
 THE PRINCIPLES OF ICH GCP
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 Before a trial is initiated, foreseeable risks and inconveniences should be weighed against the 
anticipated benefit for the individual trial subject and society. A trial should be initiated and 
continued only if the anticipated benefits 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
. 

INSTITUTIONAL REVIEW 
BOARD/INDEPENDENT ETHICS 
COMMITTEE (IRB/IEC)
 Responsibilities 

1. An IRB/IEC should safeguard the rights, safety, and well-being of all trial subjects. Special 
attention should be paid to trials that may include vulnerable subjects.

2 The IRB/IEC should obtain the following documents:
trial protocol(s)/amendment(s), written informed consent form(s) and consent form updates that 
the investigator proposes for use in the trial, subject recruitment procedures (e.g. 
advertisements), written information to be provided to subjects, Investigator’s Brochure (IB), 
available safety information, information about payments and compensation available to 
subjects, the investigator’s current curriculum vitae and/or other documentation evidencing 
qualifications, and any other documents that the IRB/IEC may need to fulfil its responsibilities.
The IRB/IEC should review a proposed clinical trial within a reasonable time and document its 
views in writing, clearly identifying the trial, the documents reviewed and the dates for the 
following:
– approval/favourable opinion;
– modifications required prior to its approval/favourable opinion;



– disapproval / negative opinion; and
– termination/suspension of any prior approval/favourable opinion.

3 The IRB/IEC should consider the qualifications of the investigator for the proposed trial, as 
documented by a current curriculum vitae and/or by any other relevant documentation the 
IRB/IEC requests.

4 The IRB/IEC should conduct continuing review of each ongoing trial at intervals appropriate to
the degree of risk to human subjects, but at least once per year. 

INVESTIGATOR
 Investigator’s Qualifications and Agreements 

1 The investigator(s) should be qualified by education, training, and experience to assume 
responsibility for the proper conduct of the trial, should meet all the qualifications specified by 
the applicable regulatory requirement(s), and should provide evidence of such qualifications 
through up-to-date curriculum vitae and/or other relevant documentation requested by the 
sponsor, the IRB/IEC, and/or the regulatory authority(ies).

2 The investigator should be thoroughly familiar with the appropriate use of the investigational 
product(s), as described in the protocol, in the current Investigator’s Brochure, in the product 
information and in other information sources provided by the sponsor.

3 The investigator should be aware of, and should comply with, GCP and the applicable 
regulatory requirements.

4 The investigator/institution should permit monitoring and auditing by the sponsor, and 
inspection by the appropriate regulatory authority(ies).

5 The investigator should maintain a list of appropriately qualified persons to whom the 
investigator has delegated significant trial-related duties.

4.2 Adequate Resources

 4.2.1 The investigator should be able to demonstrate (e.g., based on retrospective data) a 
potential for recruiting the required number of suitable subjects within the agreed recruitment 
period. 

4.2.2 The investigator should have sufficient time to properly conduct and complete the trial 
within the agreed trial period. 

4.2.3 The investigator should have available an adequate number of qualified staff and adequate 
facilities for the foreseen duration of the trial to conduct the trial properly and safely.



 4.2.4 The investigator should ensure that all persons assisting with the trial are adequately 
informed about the protocol, the investigational product(s), and their trial-related duties and 
functions.

 ADDENDUM 

4.2.5 The investigator is responsible for supervising any individual or party to whom the 
investigator delegates trial-related duties and functions conducted at the trial site. 

4.2.6 If the investigator/institution retains the services of any individual or party to perform trial-
related duties and functions, the investigator/institution should ensure this individual or party is 
qualified to perform those trial-related duties and functions and should implement procedures to 
ensure the integrity of the trial-related duties and functions performed and any data generated. 

CLINICAL TRIAL PROTOCOL AND 
PROTOCOL AMENDMENT(S)
The contents of a trial protocol should generally include the following topics. However, site 
specific information may be provided on separate protocol page(s), or addressed in a separate 
agreement, and some of the information listed below may be contained in other protocol 
referenced documents, such as an Investigator’s Brochure.

 General Information

1 Protocol title, protocol identifying number, and date. Any amendment(s) should also bear the 
amendment number(s) and date(s).

2 Name and address of the sponsor and monitor (if other than the sponsor).

3 Name and title of the person(s) authorized to sign the protocol and the protocol amendment(s) 
for the sponsor.

4 Name, title, address, and telephone number(s) of the sponsor’s medical expert (or dentist when 
appropriate) for the trial.

5 Name and title of the investigator(s) who is (are) responsible for conducting the trial, and the 
address and telephone number(s) of the trial site(s).

6 Name, title, address, and telephone number(s) of the qualified physician (or dentist, if 
applicable), who is responsible for all trial-site related medical (or dental) decisions (if other than
investigator).



7 Name(s) and address(es) of the clinical laboratory(ies) and other medical and/or technical 
department(s) and/or institutions involved in the trial.

ESSENTIAL DOCUMENTS FOR THE 
CONDUCT OF A CLINICAL TRIAL
8 Introduction 

Essential Documents are those documents which individually and collectively permit evaluation 
of the conduct of a trial and the quality of the data produced. These documents serve to 
demonstrate the compliance of the investigator, sponsor and monitor with the standards of Good 
Clinical Practice and with all applicable regulatory requirements.

Essential Documents also serve a number of other important purposes. Filing essential 
documents at the investigator/institution and sponsor sites in a timely manner can greatly assist 
in the successful management of a trial by the investigator, sponsor and monitor. These 
documents are also the ones which are usually audited by the sponsor’s independent audit 
function and inspected by the regulatory authority(ies) as part of the process to confirm the 
validity of the trial conduct and the integrity of data collected.

The minimum list of essential documents which has been developed follows. The various 
documents are grouped in three sections according to the stage of the trial during which they will
normally be generated: 1) before the clinical phase of the trial commences, 2) during the clinical 
conduct of the trial, and 3) after completion or termination of the trial. A description is given of 
the purpose of each document, and whether it should be filed in either the investigator/institution 
or sponsor files, or both. It is acceptable to combine some of the documents, provided the 
individual elements are readily identifiable.

Trial master files should be established at the beginning of the trial, both at the 
investigator/institution’s site and at the sponsor's office. A final close-out of a trial can only be 
done when the monitor has reviewed both investigator/institution and sponsor files and 
confirmed that all necessary documents are in the appropriate files.

Any or all of the documents addressed in this guideline may be subject to, and should be 
available for, audit by the sponsor’s auditor and inspection by the regulatory authority(ies).



ADDENDUM 

The sponsor and investigator/institution should maintain a record of the location(s) of their 
respective essential documents including source documents. The storage system used during the 
trial and for archiving (irrespective of the type of media used) should provide for document 
identification, version history, search, and retrieval. Essential documents for the trial should be 
supplemented or may be reduced where justified (in advance of trial initiation) based on the 
importance and relevance of the specific documents to the trial. The sponsor should ensure that 
the investigator has control of and continuous access to the CRF data reported to the sponsor. 
The sponsor should not have exclusive control of those data. When a copy is used to replace an 
original document (e.g., source documents, CRF), the copy should fulfill the requirements for 
certified copies. The investigator/institution should have control of all essential documents and 
records generated by the investigator/institution before, during, and after the trial. 
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