
32

months to each Principal Investigator (PI) so that they can fulfil the
GCP requirement of updating the Research Ethics Committee
(REC) on the project status. In order to help the spreading of the
information required to performed a high quality investigation, the
Clinical Trials Agency (CTA) has organized several reunions with
the hospital’s personnel involved in clinical research (including phys-
icians, nurses, trainees, data managers and so on), has promoted
Observational Post-Authorization Studies (OPS) conventions and
offers an annual course in Clinical Trials (CT) and OPSs, which is
accredited by local Authorities.
Results: From a total 1186 studies that we have in our database, as of
May 2006, there are: 762 CT, 347 Investigation Projects (IP), 57 OPSs
and 20 Epidemiologic studies. According to the data provided by the
CTA; out of the 762 CTs, 626 have been approved, 38 have been de-
nied and 38 are currently being evaluated by the REC. Furthermore,
we have up to date information on 565 approved CTs (82.3%); actu-
ally, the information concerning patient recruitment was provided by
the PI in 69% of the cases. Before employing a clinical pharmacol-
ogist by the CTA, in 2003, only 6% of the CT had updated infor-
mation which mainly came from the promoter. Moreover, the CTA
have supported investigation by providing consultancy regarding
legislation (117) and documentation (42), Informed Consent related
issues (42), Methodology (27) and economic impact associated with
biomedical diagnostics and medication (5).
Conclusions: The effort of the Technical Staff have led to: an update
of the documentation and database, a better knowledge of the cur-
rent status of all the projects, and a more efficient spreading of the
information required to perform any kind of biomedical research,
which has motivated an increase in the number of studies sponsored
by investigators from our hospital.

EC20 TELEPHONE SCREENING TO IMPROVE
RECRUITMENT OF HEALTHY VOLUNTEERS IN
NEUROPSYCHOPHARMACOLOGY CLINICAL TRIALS:
ROLE OF NURSES

Menoyo, E., Perez, M., de la Torre, R., Farré, M.
Pharmacology Research Unit, Institut Municipal d’Investigació
Mèdica (IMIM-H.Mar), Barcelona, Spain, Universitat Autònoma
de Barcelona, Universitat Pompeu Fabra, Barcelona, Spain

Background: There are previous reports that showed a high percen-
tage of those responding to advertisements for healthy controls for
neuropsychopharmacology research have personal histories of ill-
ness or recreational drug patterns which would exclude them from
such studies.
Objectives: Main purpose of the study was to describe the healthy
volunteers recruitment procedure.
Setting: Clinical Pharmacology Research Unit in a Research Insti-
tute in Barcelona. Healthy recreational drug users that applied to
participate in clinical neuropsychopharmacology studies.
Method: A procedure was defined to recruit subjects for studies. The
protocol included different steps, starting with a brief telephone
screening done by the nurses (including standardized questions
about demographics, previous and current illness, etc.). Volunteers
who passed the telephone screenning were scheduled for a personal
interview in the Clinical Research Unit. Then they were informed
about the study protocol and procedures. After that, subjects ac-
cepting to participate signed the informed consent form. In this
communication we present the procedures for recruitment and some
preliminary Results:. Results: The procedure was used in the recruit-
ment of healthy recreational ‘‘club drug’’ users that volunteered for
a trial designed to evaluate the pharmacokinetics and pharmaco-
dynamics of a methamphetamine derivative.
Results: Period from February 2006 to June 2006. A total of 47
subjects responded to the telephone pre-screening (20 males and 27
females). Face to face interview was done in 20 subjects. Finally 10
volunteers participated in the study. The most important causes of
non-selection were psychiatric disorders, use of oral contraceptives,
no previous experience with ‘‘club drugs’’ or criteria of drug de-
pendence (previous or current).

Conclusions: The experience demonstrated the value of telephone
screen done by nurses in order to recruit subjects in clinical trials.

Supported by grants: NIH (5R01DA017987-02), FIS (G03/005
and C03/06) and CIRIT 2005SGR00032.

EC21 EARLY ACCESS TO NEW TREATMENTS IN
PATIENTS WITH HIV INFECTION: EXPANDED ACCESS
PROTOCOLS

Fernández-Cortizo Ma Jesús, Sanz-Sanchı́s Nuria, Serrano-Castro
Mariantonia, Vargas-Castrillón Emilio
Subdirección General de Medicamentos de Uso Humano, Agencia
Española de Medicamentos y Productos Sanitarios (AEMPS),
Spain

Objectives: There is a need for new antiretroviral (ARV) agents so
that regimens with at least two active agents can be built. Expanded
access protocols (EAP) provide early access to patients with HIV
infection who have not therapeutic options with available regimens.
As the new ARV agents are investigational medicinal products, EAP
have the consideration of clinical trials with medicinal products and
fall within the scope of Royal Decree 223/2004. The time elapsed
between the date of authorisation in Spain of EAP in which new
ARV agents are used and the date of Marketing Authorisation
(MA) in the Community could indirectly indicate the degree of ro-
bustness of the efficacy data available at the time EAP are initiated.
Setting: A search was performed in the clinical trial database of the
Spanish Agency for Medicines and Health Care Products (AEMPS)
from 1995 to 2006 (data lock 15th June).
Method: Initially, the following search terms were used ‘‘HIV’’ and
‘‘VIH’’. Further search terms used were ‘‘expanded access’’, ‘‘com-
passionate use’’, and ‘‘open label’’. Open label extension studies
were excluded. The date of authorisation of every EAP was ob-
tained from the database. For every ARV agent the date of issue of
MA was obtained from the European Medicines Agency web site
www.emea.eu.int.
Results: Two hundred and seventy-five clinical trials on HIV infec-
tion were identified. Of these, 15 were EAP corresponding to 13
different ARV agents. Eleven of these are currently marketed. The
time elapsed between the date of authorisation of the EAP and the
date of MA in the Community was less than 12 months in 5 cases.
For the remaining 6, there was a delay of one year (2 cases), 15
months (1), 17 months (1), 23 months (1 case) and, 31 months (1).
In 4 out of 5 ARV agents for which the delay was less than 12
months, the MA was granted before 2002.
Conclusions: These results seem to show that there is a tendency in
recent years to initiate EAP earlier in the clinical development of
ARV drugs. However, further insight on this issue is necessary to
draw firm conclusions.

EC22 HUMAN AND MATERIAL RESOURCES OF
CLINICAL INVESTIGATION ETHICS COMMITTEES IN
SPAIN

Saldaña Valderas, M., Quintero Sierra, M. J.
Unidad de Farmacologı́a Clı́nica, Hospital Universitario Puerta
del Mar, Cádiz, Spain

Objectives: to assess the material and human resources that Clinical
Investigation Ethics Committees (CIECs) are provided with in
Spain.
Setting: Clinical investigation Ethics Committees in Spain.
Method: a questionnaire was sent to all CIECs in Spain through e-
mail. E-mail addresses were obtained from the Spanish Medicines
Agency directory. The questionnaire included a total of 20 ques-
tions, relative to material and human resources and relative to the
relevance of the CIEC work for the Hospital Management. Material
resources included: fax, phone, photocopy, economic compensation
for the members or a hall for the meetings. Regarding human re-
sources, questions asked about the existence of technical and sup-
portive staff.
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Results: a total of 47 valid questionnaires from 47 CIEC were ob-
tained. Of these 47 CIECs, 5 were autonomic CIEC and the remain-
ing 42 were local. Ten of 17 autonomous communities were repre-
sented: Andalucı́a, Aragón, Castilla-La Mancha, Castilla-León, Ca-
talunya, Illes Balears, Madrid, Navarra, Paı́s Vasco and Comunidad
Valenciana. Questionnaires were fulfilled by the Secretary in 57% of
cases. The administrative work was made by administrative staff in
49% of cases, by the CIECs Secretary in 40% of cases and by techni-
cal staff in 11% of cases. Regarding the question of staff and its
qualification, 77% of CIECs had administrative staff, versus 21%
of CIECs that did not have it; 32% of CIECs had technical staff
(clinical pharmacologists, pharmacists, economists and specialists
in documentation), versus 64% that did not have this type of staff.
For 56% of CIECs, the Hospital Management was not aware of
the relevance of the CIEC job; for 58% of CIECs, the Hospital
Management was not aware of the CIEC necessities and for 58% of
CIECs, the Hospital Management did not provide the necessary
resources.
Conclusions: overall, Spanish CIECs are not adequately provided
with human and material resources. In almost 60% of cases, CIECs
have the perception that Hospital Directions are not aware of the
relevance of the CIECs, and consequently they do not provide
CIEC with adequate resources. Hospital Managements, central and
autonomous administrations should make aware of the relevance of
the role of CIECs in order to provide adequate resources .

Pharmacoepidemiology
FEP5 HEPATIC DAMAGE RELATED TO NON-STEROIDAL
ANTI-INFLAMMATORY DRUGS. A CASE/NON CASE
STUDY

Macias, D., Sáinz, M., Salado, I., Martı́n Arias, L. H., Carvajal,
A.
Instituto de Farmacoepidemiologia, Facultad de Medicina,
Valladolid, Spain

Objectives: The aim of this study is to assess the risk of hepatotoxic-
ity of non-steroidal anti-inflammatory drugs.
Setting: Information was gathered from the Spanish Pharmacovigil-
ance System database (FEDRA). All spontaneous reported cases
available via ‘‘yellow card’’ were considered.
Method: Case/non case approach was used; thus, a measure of dis-
proportionality between a drug and a particular adverse reaction
(liver injury) was estimated. Cases are reports corresponding to liver
injury, being non-cases all the other reports. This method allows
comparison of drug exposure between cases and non-cases and the
estimate of odds ratios with confidence intervals. The period con-
sidered ranged from 1982 to 2006. Metamizol was also included.
Results: Total reports for the period were 89906 of which 2912
(3.23%) were liver injury. Droxicam (OR, 22.73; CI95%, 16.98–
30.42), nimesulide (OR, 7.13; CI95%, 4.89–10.37), sulindac (OR,
5.98; CI95%, 1.73–20.67), aceclofenac (OR, 1.48; CI95% 1.04–2.12),
acetyl salicylic acid (OR, 1.28; CI95%, 1.08–1.53), indometacin
(OR, 1.12; CI95% 1.74–1.68), had significant risk values. Although
non significant, other drugs appear with risk values higher than
1.Morniflumate (OR,2.85; CI95%, 0.67–12.15), tolmetine (OR,2.99;
CI95%, 0.38–23.35), mefenamic acid (OR,1.49; CI95%, 0.20–11.14),
meloxicam (OR,1.47; CI95%, 0.93–2.34), proglumetacine (OR,1,36;
CI95%, 0.18–10,08), ketoprofen (OR,1.17; CI95%, 0.15–0.85),
dexketoprofen (OR,1.10; CI95%, 0.58–2.07), glucosamine
(OR,1.05; CI95%, 0.54–2.04).
Conclusions: The case non case methodology might contribute to
signal generation. Present results are coincidental with pre-existent
data on liver injury associated with NSAIDs: droxicam and nimesu-
lide, withdrawn for hepatotoxicity, showed the higher risks. It is
remarkable the high risk found with sulindac. In addition, a high
risk was observed with aceclofenac and diclofenac. On the contrary,
coxibs showed a low risk of hepatotoxicity.

FEP6 PAIN IN PATIENTS TREATED WITH ANALGESIC
AND NSAID DRUGS

Morales-Olivas, F. J., Montejano, J., Rubio, E., Estañ, L.
Departament of Pharmacology, University of Valencia, Spain

Objectives: The goal of the study is to analyze the presence and
intensity of pain in patients treated with analgesic or non steroidal
antiinflammatory drugs (A/NSAID) attended in Primary Care.
Setting: The study was carried out in a basic health area in Navarrés
(Valencia, Spain) with an approximate population of 4400 inhabi-
tants.
Method: Descriptive, cross-sectional, dug utilization study. Eligible
patients were those that had sought a prescription of a drug of ATC
groups M01A, N02A and N02B for their own use. A representative
sample (18 years of age and older) was chosen (nΩ163; 95% confi-
dence level, a 25% of prevalence of use of A/NSAID and a degree
of accuracy of 0,05). Data collection was carried out between the
months of November 2004 and November 2005. Patients were asked
about the reason to use A/NSAID drugs, the therapeutic schedule
and if they experienced any pain complaint in the moment of the
visit. If the answer was affirmative pain was evaluated by means of
a standard horizontal visual analogue scale (VAS) of 100 mm or a
verbal numerical scale (VNS). The data are presented as descriptive
statistics; mean comparisons were calculated with the Student’s t
test (p�0,05).
Results: 265 patients were included (76,2% women; 66,1∫13,9 years
old (20–93)). Paracetamol (35,9%), metamizol (12,1%) and ibuprof-
en (12,1%) were the most commonly drugs used. 15,1% of patients
were taken fixed analgesic combinations. Osteoarthritis (31,3%),
low back pain (15,5%) and headache (12,5%) were the most fre-
quent causes for A/NSAID utilization. 131 patients (49,4%; CI95%
43,3–55,4%) described suffering pain in the moment of the visit. In
98 the pain was evaluated by means of VAS (median value: woman
48 mm; men 45 mm) and in 24 with VNS (median value 2,5). 60
patients evaluated with VAS put the mark on the scale in values
upper 30 mm which is considered moderate-severe pain. The anal-
gesic regime vary widely and only 45,3% of patients used the drugs
continuously at regular intervals.
Conclusions: Approximately half of the patient users of A/NSAID
suffered pain and many of them had a clinically relevant pain prob-
ably related with both incorrect analgesic election and schedule.

FEP7 A PILOT STUDY ON ADHERENCE TO
PHARMACOLOGICAL TREATMENT versus A BACK
SCHOOL PROGRAM FOR CHRONIC LOW BACK PAIN

Rubio Gomis, E.* Rubio Fernández, M. D.** Palop Larrea, V..;
Martı́nez-Mir, I.***
*Departamento Farmacologı́a Universitat de Valencia y Unidad
Farmacologı́a Clı́nica; **Servicio Rehabilitación; ***Dirección
Área Serv, Médicos (Fundación HGU), Consorcio Hospital
General Universitario de Valencia; .Subdirección Departamento 11
de Salud de la Comunidad Valenciana, Valencia, Spain

Objectives: To evaluate adherence to pharmacological treatment
versus a back school program (BS) used as preventive strategy in
patients with chronic low back pain, at the end of the school pro-
gram and after 3 and 6 months.
Setting: Patients referred to the Service of Rehabilitation of a Gen-
eral Hospital between January and February 2004, with a diagnosis
of nonspecific chronic low back pain, included in 4 consecutive
groups of a BS program.
Method: This was a prospective, open-label observational pilot
study. The adherence was measured using the attendance rates to
sessions and visits, patient self-reports (Haynes & Sacket test), spe-
cific questionnaire (Morisky-Green questionnaire) and physician-
estimated adherence. Measures of disease activity, pharmacological
treatment and demographics (age, sex, socio-cultural status, etc)
were also obtained.
Results: Forty patients (77,5% females) with a mean age of 46,2
years (SD:13,2; range 20–74) were studied. Of these, 34 (85%) had
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