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AE  Adverse Events
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CRA  Clinical Research Associate

CRF  Case Report Form
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DFID  UK Department for International Development 

DSMB  Data Safety Monitoring Board
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GCLPG Good Clinical Laboratory Practice Guidelines

GCP  Good Clinical Practice

GLP  Good Laboratory Practice

GMP  Good Manufacturing Practice
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Title	of	Document

	
	

Located	in	Files	of

	

Investigator

	

Sponsor

	

Investigator’s	brochure

	

X

	

X

	

Signed	protocol	and	amendments,	if	any,	and	sample	Case	
Report	Form	(CRF)

	

X

	

X

	

Informed	consent	form

	

(including	all	applicable	translations)

	

X

	

X

	

-

	

Any	other	written	information	e.g.

	

Patient	Information	
Leaflet

	

X

	

X

	

-

	

Advertisement	for	participant	recruitment

	

(if	used)

	

X

	 	

Financial	aspects	of	the	trial

	

X

	

X

	

Insurance	cover	for	all	trial	participants

	

X

	

X

	

Signed	agreement	between	involved	parties,

	
e.g.:

	

-
 

Investigator	and	sponsor
	

-
 

Investigator	and	CRO
	

- Sponsor	and	CRO	
- Investigator	and	authority(ies)	(where	required) 	

	

X
	

X
	
	

X 	

	

X
	

X(where
	

required)

	
X 	
X 	

Dated,	documented	favourable	opinion	of	Ethics	
Committee	(EC)	of	the	following:

	-

 

Protocol	and	any	Amendments

	-

 

CRF(if	applicable)

	
-

 

Informed	consent	form(s)

	
-

 

Any	other	written	information	to	be	provided	to	
the	participant(s)

	

-

 

Advertisement	for	participant	recruitment	(if	
used)

	

-

 

Participant	compensation	(if	any)

	

-

 

Any	other	documents	of	given	favourable	opinion

	

X
	

X
	

EC	composition

	

X

	

X

	

Evidence	of	accreditation	of	Ethics	Committee	(EC)	with	
National	Health	Research	Ethics	Committee

	

X

	

X

	

Clinical	trial	authorization	by	the	Agency	

	

X

	

X

	

Curriculum	vitae	and/or	other	relevant	documents	
evidencing	qualifications	of	investigator(s)	and	sub-
investigator(s)

	

X

	

X
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Normal	value(s)/range(s)	for	medical/	
laboratory/technical	procedure(s)	and/or	test(s)	
included	in	the	protocol

X X

Medical/laboratory/technical	procedures	/tests
Certification	or

	

Accreditation	or

	

Established	quality	control	and/or	external	quality	
assessment	or

	

- Other	validation	(where	required)

	
X

	

X

Sample	of label(s)	attached	to	investigational	product	
container(s)

	
	

X

	

Instructions	for	handling	of	investigational	product(s)	
and	trial-related	materials

	

(if	not	included	in	protocol	or	investigator’s	brochure)

	

X

	

X

	

Shipping	records	for	investigational	product(s)

	

and	trial-
related	materials

	

X

	

X

	

Certificate(s)	of	analysis	of	investigational	product(s)	

	 	

X

	

Decoding	procedures	for	blinded	trials

	

X

	

X

	

Master	randomisation	list

	 	

X

	

Pre-trial	monitoring	report

	 	

X

	

Trial	initiation	monitoring	report

	
X

	
X

	

Evidence	of	GCP	training	of	the	Investigators	in	the	last	2	
years

X
	

X
	

Declaration	of	conflict	of	interest,	financial	disclosure	by	
the	investigators		

X 	 X 	

Names	and	qualifications	of	monitors		
	

X
	

X
	

List	of	members	of	Data	Safety	Monitoring	Board	(DSMB)
	
X	(where	
applicable)

	

X	(where	
applicable)

	Evidence	of	registration	in	an	WHO	Clinical	Trial	Primary	
Registry

X

	

X

	

6.1. During	the	clinical	conduct	of	the	trial

	

Title	of	Document

	

Located	in	Files	of

	

Investigator Sponsor

Investigator’s	brochure	updates X X

Any	revision	to: X X
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- Protocol/amendment(s)	and	CRF
- Informed	consent	form
- Any	other	written	information	provided	to	

participants
-

 

Advertisement	for	participant	recruitment	(if	
used)

	

 

Dated,	documented	favourable	opinion	of	EC	of	the	
following:

	

-

 

Protocol	amendment(s)

	

-

 

Revision(s)	of	informed	consent	form

	

-

 

Any	other	written	information	to	be	provided	to	
the	participant

	

 

Advertisement	for	participant	recruitment	(if	used)

	
 

Any	other	documents	given	favourable	opinion

	
 

continuing	review	of	trial	(where	required)

	

X

	

X

	

Authorisations/approvals/notifications	of	the	Agency

	

X

	

X

	

Curriculum	vitae	for	new	investigator(s)	and/or	sub-
investigator(s)

	

X

	

X

	

Updates	to	normal	value(s)/range(s)	for	medical/	
laboratory/	technical	procedure(s)/test(s)	included	in	
the	protocol

	 X

	

X

	

 

Updates	of	medical/laboratory/	technical	
procedures/tests

	
 

Certification	or
	

 
Accreditation	or

	
 

Established	quality	control	and/or	external	quality	
assessment	or	

 Other	validation	(where	required)	

X

	

(where	
required)

	
X

	

Documentation	of	investigational	product(s)	and	trial-
related	materials	shipment

	

X 	 X 	

Certificate(s)	of	analysis	for	new	batches	of	
investigational	products

	
	

X
	

Monitoring	visit	reports

	 	

X

	Relevant	communications	other	than	site	visits

	
Letters	

	
Meeting	notes

	

Notes	of	telephone	calls

	

X

	

X

	

Signed	informed	consent	forms

	

X

	 	

Source	documents X
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Signed,	dated	and	completed

	

Case	report	forms	(CRF)

	

X	(copy)

	

X

	

(original)

	

Documentation	of	CRF	corrections

	

X	(copy)

	

X

	

(original)

	

Notification	by	originating	investigator	to	sponsor	of	
serious	adverse	events	and	related	reports

	

X

	

X

	

Notification	by	sponsor	and/or	investigator,	where	
applicable,	to	the	Agency	and	EC(s)	of	unexpected	serious	
adverse	drug	reactions	and	of	other	safety	information

	

X	(where	
required)

	

X

	

Notification	by	sponsor	to	investigators	of	safety	
information

	

X

	

X

	

Interim	or	annual	reports	to	EC	and	the	Agency

	

X

	

X(where	required)

	

Participant	screening	log

	

X

	

X	(where	required)

	

Participant	identification	code	list

	

X

	 	

Participant	enrolment	log

	

X

	 	

Investigational	products	accountability	at	the	site

	

X

	

X

	

Signature	sheet

	

X

	

X

	

Record	of	retained	body	fluids/	tissue	samples	(if	any)

	

X

	

X

	

6.2.

 

After	completion	or	termination	of	the	trial

	

Title	of	Document
	

	 Located	in	Files	of
	

Investigator
	
Sponsor

	

Investigational	product(s)	accountability	at	site	 X 	 X 	

Documentation	of	investigational	product	destruction 	 X 	
(if 	destroyed 	at 	
site)

	

X 	

Completed	participant	identification	code	list

	
X

	 	Audit	certificate

	

(if	available)

	 	

X

	Final	trial	close-out	monitoring	report

	 	

X

	Treatment	allocation	and	decoding	documentation

	 	

X

	
Final	report	by	investigator	to	EC	where	required,	and	
where	applicable,	to	the	Agency

	

X

	 	Clinical	study	report

	

X

	

X
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Archiving	
6.1.	 All	essential	documents	relating	to	the	clinical	trial	should	be	

retained	by	the	Sponsor	and	should	be	made	available	upon	
request	by	the	Agency

6.2.	 The	sponsor	and	the	investigator	should	retain	the	essential	
documents	relating	to	a	clinical	trial	for	at	least	25	years	after	
its	completion.

6.3.	 They	should	retain	the	documents	for	a	longer	period,	where	so	
required	by	the	Agency	or	by	an	agreement	between	the	
sponsor	and	the	investigator.

6.4.	 Essential	documents	should	be	archived	in	a	way	that	ensures	
that	they	are	readily	available,	upon	request,	to	the	Agency.

6.5.	 The	medical	files	of	trial	participants	should	be	retained	in	
accordance	with	requirements	of	the	Agency	and	with	the	
maximum	period	of	time	permitted	by	the	hospital,	institution	
or	private	practice.

6.6.	 Any	transfer	of	ownership	of	the	data	or	of	documents	should	
be	documented.	The	new	owner	should	assume	responsibility	
for	data	retention	and	archiving	in	accordance	with	(see	also	
sections	4.23	to	4.25;	5.49	to	5.70).

6.7.	 The	sponsor	should	appoint	individuals	within	its	organization	
who	are	responsible	for	archives.

6.8.	 Access	to	archives	should	be	restricted	to	the	named	individuals	
responsible	for	the	archives.

6.9.	 The	media	used	to	store	essential	documents	should	be	such	
that	those	documents	remain	complete	and	legible	throughout	
the	required	period	of	retention	and	can	be	made	available	to	
the	Agency	upon	request.

6.10.	 Any	alteration	to	records	should	be	traceable.
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Investigator’s Brochure Cover Page
Appendix 1:
TITLE PAGE (Example) 

SPONSOR'S NAME 

Product: 

Research Number: 

Name(s): Chemical, Generic (if  approved) 

 

Trade Name(s) (if  legally permissible and desired by the sponsor) 

INVESTIGATOR'S BROCHURE 

 

Edition Number: 

 

Release Date: 

 

Replaces Previous Edition Number: 

 

Date: 

 

Appendix 2

 

TABLE OF CONTENTS OF INVESTIGATOR'S BROCHURE (Example) 

 

Confidentiality Statement (optional) 

 

Signature Page (optional) 

 

Table of  Contents 

 

Summary 

 

Introduction 

 

Physical, Chemical, and Pharmaceutical Properties and Formulation 

 

Nonclinical Studies 

 

Nonclinical Pharmacology 

 

Pharmacokinetics and Product Metabolism in Animals 

 
 

Toxicology 

 

Effects in Humans 

 

Pharmacokinetics and Product Metabolism in Humans 

 

Safety and Efficacy 

 

Marketing Experience 

 

Summary of  Data and Guidance for the Investigator 

 

References on           1. Publications 

 

2. Reports 

 

These references should be found at the end of  each chapter 

 

Appendices (if  any) 
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Adverse Event  

Adverse Reaction  

Analytical plan 

Analytical project 
manager 

Applicable Regulatory 
Requirement(s)  

Approval  

Audit  

 

Any untoward medical occurrence in a patient or 
clinical trial participant administered a medicinal 
product and which may or may not have a causal 
relationship with this treatment. An adverse event 
(AE) can therefore be any unfavourable and 
unintended sign (including an abnormal laboratory 

with the use of an investigational medicinal product, 
whether or not related to the investigational 
medicinal product. 

All untoward and unintended responses to an 
investigational medicinal product related to any dose 
administered. 

A formal document describing all aspects of the work 
to be performed by the trial facility.  

The individual responsible for the overall conduct of 
 

Any law(s) and regulation(s) addressing the conduct 
of clinical trials of investigational products.  

cision of the Agency that the 
clinical trial has been reviewed and may be 
conducted at the institution site within the 
constraints set forth by the ethics committee, the 
institution and Good Clinical Practice (GCP)  

A systematic and independent examination of trial 
related activities and documents to determine 
whether the evaluated trial related activities were 
conducted, and the data were recorded, analyzed and 
accurately reported according to the protocol, 
sponsor's Standard Operating Procedures (SOPs), 
Good Clinical Practice (GCP), Good Clinical 
Laboratory Practice (GCLP) and the Agency’s 
regulatory requirement(s).  

audit has taken place.  
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Audit Report  
 

Audit Trail  

Bioavailability  

Bioequivalence 

Blinding/Masking  

Case-report form 
(CRF) 

Clinical Trial 

A written evaluation by the sponsor's auditor of the 
results of the audit.  

Documentation that allows reconstruction of the 
course of events 

The rate and extent to which the active ingredient or 
active moiety is absorbed from a drug product and 
becomes available at the site of action. For drug, 
bloodstream bioavailability may be assessed by 

to which the active ingredient or active moiety 
becomes available at the site of action. 

extent to which the active ingredient or active moiety 
in pharmaceutical equivalents or pharmaceutical 
alternatives becomes available at the site of drug 
action when administered at the same molar dose 
under similar conditions in an appropriately designed 
study. 

A procedure in which one or more parties to the trial 
are kept unaware of the treatment assignment(s). 
Single-blinding usually refers to the participant(s) 
being unaware, and double-blinding usually refers to 
the participant(s), investigator(s), monitor, and, in 
some cases, data analyst(s) being unaware of the 
treatment assignment(s). 

A document (printed, electronic or optically designed) 
that is used to record data on each trial participant 

the protocol. The data should be collected by 
procedures that guarantee preservation, retention and 
retrieval of information and allow easy access for 

on, audit and inspection. 

Any investigation in participants intended to discover 
or verify the clinical, pharmacological and/or other 
pharmacodynamic effects of one or more 
investigational medicinal product(s), and/or to identify 
any adverse reactions to one or more investigational 
medicinal product(s) and/or to study absorption, 
distribution, metabolism and excretion of one or more 
investigational medicinal product(s) with the object of 

includes clinical trials carried out in either one site or 
multiple sites 

G
LO

S
S

A
R

Y

101NAFDAC GOOD CLINICAL PRACTICE GUIDELINES  2016



Clinical trial phases 
IV. It is not possible to draw distinct lines between 
the phases, and diverging opinions about details and 
methodology do exist. A brief description of the 
individual phases, based on their purposes as related 
to clinical development of medicinal products, is 
given below:  
 

Phase I: 
ingredient or new formulation in humans, often 
carried out in healthy volunteers. Their purpose is to 
establish a preliminary evaluation of the safety, and 
the pharmacokinetic and, where possible, 

e active ingredient in 
humans.  

Phase II: These trials are performed in a limited 
number of participants and are often, at a later stage, 
of a comparative (e.g. placebo-controlled) design. 
Their purpose is to demonstrate therapeutic activity 
and to assess the short-term safety of the active 
ingredient in patients suffering from a disease or 
condition for which the active ingredient is intended. 
This phase also aims at the determination of 
appropriate dose ranges or regimens and (if possible) 

response relationships in order to 
provide an optimal background for the design of 
extensive therapeutic trials.  

Phase III:Trials in larger (and possibly varied) patient 
groups, with the purpose of determining the short-
and long-
formulation(s) of the active ingredient, and of 
assessing its overall and relative therapeutic value. 

reactions must be investigated and special features of 
the product must be explored (e.g. clinically relevant 
drug interactions, factors leading to differences in 
effect such as age). These trials should preferably be 
of a randomized double-blind design, but other 
designs may be acceptable, e.g. long-term safety 
studies. Generally, the conditions under which these 
trials are carried out should be as close as possible to 
normal conditions of use.  
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Phase IV: Studies performed after marketing of the 
medicinal product. Trials in phase IV are carried out 
on the basis of the product characteristics for which 
the marketing authorization was granted and are 
normally in the form of post-marketing surveillance, 
or assessment of therapeutic value or treatment 
strategies. Although methods may differ, these 

standards as applied in pre-marketing studies. After a 
product has been placed on the market, clinical trials 
designed to explore new indications, new methods of 
administration, new combinations, etc. are normally 
considered as trials on new medicinal products.  

The formal record of an internationally agreed 
minimum amount of information about a clinical trial 

(trial registration data set). This record is usually 
stored in and managed using a database. 

The entity that houses the clinical trial registers. It is 
responsible for ensuring the completeness and 
accuracy of the information the register contains, and 
that the registered information is used to inform 
health care decision making. 

A systematic study on medicinal products in  
participants (including patients and other volunteers) 
in order to discover or verify effects of and/or identify 
any adverse reaction to investigational products, 
and/or to study the absorption, distribution, 
metabolism and excretion of the products with the 
object  

A written description of a trial/study of any medicinal 
product agent conducted in participants, in which the 
clinical and statistical description, presentations, and 
analyses are fully integrated into a single report.  

An investigational or marketed product (i.e., active 
control), or placebo, used as a reference in a clinical 
trial.  

Clinical Trial Register: 

 

 

Clinical Trial Registry: 

 

Clinical trial/study  

Clinical trial/study 
report  

Comparator (product)  

Compliance (in 
relation to trials)  

Adherence to all the trial-related requirements, Good 
Clinical Practice (GCP) requirements, and the 
applicable regulatory requirements 
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Computerised system 

 

Container 

Contract   

Contract Research 
Organization (CRO)  

Coordinating 
Committee  

Coordinating 
Investigator  

Declaration of 
Helsinki 

A  system (consisting of one or more hardware 
components and associated software) that is involved 
with the direct or indirect capture of data, processing 
or manipulation of data, reporting and storage of 
data, and may be an integral part of automated 
equipment. Examples include a programmable 
analytical instrument or a personal computer linked 
to a Laboratory Information Management System 
(LIMS). 

Maintenance of the privacy of trial participants, 
including their personal identity and all personal 
medical information 

In relation to investigational medicinal product, a 
container is a bottle, jar, box, packet or ot her 
receptacle which contains or is to contain the 
investigational medicinal product, not being a 
capsule, cachet or other article in which the product 
is or is to be administered, and where any such 
receptacle is or is to be contained in another such 
receptacle, includes the former but not the latter 
receptacle. 

A written document, dated and signed by the 
investigator, institution and sponsor, that sets out any 

distribution of responsibilities. The protocol may also 
serve as a contract when it contains such information 
and is signed.  

A person or an organization (commercial, academic, 
or other) contracted by the sponsor to perform one or 
more of a sponsor's trial-related duties and functions. 

 

A committee that a sponsor may organize to 
coordinate the conduct of a multicenter trial 

An investigator assigned the responsibility for the 
coordination of investigators at different centers 
participating in a multicenter trial. 

A declaration adopted by the World Medical 
Assembly in June 1964, as amended by the General 
Assembly of the Association in its current version.  
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Direct Access  

Essential Documents 

Ethics committee  
opinion 

Ethics Committee 
(EC) 

Good Clinical 
Laboratory Practice 
(GCLP) 

 

 

Good Clinical Practice 
(GCP)  

Permission to examine, analyze, verify, and 
reproduce any records and reports that are important 
to evaluation of a clinical trial. Any party (e.g., 
domestic and foreign regulatory authorities, sponsor's 
monitors and auditors) with direct access should take 
all reasonable precautions to maintain the 

proprietary information. 

Documents which individually and collectively permit 
evaluation of the conduct of a study and the quality 
of the data produced (see 7. Essential Documents for 
the Conduct of a Clinical Trial). 

The judgment or the advice provided by an  Ethics 
Committee (EC) in relation to clinical trial which 
maybe favourable or unfavourable.    

An independent body, consisting of healthcare 
professionals and non-medical members, whose 
responsibility it is to protect the rights, safety and 
wellbeing of participants involved in clinical trial and 
to provide public assurance of that protection, by, 
among other things, expressing an opinion on the trial 
protocol, the suitability of the investigators and the 
adequacy of facilities, and also on the methods and 
documents to be used to inform trial participants, 
obtain their informed consent, initiate and conduct 
periodic review of such research. 

Applies those principles established under GLP for 
data generation used in regulatory submissions 
relevant to the analysis of samples from a clinical trial. 
At the same time it ensures that the objectives of the 
GCP principles are carried out. This ensures the 
reliability and integrity of data generated by analytical 
laboratories. 

A standard for clinical studies which encompasses 
the design, conduct, monitoring, termination, audit, 
analyses, reporting and documentation of the studies 
and which ensures that the reporting of clinical trials 
provides assurance that the data and reported results 
are credible and accurate, and that the rights, 

protected  
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Good Laboratory 
Practice (GLP) 

Good Manufacturing 
Practice (GMP)  

Impartial Witness  

Independent Data 
Monitoring 
Committee (IDMC)) 

Informed consent  

Inspection  

Institution (medical)  

Is intended to promote the quality and validity of test 
data. It is a managerial concept covering the 
organizational process and the conditions under 
which laboratory studies are planned, performed, 
monitored, recorded and reported 

That part of quality assurance which ensures that 
products are consistently produced and controlled to 
the quality standards appropriate to their intended 
use and as required by the marketing authorization. 
In these guidelines, GMP refers to the current GMP 
guidelines published by NAFDAC, WHO or other 
relevant regulatory guidelines.  

A person, who is independent of the trial, who cannot 

trial, who attends the informed consent process if the 
participant or the participant’s legally acceptable 
representative cannot read, and who reads the 
informed consent form and any other written 
information supplied to the participant.  

An independent data-monitoring committee that may 
be established by the sponsor to assess at intervals 
the progress of a clinical trial, the safety data, and 

the sponsor whether to continue, modify, or stop a 
trial.  

willingness to participate in a particular clinical trial 
after having been informed of all aspects of the trial 
that are relevant to the participant’s decision to 
participate. Informed consent is documented by 
means of a written, signed and dated informed 
consent form. 

review of documents, facilities, records, quality 
assurance arrangements, and any other resources 
that are deemed by the Agency to be related to the 
clinical trial and that may be located at the site of the 
trial, at the sponsor's and/or contract research 
organizations’ facilities, or at other establishments 

 

Any public or private entity or agency or medical or 
dental facility where clinical trials are conducted.  
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Monitoring  

Monitoring Report  

Multicenter Trial  

Nonclinical Study  

Original medical 
record  

Packaging   

Packaging material 

Participant 

Participant 
 

is the principal communication link between the 
sponsor and the investigator and is appointed by the 
sponsor.  

The act of overseeing the progress of a clinical trial, 
and of ensuring that it is conducted, recorded, and 
reported in accordance with the protocol, Standard 
Operating Procedures (SOPs), Good Clinical Practice 
(GCP), Good Clinical Laboratory Practice (GCLP) and 
the applicable regulatory requirement(s).  

A written report from the monitor to the sponsor after 
each site visit and/or other trial-related 
communication according to the sponsor’s SOPs. 

A clinical trial conducted according to a single 
protocol but at more than one site, and therefore by 
more than one investigator, in which the trial sites 
may be located within and outside the country.  

Biomedical studies not performed on participants.  

See Source Documents. 

bulk product has to undergo in order to become a 
 

Any material employed in the packaging of a 
pharmaceutical product, excluding any outer 
packaging used for transportation or shipment. 
Packaging materials are referred to as primary or 
secondary according to whether or not they are 
intended to be in direct contact with the product. 

An individual who participates in a clinical trial as 
either a recipient of the investigational medicinal 
product or a control. A participant may either be a 
healthy human or a patient. 

each trial participant to protect the participant's 
identity and used in lieu of the participant's name 
when the investigator reports adverse events and/or 
other trial related data 
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Primary Clinical Trial 

Registry: 

 

Protocol   

Protocol Amendment  

 

Quality Assurance 
(QA)  

A collection of data consisting of all relevant 
information on the patient or participant (such as a 

presented in the case 
where necessary, completed or corrected. The 
conditions regulating the use and consultation of such 
documents must be respected.  

Clinical Trial Registry found  in the WHO Registry 

Network that meets  for content, 
quality and validity, accessibility, unique 

Primary Registries must also meet the requirements 
of the International Committee of Medical Journal 
Editors (ICMJE). 

A document that states the background, rationale and 
objectives of the clinical trial and describes its design, 
methodology and organization, including statistical 
considerations, and the conditions under which it is 
to be performed and managed. The protocol should 
be dated and signed by the principal investigator, the 
institution involved and the sponsor. It is a contract 
and binds the signatories. 

A written description of a change(s) to or formal 
 

 of a university 
or other higher education course of study in 
pharmacy, chemistry, medicine, biology or a related 
life science, which the Agency has stated to be 

 

Systems and quality control procedures that are 
established to ensure that the trial is performed and 
the data are generated in compliance with Good 
Clinical Practice (GCP), Good Laboratory Practice 
(GLP) and the applicable regulatory requirement(s). 
These include procedures to be followed which apply 
to ethical and professional conduct, standard 
operating procedures (SOP), reporting, and 
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Quality Control (QC)  

Randomization  

Raw data 

Regulatory Authorities  

Rescue Medication  

Sample kit 

Serious Adverse 
Event (SAE) or 
Serious Adverse 
Reaction  

Source Data  

Source Documents  

The operational techniques and activities undertaken 
within the quality assurance system to verify that the 
requirements for quality of the trial-related activities 

 

The process of assigning trial participants to 
treatment or control groups using an element of 
chance to determine the assignments in order to 
reduce bias.  

copies thereof, which are the result of the original 
observations and activities during the conduct of the 
work and are necessary for the reconstruction and 
evaluation of the reported results. For the purposes of 
GCLP, ‘source data’ and ‘raw data’ are regarded as 
equivalent. 

Bodies having the power to regulate and may include 

the authorities that review submitted clinical data 
and those that conduct inspections. These bodies are 
sometimes referred to as competent authorities.  

Medication which is provided to a patient in case the 
study drug is not effective in controlling some 
symptoms of the patient’s illness.  

The necessary components required to collect clinical 
trial materials prior to their analysis or evaluation in a 
laboratory. 

Any untoward medical occurrence that at any dose, 
results in death, is life-threatening, requires inpatient 
hospitalization or prolongation of existing 

disability/incapacity, or  

is a congenital anomaly/birth defect. 

other activities in a clinical trial necessary for the 
reconstruction and evaluation of the trial. Source data 
are contained in source documents (original records 

 

Original documents, data, and records (e.g., hospital 

memoranda, participants' diaries or evaluation 
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Sponsor   

Sponsor-Investigator  

Standard operating 
procedures (SOP)  

Study product / 
investigational 
product  

Sub-investigator  

The Agency  

checklists, pharmacy dispensing records, recorded 
data from automated instruments, copies or 

-
and records kept at the pharmacy, a t the laboratories 
and at medico-technical departments involved in the 
clinical trial).  

An individual, a company, an institution or an 
organization which takes responsibility for the 

trial.  

An individual who both initiates and conducts, alone 
or with others, a clinical trial, and under whose 
immediate direction the investigational product is 
administered to, dispensed to, or used by a 
participant. The term does not include any person 
other than an individual (e.g., it does not include a 
corporation or an agency). The obligations of a 
sponsor-investigator include both those of a sponsor 
and those of an investigator.  

Standard, detailed, written instructions for the 
management of clinical trials. They provide a general 

performance of all the functions and activities for a 
particular trial as described in this document.  

Any medicinal product or placebo being tested or 
used as a reference in a clinical trial including a 
product with a marketing authorization when used or 
assembled (formulated or packaged) in a way 
different from the approved form, or when used for an 
unapproved indication, or when used to gain further 
information about an approved use. 

Any individual member of the clinical trial team 
designated and supervised by the principal 
investigator at a trial site to perform critical trial-
related procedures and/or to make important trial-
related decisions (e.g., associates, residents, research 
fellows). See also Investigator Chapter 5.  

National Agency for Food and Drug Administration 
and Control (NAFDAC) 
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Trial facility 

Trial facility 
management 

Trial material 

Trial participant 

Trial Site  

Unexpected Adverse 
Reaction  

Validation  

Validation of a 
computerised system 

(validation) of data  

The persons, premises and facilities necessary for 
conducting the work. 

The individuals within an organization performing the 
analysis who are responsible for ensuring that the 
facility operates according to Good Clinical Laboratory 
Practice. 

Any material from a trial which is to be analysed. 
This may include, but is not limited to: samples 
(plasma, serum, urine, faeces, tissues and cells), 
specimens, data, results, ECG traces or x-ray plates. 

An individual who participates in a clinical trial, 
either as a recipient of the medicinal product under 
investigation or as a control. The individual may be: a 
healthy person who volunteers to participate in a 
trial; a person with a condition unrelated to the use of 
the investigational product; a person (usually a 
patient) whose condition is relevant to the use of the 
investigational product.  

The location(s) where trial-related activities are 
actually conducted.  

An adverse reaction, the nature or severity of which is 
not consistent with the applicable product 
information (e.g., Investigator's Brochure for an 
unapproved investigational product or package 
insert/summary of product characteristics for an 
approved product)  

The action of proving, in accordance with the 
principles of Good Clinical Practice, that any 
procedure, process, equipment (including the 

software or hardware used), material, activity or 
system actually leads to the expected results.  

A documented process that demonstrates that a 
computerised system is suitable for its intended 
purpose. 

The procedures carried out to ensure that the data 
contained in the 
observations. These procedures may apply to raw 
data, data in case-report forms (in hard copy or 
electronic form), computer printouts and statistical 
analyses and tables.  
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Vulnerable 
Participants  

Well-being (of the 
trial participants)  

Witness  

Individuals whose willingness to volunteer in a 

associated with participation, or of a retaliatory 
response from senior members of a hierarchy in case 
of refusal to participate. Examples are members of a 
group with a hierarchical structure, such as medical, 
pharmacy, dental and nursing students, subordinate 
hospital and laboratory personnel, employees of the 
medicinal industry, members of the armed forces, 
and persons kept in detention. Other vulnerable 
participants include patients with incurable diseases, 
persons in nursing homes, unemployed or 
impoverished persons, and patients in emergency 
situations, ethnic minority groups, homeless persons, 
nomads, refugees, minors, and those incapable of 
giving consent.  

The physical and mental integrity of the participants 
involved in a clinical trial 

those who are involved in the clinical trial, who is 
present and may provide assistance if required when 
the participant's informed consent is obtained, and 
documents that this consent is given freely by signing 
and dating the informed consent form.  
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1Adopted by the 18th WMA General Assembly, Helsinki, Finland, June 1964 and amended by the:
29th WMA General Assembly, Tokyo, Japan, October 1975
35th WMA General Assembly, Venice, Italy, October 1983
41st WMA General Assembly, Hong Kong, September 1989
48th WMA General Assembly, Somerset West, Republic of  South Africa, October 1996
52nd WMA General Assembly, Edinburgh, Scotland, October 2000 
53rd WMA General Assembly, Washington DC, USA, October 2002 (Note of  Clarification added)
55th WMA General Assembly, Tokyo, Japan, October 2004 (Note of  Clarification added)
59th WMA General Assembly, Seoul, Republic of  Korea, October 2008
64th WMA General Assembly, Fortaleza, Brazil, October 2013
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