays in dispensing and delivering the IP and not to force 

patients to wait for a long time, a weekly schedule template that is sent to the CT pharmacists every Friday 

was created. This schedule has information of the CT Protocol and the schedule of the visit. Thus, 

pharmacists can depend on knowing in advance of the CT visits from the movement disorders group which 

are going to occur.   

Finally, an electronic database protected by password and regularly updated was created. This database 

contains information to access each SC to e-CRFs, IVRS and other study hardware and software that requires 

restricted access with the study, protocol, sponsor, PI, status, login and password, helpdesk, CRA and CRA 

telephone number of each CT. 

4.2. Implementation of a Quality Management Tool – Standard Operating 

Procedures for the NCRU and the ND 

SOPs are “detailed, written instructions to achieve uniformity of the performance of a specific 

function” (1). This means that they describe essential procedures, are useful to train the staff and are a guide 

to perform tasks. 

SOPs are one of the basics tools of a quality system, being one of the Quality Management System 

(QMS) requirements about documentation stated in ISO 9001: 2000 (27). A quality system is elaborated by 

organisation, in order to manage its processes or activities so that objectives are achieved. Site objectives are 

fundamental to deliver the best quality medical care, satisfying patients’ needs. It is also essential to provide 

access to different treatments, to improve a patient’s health status, to reach the estimated number of recruited 
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patients and to be invited to participate in several CTs.  A Quality system presupposes the existence of 

written procedures or standards and a quality manual. 

Consequently, the development and use of SOPs is an integral part of a successful QMS because they 

ensure that nothing important is forgotten and because they define a clear methodology to carry out the what, 

when, where, why and how of the CT. 

I developed SOPs to establish official and standardised consolidated procedures that already existed in 

the NCRU. Lack of site SOPs were recurrent minor findings in previous audits, therefore there was a 

necessity to create SOPs. 

Professor Joaquim Ferreira and I previously defined which SOPs were considered priority and who 

should be on the Drafting, Review and Approval teams.  

Members of the drafting team are those who are familiar with the procedures and who follow them 

daily, so the SCs were appointed as the Drafting Team, in which I was the Lead Author.  

The coordinator of the MDG of the NCRU who is responsible for the procedures of his department, and 

the Quality Manager composed the Review Team.  

Finally, the Head of the Neurology Department, the coordinator of the MDG of the NCRU and the 

Quality Manager composed the appointed Approval Team of the SOPs. 

Before beginning the writing of the SOPs, I ascertained that I was completely familiar with the site 

procedures and had experienced the processes that were targeted by the SOPs. To write the SOPs I relied on 

national legislation (3, 20, 28), ICH-GCP (1), Helsinki Declaration (24) and on specific references such as 

the CHLN-HSM “Procedures for sorting and packaging of medical waste” (29). 

Therefore, in the NCRU at the IMM and the ND of the CHLN, E.P.E., I developed seven SOPs to 

establish a uniform process for the: 

1. Preparation, Approval, Review, Distribution, Training and Archiving for the SOPs 

a. Defines how a new SOP should be prepared and approved for all NCRU and ND SOPs; 

b. Has a template to create SOPs and create flowcharts; 

c. Defines the SOP review procedure and how it should be distributed; 

d. Defines how the archiving of SOPs and obsolete SOPs must be done and also how to 

withdraw the obsolete SOPs; 

e. States the SOP training by self-reading; 
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f. Has a template for requesting changes in the SOP, appoints the review history of the SOP, 

records the self-reading training, indexes all SOPs and records who has access to the SOPs. 

2. Documentation and Maintenance of Source Data 

a. Defines what should be documented in the patient’s medical record in the context of a CT 

visit and how;  

b. Standardises, for all investigators, the way of making entries into a patient’s medical record, 

the way of documenting the ICF, medical history and reporting AEs/SAEs; 

c. Has a medical record template with an example of how to complete it. 

3. Organisation and Archiving of Ongoing Clinical Trial Source Documents  

a. Shows how to create a Patient Folder for a new participant and label it, and which type of 

SD must be completed in each Patient’s folder tab; 

b. Defines how to archive SDs in the Patient’s Folder; 

c. Defines where and how to archive the Patient’s folder; 

d. Has a template of the Patient’s folder label. 

4. Packing, Archiving, Retention and Destruction of Closed Clinical Trial Essential Documents, and 

Maintenance of a Patient’s Medical Records 

a. Indicates the steps for packing CT essential documents into boxes; 

b. States where the CT essential documents should be archived and for how long they should 

be retained before their destruction; 

c. States where the patient’s medical record should be archived after the patient has 

participated in a CT; 

d. Has a template of the label for archiving CT Essential Documents and a template of the list 

of CTs sent to Central Clinical Archive. 

5. Obtaining Informed Consent from Clinical Trial Participants 

a. States how Investigators should carry out the Informed Consent Process (ICP); 

b. Shows how to obtain the ICF from adult participants able to give it in writing, from adult 

participants unable to give ICF in writing and from adult participants requiring an impartial 

witness; 
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c. Indicates how to proceed when there are new versions of the ICF and the need for re-

consenting. 

6. Collection, Processing and Shipment of Biological Samples 

a. States how to collect biological samples (including Cerebrospinal Fluid), what material 

should be used and how to process them and prepare smears; 

b. Identifies which precautions should be taken when handling biological samples and pre-

prepared laboratory kits; 

c. Indicates how to proceed in the shipping of biological samples to the central laboratory. 

7. Measuring and Recording Vital Signs under Clinical Trial Procedures 

a. Defines how vital signs should be measured and recorded; 

b. Has a template of a form for the recording of vital signs. 

All SOPs define responsibilities for all members of the study site team in the NCRU at the IMM and 

the ND of the CHLN, E.P.E. involved in those procedures. I also took the opportunity of using forms which 

already existed and improved them by creating appendices for each SOP with these respective forms. 
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5. Research Activities developed during the training 

Aside of my training in clinical studies coordination, I also had two projects. In this chapter, what 

motivates the development of these projects will be explained. Also, I will describe the steps that I followed 

to create the study as well as the review article. 

5.1. Development of an Observational Study  

I could slightly experience some Project Management (PM) skills with this project. PM is the 

application of knowledge, skills, tools and techniques to a project activities to meet the project requirements 

(30). There are 5 group processes in PM: Initiating, Planning, Executing, Monitoring and Controlling, and 

Closing. I managed from the overall project perspective performing the initiating and planning of the project. 

The idea of developing this “OS to evaluate Motivating Factors for Huntington’s disease (HD) patients, 

asymptomatic carriers and subjects at risk to participate in clinical trials” emerged in the IV National 

Meeting of Investigators of the EHDN that took place in Espinho, November 2010. Portuguese investigators 

collaborating in the REGISTRY study discussed the importance of having an efficient recruitment tool for 

HD. It is expected that in two or three years there will exist some CTs for HD because several drugs are 

entering phase II/III of experimentation. Also, as HD is an orphan disease, we will need to manage the 

patients well, as there are not as many as the desired number to respond to all of a CT’s needs.  

As a PI and oriented by the Coordinating Investigator, Professor Joaquim Ferreira, I was responsible for 

creating this recruitment tool. As a result, I realised that we needed to think of strategies which would 

facilitate the identification of potential candidates. We also needed to know the factors influencing a patient’s 

decision to participate in a CT, in order to provide healthcare providers with this information and 

consequently, to maximise the number of recruited patients. Another important thing to evaluate is the 

patient’s, asymptomatic carrier’s and at risk subject’s knowledge about the existence of CTs in HD.  

After a thorough research and study of HD, I began the development of the study protocol where I 

defined the study title, objectives, duration, sample size and number of expected centres to be involved, 

eligibility criteria, study design and methodology, statistical plan and recruitment process. 
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The method I proposed for the identification of participants was through the screening of the 

REGISTRY Study Participants so that inclusion and exclusion criteria were made in accordance with 

REGISTRY protocol.  

The solution I found to achieve these study objectives was the application of a self-completed survey to 

be sent to participant’s home by post mail or posted on the Web.  

Consequently, I elaborated the questionnaire and the ICF, first in Portuguese and then in English. 

The questionnaire is composed of three parts:  I – General information/demographical data; II – Family 

History / Huntington’s disease History and III - Information about participation in Clinical Trials. Part I and 

II are to be obtained through the e-CRF REGISTRY data and transcribed to the CRF of the study and part III 

is the self-completed survey to be answered by the participants. 

The questionnaire contains three types of questions: closed questions (“Yes / No” and multiple choice, 

where participants can choose only one option from a given list), Likert type questions (“Yes / No / Maybe” 

or “strongly disagree”, “disagree”, “neither agree nor disagree”, “agree” and “strongly agree”) and semi-

closed questions (“Yes / No” and “If yes, please specify”). Part I and II are composed of only closed 

questions. Part III contains all three types of questions.  

My project is comprised of a strong Study Investigation Team. It is well organised and diversified, 

composed of neurologists, study coordinators, a statistician and myself, who have all contributed to the 

redaction or revision of the study protocol and questionnaire.  

I am expecting that the conclusions of this study will allow for the development of a strategy to 

improve the recruitment of participants for the HD clinical trials. This will afford the opportunity to develop 

further projects in order to evaluate the efficacy of the strategy that I proposed. 

This OS was planned and developed during almost the entire training, beginning with the preparation of 

the study protocol up to the application of a project proposal for an EHDN endorsement on May 31
st
 2011 

that will be submitted to a review process and discussed by the Scientific and Bioethics Advisory Committee 

of the EHDN on June 14
th

 2011.  

If the funding for the project was approved, the next step would have been the invitation of EHDN 

research sites to participate in this study and begin with the preparation of submissions to EC. The initial 

project plan is illustrated in figure 9. 
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Figure 9 Timelines and milestones of the OS project 

 

Unfortunately, the project was not accepted for funding, but I am still willing to carry out only in 

Portugal. 

On May 27
th

 2011, I presented this study at the V national meeting of investigators of the EHDN to 

show what was done with the result of their discussion six months before and to motivate all investigators to 

contribute to this study. We, as investigators, discussed the project and some ideas were suggested, which 

were well accepted, to improve the project.  

5.2. Writing of a Review Article  

Recruitment of patients to a CT is a demanding step in a CT process and one of the major barriers to 

achieving successful completion of any CT. Even though literature has reported a variety of recruitment 

methods, only limited data has been published about recruitment strategies in neurological diseases or the 

efficacy of those strategies. Additionally, motivating factors to participate in CT are not well established for 

neurological diseases and could be a useful aid in improving recruitment.  

I was challenged to write a review article about the “Strategies to Facilitate Recruitment in 

Neurological Diseases” identifying different recruitment methods and evaluating their efficacy in order to 

improve the ability of clinical sites to recruit for neurological disease CT. 

I began searching the literature for articles related to recruitment methods in neurology, from which I 

was not able to retrieve information. Therefore, I used information I found for other conditions and worked 

with that information and applied it to neurological diseases.  
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I wrote a review article outlining the types of recruitment strategies and the factors influencing 

recruitment strategies, where I concluded that the most commonly used recruitment methods in other 

conditions (such as Physicians’ networks and databases, accessed online and opened to the Investigators and 

other potential referrals, telephone calls, etc.) could be applied to Neurological disease recruitment. 

Consequently, effective recruitment methods could be developed for Clinical Trials in Neurology. 

We thought this work could be improved by transforming the review article into a systematic review. 

Therefore, the entire manuscript is being rearranged including the title. Instead of discussing recruitment in 

neurological diseases, I am focusing on recruitment for general medicine CTs and I am classifying the 

efficacy of recruitment strategies and motivating factors influencing recruitment described in systematic 

reviews, meta-analysis, randomised clinical trials and other studies. I am able, with this systematic review, to 

suggest an efficient recruitment strategy for CTs based on the work I am developing from the number of 

strategies and factors I am identifying and classifying, as being effective or not in the recruitment of 

participants for CTs. 

I am still in the process of transforming the review article into a systematic review but as soon as it is 

complete, it will be submitted for publication in a peer-review journal. 
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6. Discussion 

Clinical trials are run to obtain evidences in medicine, assessing the efficacy and safety of new 

treatments. I developed my training in a clinical research site that conducts clinical trials, observational 

studies and academic studies contributing to the achievement of better treatments and to the improvement of 

patients’ quality of life.   

This report does not demonstrate all the effort that I made during this 9-month training. There are no 

words to describe the experience I had with the research team. I deeply appreciate the learning and the 

wisdom which was bestowed to me and their availability to always clarify my doubts.  

In my point of view and from my working experience in a research site, structured and functional sites 

are needed to attain success in clinical research. As stated in chapter 2, they have trained and dedicated staff, 

with experts and specialists in the coordination of studies, who have the availability and motivation to run 

CTs with a good recruitment strategy. A good site requires all these features, especially regarding the 

recruitment strategy, particularly nowadays where CTs are so competitive in recruitment. It also needs 

objectives.  

This site is extremely concerned with recruitment and has a high rate of recruitment and retention in 

CTs when compared to other Portuguese sites for the same CT and a low rate of dropouts. I would like to 

further suggest the thought that the site could be the International Top Recruiter. This might be a good 

motivating objective to be able to include as many eligible patients as possible in the study, attaining the 

compromised estimated number of patients and within the recruitment timelines. The recruitment strategy 

could also be improved by providing each investigator and sub-investigator of each study, with pocket-cards 

of all the CTs with at least the eligibility criteria. This practice has been done in the site, but not in all CTs 

and for all investigators.  

In spite of knowing that this is beyond the site staff’s competences, I wonder if we could suggest a 

meeting with the AB of the CHLN, E.P.E. – HSM in order to change their view regarding CTs. They should 

be made aware of the vast range of opportunities they are missing because of practising lengthy approval 

times. Providing an estimate of the potential income for the AB and for hospital departments from a CT, and 

an estimate of the savings on material like syringes, needles, ECG material, cabinets, centrifuges, infusion 

pumps, among many others which are provided by the Sponsor and sometimes donated to the hospital after 

the CT has ended, might prove beneficial. In addition and more important, is the study medication that is 

given to the patient during the CT for free by the Sponsor and until the medication becomes marketed. And if 
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the study requires a comparator, this is also freely provided by the Sponsor during the CT. If this is done for 

every CT run in the hospital, it may be an incentive to restructure this process in order to create a strategy 

that accelerates approvals from the AB.  

Europe is slow in approval times because of the submission of multi-centre clinical trial applications 

and approval by regulatory authorities. The country’s competitive position in clinical research is determined, 

among others factors, by the duration of the regulatory procedures to initiate a clinical trial (25).  

Therefore, Pharmaceutical Industries have been giving up conducting CTs in Portugal (31). Besides 

that, having an AB with long approval times could also be an exclusion factor for not choosing CHLN, 

E.P.E. – HSM. Thus the advantage of having good collaborators dedicated to clinical research is neglected 

and prevents the investigation of new treatments, the delivery of better medical care and the improvement of 

a patient’s quality of life. To overcome this current situation, the development of more CTs of an 

Investigator’s initiative could be a solution if the required financial support is successfully obtained. 

This training allowed for the learning of how to follow through with every step in a CT with high 

standards of quality, GCP (1) and in compliance with the protocol always ensuring the protection of patients. 

This training was fundamental for learning and practising skills of a clinical studies coordinator. Regarding 

the steps of a CT, of most of the feasibilities studies that I assisted I have not experienced the initiation of the 

study because feasibility is a process that takes time. However, with few other feasibility studies I could 

contribute for the questionnaire, attend the face-to-face meeting and the SIV. 

For me, as I said in subchapter 3.2, it was very important during this experience to attend the SIV 

because as I never went to an Investigator’s Meeting, it was the first time that I was trained on the study. 

Successful SIVs are an important step to check that all CT equipment/procedures are working properly 

before the recruitment of the first patient. 

The part that I most like in being a SC was to organise the CT before the inclusion of the first patient. It 

is an important step too because the site must be well organised before starting the recruitment of patients in 

order to be successful in the conduction of the CT. We must ensure that every procedure is being considered, 

every study team staff involved in the study knows their role, what they are going to perform and which are 

their timings. We need to establish a good communication flow. This applies also to the planning of a patient 

visit in the day before of the visit. Besides those, I liked as well the introduction of data in the e-CRF after 

the study visit and the resolution of queries, especially those concerned with AEs, concomitant medication or 

medical history because they require thinking and playing with the known information. 

During this long experience as a SC I could know different types of protocols with different levels of 

complexity, with different study designs and procedures from different Sponsors and in different diseases. I 

realised that technological innovation has arrived to CTs. iPhones® are being used as subject’s seizures 

diaries, PDA (Personal Digital Assistant) for completion of patient’s questionnaires or laptops that measure 

vital signs. Contacting with different diseases consolidated my background knowledge of the pathology and 
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the therapeutics of the diseases I worked with, as well which is the current treatment that is being used and 

compared to the treatments that Sponsors are developing and understand their rationale behind the study 

development. 

My experiences of being audited were important to my growth as a professional of clinical research 

because we learn a lot during an audit and we realised what auditors do not like to see and then, what we 

should not do in the future. Audits are opportunities for improving site performing and it is rewarding to 

know that the site and the CT are well organised, in compliance with the protocol, ICH-GCP (1) and with the  

national laws. 

It was very important to my learning that I was able to work on an OS since the submission phase until 

the last patient included in the study, because I could follow all steps of an OS in a shorter period of time. I 

could have a more active role in leading the course of the study, mainly in motivating the investigators to 

recruit the estimated number of participants within the timelines. Unfortunately, due to the complexity of the 

CTs and their long duration, I could only follow the CTs in their initial, ending or ongoing phases. I never 

had the chance to follow a CT from the submission phase to the end of the study in these 9 months.  

Regarding closeout visits, I have not attended to any pharmacy closeout visit and I would have liked to 

observe how this procedure is done regarding the final drug accountability and the packing of unused and 

returned study medication to be destroyed.  

When I arrived at the site, I did not know how to process biological samples. I practised it and I learnt 

to be careful when handling samples in order not to mix samples from different patients, which is a protocol 

deviation and compromises the patient’s safety and the CT results. Besides that, performing ECGs and 

measuring vital signs were also activities completely unknown for me. At the beginning, I was not 

comfortable when performing them but than I had to overcome this if my objective was to become 

autonomous in coordinating clinical studies. Regarding e-CRFs I understood the importance of having the 

login and passwords in a place with restricted access because if any person gains access to them,  can enter 

the system and jeopardize the data. So that, I proposed the implementation of a safer electronic way for 

saving the passwords, update them and create back-up copies. This proposal was discussed with the SCs and 

considered to be applied. Another action that I contributed to its implementation according to ICH-GCP (1) 

was the back-up copies of all ECGs printouts. The reason behind this is that the ECG is printed out in thermal 

printing paper and with time, this patient’s data disappears. To avoid missing important patient’s clinical and 

safety data, back-up copies should be made in order to keep the information for long time. 

Performing co-monitoring visits of an observational study was also an interesting task because I had the 

chance to interact with other investigators, to practise source data verification and quality assurance of the 

data to check if the protocol was being followed and the rights, safety and well-being of patient’s was 

protected. This activity introduced to me another way of organising a research site and the patient’s medical 

record. 



 

Training in Clinical Studies Coordination in a Research Centre 

38 

 

Patient’s visits were the hallmark activity from all my training because it was a completely new reality 

and I must confess that at the beginning I did not realised that I was going to interact with patients. Patients 

are our priority and the reason why we went to work every day. We are close to them. We comply with the 

scheduled time of the visit to avoid waiting for the visit. Unfortunately, sometimes this happened when 

Investigators have to give priority to urgencies in the hospital. And also happens with the study medication. 

Without any doubt my major difficulty during the entire training was to relate myself with patients. 

This difficulty was not successfully overcome.  I dealt with patients suffering from chronic diseases, who 

need attention and care. Many of them were young with a very recent diagnose and in denial of their disease. 

Sometimes, I felt uncomfortable. Simple tasks like greeting the patient in the morning and inviting him/her to 

go inside the patient’s room were difficult to perform. My thoughts were haunted with the theory about the 

doctor-patient relationship every time I had to apply it. I always thought in what I should do to make the 

patient and his/her caregiver feel comfortable. Although I tried to make a conversation when I had to measure 

vital signs or perform an ECG, I run out of ideas. I understood that this was a matter of time and experience. 

And to overcome this barrier I observed my colleagues and investigators during patient’s visits and I tried to 

apply what I was learning but I never felt comfortable neither that I was doing a good job with patients. 

However, I did not feel difficulties when relating with younger patients suffering from MS. This relationship 

was different because of their age and also because this specific population have been diagnosed recently so 

they are not so compromised yet.  

In the other hand, I could find a positive side of my relationship with trial subjects because by 

interacting with the patient I was able to know him well and to do a better follow up of his data. I mean that 

for me, patients were more than a screening number or a set of three initials. They were people. They have a 

name and a history. In a context of a CT, when I had to do a follow up of the patient, I always knew who the 

patient was and what have happened and even some things about the patient’s routine that could be helpful in 

answering medical queries, for example. Another positive aspect that I could experience was to see patient’s 

enthusiasm because of participating in a CT or OS and contributing to the advance of medicine and to 

improve not only their quality of life but also of other people suffering or that will suffer from the same 

disease was a real good life experience. And it was rewarding to see some patient’s improvement every time 

they came to the site. In these situations I had that sense of accomplishment.  

I have some suggestions to make to the site, but every suggestion I could make is only to improve even 

more and increase the already high level standards of performance of this site.  

In this training I had to communicate with many investigators, who are dedicated to clinical research 

through the conduction of CTs following ICH-GCP (1) guidelines. All Investigators are highly motivated to 

recruit and screen patients to CTs. Therefore, we have to coordinate investigators with different CTs in 

different diseases. 



 

Training in Clinical Studies Coordination in a Research Centre 

39 

 

In order to improve the organisation of the site daily routine I would like to suggest the establishment of 

one day to perform patient’s visits per investigator according to their availability. This would avoid the 

overbooking of patient’s visits and would facilitate the appointment directly with the patient without 

consulting the investigator. And also, I would suggest to investigators to be careful with appointments that 

have already been done for that day when appointing CTs visits directly with the patient in the site agenda. 

Regarding my relationship with investigators the only thing more difficult was to perform the FU of 

AEs/SAEs with them, especially regarding AEs/SAEs that have happened long time ago because 

Investigators cannot remember all that has happened with the patient and this requires a deep research 

through the patient’s medical record. Sometimes, the patient has been withdrawn from the study because of 

the SAE, which makes even more difficult the follow up of the outcomes.   

Regarding SCs, we did a good communication flow, always worked in team and we were careful when 

maintaining a back-up and following-up of the information. We always split tasks during CTs visits making 

our job more efficient except when many CT visits were running at the same time. 

I would suggest avoiding the overbooking of CTs visits, especially because the site has only one room 

to observe patients and because it allows splitting tasks between SCs. 

And regarding e-CRF, the site has a fast rate of e-CRF data entry. However, I would suggest to do the 

data entry after the patient’s visit whenever it is possible, in order to not accumulate this task for all CTs. 

Besides that, sometimes the e-CRF requests information that could not be documented in the patient’s 

medical record. As we usually follow the patient’s visit, we could know this information and introducing it in 

the day of the visit. In this manner, the information is not lost. 

The research team has a good relationship with CRAs. Nevertheless, are the SCs who frequently 

communicate with them. A good follow up of MoV is highly dependent of the number of CTs visits in that 

day, of the number of MoV in the same day and of the way that the MoV is organised by the CRA. MoV 

were not always conducted in the best way because we were not always totally available for being with the 

CRA, besides our effort or the CRA did not organised the MoV in a more productive way. To improve the 

performance of MoV I suggest to: 

- Avoid scheduling MoV in days where there are more than two CTs visits (it allows the performance 

of CTs procedures with quality and dedicated time including the introduction of data e e-CRF and also it 

allows more time to be with the CRA resolving pending issues) and to schedule only two MoV per day to 

ensure that there is a 100% of follow up of the two CTs being monitoring since there are two SCs. 

- Establish one day per week where MoV could not be schedule (for example, at Fridays) in order to 

make sure that in that day, all pending issues of that week are solved and do not migrate to the following 

week. 



 

Training in Clinical Studies Coordination in a Research Centre 

40 

 

I know that the suggestions I have made above are in an ideal situation. However, it was difficult for 

me to manage more than one patient at the same time because of the lack of space and impossibility of giving 

the right attention to everybody. When we had two or more MoV in the same day, we could not be for a long 

time with all CRAs and sometimes, we left pending issues. It was difficult to give attention to all CRAs and 

to answer to all their requests.  

And finally, still talking about the different people involved in my communication flow during the 

training as a SC I would say that in spite of the hospital pharmacy has a department dedicated only to CTs 

and although there is a well-established circuit between the pharmacy and the site, answers to our requests 

were not so fast as the desired. So, there is a lack of efficiency in answering IP requests.  

Those times of response made patients wait for long periods of time, so that I created the weekly 

pharmacy calendar that was implemented but still the response timing was not improved. Besides that, there 

are two factors affecting this delay. One is the one-hour of delay between the site and the pharmacy as our 

patient’s visits usually start at 8:00 am and the pharmacy department opens at 09:00 am. And the second one 

is related to IP that needs to be prepared by the pharmacists in the production department, where CTs do not 

have priority over other medicines. I tried to give my contribution to faster the process of dispensing IP but I 

could not do it besides of my efforts. I would suggest to the site together with the pharmacy to come up with 

a better solution for faster the pharmacy response timings to our IP requests, due to the protection of patient’s 

well-being.  

With this training as a SC, I acquired the following skills:  

- Autonomy in conduction of CTs and OSs in compliance with ICH GCP (1) and national 

legislation; 

- Planning and organisational skills to coordinate different CTs and OS with different study 

teams; 

- Enrolment and follow up of study patients; 

- Writing and communication skills when dealing with the several parts involved in the CT; 

- Prioritizing skills; 

- Solving urgent unexpected situations; 

- Main administrative point of contact with team staff and the Sponsor/CRO; 

- Detailed-oriented and meticulous; 

- Team work; 
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- Site objective-oriented; 

- Initiative and creativity. 

I became aware of and understood the logistics difficulties which a research site has to overcome with 

regard to delays in payments and slow approvals, which makes each step slower. Slow approval barriers 

sometimes lead to the site not having the capacity to hold more CTs, especially those which are competitive, 

as I have referred to.  

The development of SOPs allowed me to apply the knowledge that I have about quality and the writing 

of SOPs to improve the site by filling the existing gap with regard to SOPs as it was said in subchapter 4.2. 

With this implementation, I definitely contributed to the improvement of the clinical research site 

performance. For example, if a new member is incorporated in the staff, there are now SOPs to train this new 

collaborator in the site procedures and to help them easily adapt to the site’s daily routine. Besides the SOPs I 

developed, there are also other interesting procedures for the site, such as an SOP for the CT submission and 

an OS for the Ethics Committee, an SOP for the CT submission and OS for the Administration Board, an 

SOP for Recruitment, an SOP for IP Management and an SOP for the Sponsor MoV.   

Now, with a quality tool created and implemented I suggest the development of a QMS to direct and 

control the site in terms of quality according to standards described on ISO 9001: 2000 “QMS 

requirements”(27).  

Regarding the research activities stated in chapter 5 that I had the chance to perform, I would say that 

the creation of an OS project was a wonderful opportunity to apply the basic knowledge that I have of PM 

and medical writing. I had a team to manage and to motivate to participate and support me in the study.  

In the initiation process, the project was defined after realising that there was a need for an effective 

recruitment strategy in HD. In the planning process, I was able to establish the scope of the project, its 

objectives and I thought of what were the required actions to meet those objectives. I set timelines and 

milestones for the project. The next steps are the execution of the project in order to accomplish the 

objectives. The project must be monitored, controlled and in the end, when all objectives have been met, the 

project must be closed.  

I acquired the skills to be able to manage a small project, allocate a budget and submit a project for 

funding request. Motivating the team members was also one of my responsibilities. I gained skills in leading 

a team who came from different backgrounds and possessed varying roles in the project. 

Regarding tools, I learnt how to use the software OmniPlan 1.6.1 (v143.16) for Macintosh to manage 

this project, breaking down tasks and optimising the resources needed.  
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The Review Article / Systematic Review made me acquire expertise in recruitment for CTs, especially 

in recruitment strategies, motivating factors and barriers in entering CTs. I put into practise my medical 

writing knowledge and it was a preparation training for the submission of articles for publication.   

Time management was difficult, requiring long periods of working hours to perform all required 

activities with the required and deserved dedication. However, it was apparent that in some situations, 

completing activities took longer than the expected time because of my lack of experience. Nevertheless, I 

would not abdicate of any activity performed during this training because every situation, including the 

difficult ones, has contributed to my personal and professional growth. 
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7. Conclusions 

A clinical research daily routine is marked by the agitation of the CT visits early in the morning, by the 

coordination of different CTs visits, by the performance of CTs procedures with very controlled timings, and 

by communicating with every member involved in the study without forgetting anyone. 

In this site where I did my training, we do our best to give opportunities to patients to receive 

innovative treatments and improve their quality of life. We translate research into patient benefit.  

The training allowed me to participate in different projects within a site giving me a wide range of 

learning opportunities and reinforcing my determination and willingness to accept challenges. Essentially, 

the training was in studies coordination but I had the opportunity to perform more than that. I did co-

monitoring; I trained quality skills and medical writing skills.   

I learnt from those I worked with and I also taught something new making of this experience a mutual 

enriching one. It was a way to put into practice what I had learnt at the University and was a bridge between 

the academic and working worlds.  

As I was being trained to become a SC I applied my background knowledge to acquire experience in 

clinical studies, as well as autonomy to coordinate a clinical research site following ICH-GCP (1) standards 

because now I am completely familiar with the procedures behind the functioning of a clinical research site 

and I have applied them ensuring that the rights, safety and well-being of patients are protected and data is 

generated with quality. I am also familiar with every step of a CT and I have communicated with everyone 

involved in a CT. I began the preparation of the site for the implementation of a QMS with the development 

of SOPs.  

I realised that a SC is fundamental for the proper conduction of a CT in a research site. The SC is 

always concerned with the compliance of the protocol and organises the study procedures in accordance with 

the protocol. She is the bridge between the research staff and the Sponsor/CRO allowing the proper 

transmission of the information in a trustable way. The SC’s role is to facilitate the investigator’s role 

concerning the management of clinical studies. The SCs highly contributes for the success a clinical research 

site.  

Regarding the relationship between SC and patients, I understood that patient’s rely on SC to answer 

their questions and to give them attention. The SC is more available for supporting the patient and 
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communicates with the patient and if she does not know the answer, she rapidly forward patient’s doubts to 

study nurses and investigators. 

Therefore, my idea of a SC’s role changed during the training. Initially, I though that a SC only 

coordinates the research centre, managing it in a logistics way and supporting investigators with 

communication with the Sponsor/CRAs and managing CT data. However, I realised that a SC in a functional 

site performs more activities than those. The SC participates more in the study procedures and is more 

involved in the CT. 

It was difficult to manage the time. Between patients and visits, answering telephone calls, clearing any 

patient’s doubts, administrative and logistic work and being with CRAs. This barrier was overcome and 

made me grow. Made me differentiate what is priority and urgent from what could wait until the following 

day, and to make quick decisions based on logic. I gained responsibility. The responsibility of not failing 

with patients, procedures that in spite of being easy could compromise the patient if are not performed 

correctly like the ECG, sample processing and IVRS calls to allocate IP.  I perfected my thoroughness 

because if I did not do the procedures correctly, the entire CT data could be compromised.  

I became a more organised person because a site that communicates with different people needs people 

with organisational skills to manage the site and be successful in all activities. I gained discipline and 

effective communication skills. I grew up and become a more mature and confident person.  

During this 9-month training, I had difficulties in performing some activities due to the lack of 

experience. Processing biological samples and performing ECGs were two of the tasks were I felt difficulty 

at the beginning but I practised and studied until I was able to do them autonomously. As a suggestion for the 

Master’s degree programme, I would say that we could have more practical classes regarding the most 

common procedures of a CT that a SC could perform like ECGs, measurement of vital signs and processing 

biological samples. I mean in order to train people to be able to work in a clinical research site as the one I 

have done my training as a SC. It is known that usually are the study nurses and laboratory technicians who 

do these procedures, but the tendency is to have more structured and functional clinical research sites, where 

is inevitable for a SC to perform those tasks. 

Depending on the age and on the disease I had difficulty to relate myself naturally with patients. 

Besides my efforts to face this barrier between the patient and me, it was not successfully overcome. I might 

be able to overcome this difficulty in the future attending a training course in gerontology, which teaches 

how to relate with the elderly. However, I understood with this training that I am not capable of being in the 

front row dealing with the patients. This is not natural in me. I would rather prefer to stay at the back-office.  

Therefore, I would like to keep working in clinical research in the future, but in the another perspective. 

I would like to have the experience of participating in the development and implementation of a CT 

promoted by a Pharmaceutical Company. In this way, in case of success, I would also feel rewarded that I 

would have contributed indirectly to change other people’s life and to improve their quality of life.  
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