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Good Clinical Practices (GCP)  

 
What is that? 

? 



Good Clinical Practice (GCP)  

 
 International ethical and scientific quality standard 

for designing, conducting, recording, and reporting 
trials that involve the participation of human 

subjects 

 

Compliance with this standard provides public 
assurance that the rights, safety, and wellbeing of 
trial subjects are protected, consistent with the 

principles that have their origin in the Declaration 
of Helsinki, and that the clinical trial data are 

credible 



Good Clinical Practice (GCP) 

 

 
 

 

Objective:  

 


Facilitate the mutual acceptance of clinical data by the 

regulatory authorities 

 

Scope: 

 


Clinical trial data that are intended to be submitted to 

regulatory authorities 

 


The principles established in this guidance may also be 

applied to other clinical investigations that may have an impact 

on the safety and well-being of human subjects 

 



Historical Background 

 
 Sulphanilamide incident  
1937 
 
 
 Nazi Medical  War Crimes 
1939-45 
 
 

 Thalidomide (birth defects)  
1960s 
 
 
 Tuskegee study (syphilis)  
1932-72 
 
 

1938 Drug laws introduced to 
regulate safe manufacturing of drugs 
 
 
1949 Nuremberg Code: required 
voluntary “informed consent” 
 

 
1962 Kefauver Amendments: 
prove drugs are both safe and 
effective 
 
 
1979 Belmont report: interest of 
individual is above interest of society 
 



World Medical Association (WMA) 

Declaration of Helsinki 

Ethical Principles for Medical Research  

Involving Human Subjects 

  First version on June 1964 18 WMA General Asembly 

 Last version on July 2013 in Fortaleza (Brasil) 

 

 General Principles related Confidentiality and Data Protection: 

     

  Medical research is subject to ethical standards that promote and ensure 

respect for all human subjects and protect their health and rights 

 

It is the duty of physicians who are involved in medical research to protect 

the life, health, dignity, integrity, right to self-determination, privacy, 

and confidentiality of personal information of research subjects. The 

responsibility for the protection of research subjects must always 

rest with the physician or other health care professionals and never 

with the research subjects, even though they have given consent. 



GCP Principles     

1. Clinical trials should be conducted in accordance with the ethical principles that have their 
origin in the Declaration of Helsinki, and that are consistent with GCP and the applicable 
regulatory requirement(s).  
 

2. Foreseeable risks and inconveniences should be weighed (the anticipated benefits must justify 
the risks).  

 
3. The rights, safety, and well-being of the trial subjects are the most 

important considerations and should prevail over interests of 
science and society.  
 

4. The available nonclinical and clinical information on an investigational product should be 
adequate to support the proposed clinical trial.  
 

5. Clinical trials should be scientifically sound, and described in a clear, detailed protocol.  
 

6. A trial should be conducted in compliance with the protocol that has received prior 
institutional review board (IRB)/independent ethics committee (IEC) approval/favorable opinion.  
 

7. The medical care given to, and medical decisions made on behalf of, subjects should always be 
the responsibility of a qualified physician. 



 
8. Each individual involved in conducting a trial should be qualified by education, training, 

and experience to perform his or her respective task(s).  
 

9. Freely given informed consent should be obtained from every subject prior to clinical 
trial participation. 
 

10. All clinical trial information should be recorded, handled, and stored in a way that 
allows its accurate reporting, interpretation, and verification.  
 

11. The confidentiality of records that could identify subjects should be 
protected, respecting the privacy and confidentiality rules in 
accordance with the applicable regulatory requirement(s).  
 

12. Investigational products should be manufactured, handled, and stored in accordance 
with applicable good manufacturing practice (GMP). They should be used in accordance 
with the approved protocol.  
 

13. Systems with procedures that assure the quality of every aspect of the trial should be 
implemented. 

GCP Principles 
    



GCP 

Rights, safety, and well-

being of the trial 

subjects 

Credibility and reliability 

of the study data 
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CONSTITUTIONAL RIGHT (art. #18): 

“The right of personal and family privacy and the secret of communications” 

THE DATA PROTECTION ACT 

LOPD “Ley Orgánica 15/1999 de protección de datos de carácter personal” 

  

This “organic act” is the basis for the Spanish 

system to guaranteeing the right to protect 

personal data  

The AEPD (Agencia Española de protección de datos) is formed from  

the establishment of the LOPD. 
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Personal Data are classified into 3 levels depending on  

the sensitivity of the data: 

 

 

-low: identification, professional, academic, financial, etc 

-middle: personality evaluation, inland revenue data,  

 criminal offences, etc. 

-high: race, sex, religion, health, etc  

  

Specific security measures correspond to each 

specific level, being the “high level” the most strict. 
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OUR BASIC OBLIGATIONS: 

 

 to declare their electronic and non-electronic 

files that contain personal data to the AEPD 

 

 to authenticate these personal data through 

compliance of the following LOPD principles: 

 
  The consent of the “affected” person principle 

  The information to the “affected” principle 

  The principle of data quality 

 

Política de privacidad 

En virtud de lo dispuesto en la Ley Orgánica 15/1999, de protección de datos de 

carácter personal, te informamos que tus datos quedarán incorporados y serán tratados 

en el fichero “Voluntarios”, del que es titular la Fundación Pasqual Maragall, con el 

objetivo de participar en estudios científicos y ofrecer información sobre las acciones de 

la Fundación. Puedes ejercer los derechos de acceso, rectificación, cancelación y 

oposición mediante escrito, y adjuntando fotocopia del DNI, dirigido a la Fundación 

Pasqual Maragall, Calle Dr. Aiguader, 88, 08003 Barcelona o al correo electrónico 

voluntarios@fpmaragall.org. 
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Privacy for research participants is a concept in research ethics 

which states that a person in human subject research has a right to 

privacy when participating in research.  

 

 


 Neither the researcher nor the study design nor the 

publication of the study results would ever identify any 

participant in the study. 

Personal data CODING 

PRIVACY FOR RESEARCH PARTICIPANTS 

 Participants should be informed of all procedures regarding their 

personal data in the Informed Consent Form. 
 

https://en.wikipedia.org/wiki/Research_ethics
https://en.wikipedia.org/wiki/Human_subject_research
https://en.wikipedia.org/wiki/Privacy
https://en.wikipedia.org/wiki/Research



