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// Relations 
 
 

Is involved in

Is physically involved in Is non-physically involved in

Is associated to

 
 
 
Is associated to 
Properties  

[EP/DR & RR] An EXPERIMENTAL GROUP OF SUBJECTS is associated to a STUDY. 
 
Is involved in 
Properties  

[EP/DR & RR] A SUBJECT is involved in a STUDY. [EP/NSMC] x is involved in y iff 
there exist a CONCEPTUALIZATION c and TIME INTERVALS t and t’ such that x is 
referred to by c at t and c is data of y at t’. [EP/IVL] Is involved in mutually implies 
involves.  

Comment 



[DEF] A SUBJECT is involved in a STUDY whenever knowledge about the SUBJECT is 
used for the STUDY. 
 
Is physically involved in 
Properties  

[EP/DR & RR] A SUBJECT is physically involved in a STUDY WITH EXAMINATION. 
[EP/NSMC] x is physically involved in y iff there exist an EXAMINATION e and a TIME 
INTERVAL t such that x is affected by e at t and e is a proper part of y. [EP/ICL] Is 
physically involved in is incompatible with is non-physically involved in. [EP/IVL] Is 
physically involved in mutually implies physically involves. 

Comment 
[DEF] A SUBJECT is physically involved in a STUDY whenever he/she undergoes an 
EXAMINATION which is a part of the STUDY and the resulting knowledge is used for 
the STUDY. 
 

Is non-physically involved in 
Properties  

[EP/DR & RR] A SUBJECT is non-physically involved in a STUDY. [EP/NSMC] x is 
non-physically involved in y iff there exist no EXAMINATION e and no TIME 
INTERVAL t such that x is affected by e at t and e is a proper part of y. [EP/ICL] Is non-
physically involved in is incompatible with is physically involved in. [EP/IVL] Is non-
physically involved in mutually implies non-physically involves. 

Comment 
[DEF] A SUBJECT is non-physically involved in a STUDY if all the knowledge 
concerning this SUBJECT and used for the present STUDY was obtained from 
EXMINATIONS that were not a proper part of this STUDY. 

 
 
// Concepts 
 
 

Conceptual action

Examination

Cerebral evoked
potential examination

MR examination
Neuro-psychological

examination

Neuro-clinical
examination

Laboratory
examination

 
 
 

Examination, Medical test 
Meta-properties 

EXAMINATION is RIGID (+R). EXAMINATION is EXTERNALLY-DEPENDENT 
(+D). CEREBRAL EVOKED POTENTIAL EXAMINATION, LABORATORY 
EXAMINATION, MR EXAMINATION, NEURO-CLINICAL EXAMINATION, and 



NEURO-PSYCHOLOGICAL EXAMINATION is a disjunctive sub-division of 
EXAMINATION. 

Properties 
[EP/SL] An EXAMINATION, or MEDICAL TEST, is a CONCEPTUAL ACTION. 
[EP/ER] Every EXAMINATION affects exactly one SUBJECT at a TIME INTERVAL. 
[EP/ER] Every EXAMINATION is supervised as examination executive by an 
EXAMINATION EXECUTIVE at a TIME INTERVAL. [EP/ER] Every EXAMINATION 
has for agent exactly one CENTER at a TIME INTERVAL. [EP/ER] Every 
EXAMINATION has for date exactly one DATE. 

Comment 
[DEF] An EXAMINATION (or medical test) is a kind of medical procedure performed to 
detect, diagnose, or evaluate disease, disease processes, susceptibility, and determine a 
course of treatment. (Source: wikipedia). 

 
Cerebral evoked potential examination 
Meta-properties 

CEREBRAL EVOKED POTENTIAL EXAMINATION is RIGID (+R). CEREBRAL 
EVOKED POTENTIAL EXAMINATION is EXTERNALLY-DEPENDENT (+D). 

Properties 
[EP/SL] A CEREBRAL EVOKED POTENTIAL EXAMINATION is an 
EXAMINATION. 

Comment 
[DEF] A CEREBRAL EVOKED POTENTIAL EXAMINATION is an examination by 
which evoked potentials are recorded. In neurophysiology, an evoked potential (or "evoked 
response") is an electrical potential recorded from a human or animal following 
presentation of a stimulus, as distinct from spontaneous potentials as detected by 
electroencephalograms or electromyogram. There are three kinds of evoked potentials in 
widespread clinical use since the 1970s: auditory evoked potentials, usually recorded from 
the scalp but originating at brainstem level; visual evoked potentials, and somatosensory 
evoked potentials, which are elicited by electrical stimulation of peripheral nerve. (source: 
wikipedia). 

 
MR examination 
Meta-properties 

MR EXAMINATION is RIGID (+R). MR EXAMINATION is EXTERNALLY-
DEPENDENT (+D). 

Properties 
[EP/SL] A MR EXAMINATION is an EXAMINATION. [EP/ER] Every MR 
EXAMINATION has for proper part at least one MR DATASET ACQUISTION. 
[EP/ER] Every MR EXAMINATION complies with exactly one MR EXAMINATION 
PROTOCOL. 

Comment 
[DEF] An MR EXAMINATION is an examination to visualize the structure and function 
of the body using MRI equipment. 

 
Laboratory examination, Laboratory test 
Meta-properties 

LABORATORY EXAMINATION is RIGID (+R). LABORATORY EXAMINATION is 
EXTERNALLY-DEPENDENT (+D). 

Properties 



[EP/SL] A LABORATORY EXAMINATION, or LABORATORY TEST, is an 
EXAMINATION. 

Comment 
[DEF] A LABORATORY EXAMINATION (also called LABORATORY TEST) is a 
medical procedure that consists of performing tests in a laboratory on samples obtained 
from a patient. 

 
Neuro-clinical examination, Neurological examination 
Meta-properties 

NEURO-CLINICAL EXAMINATION is RIGID (+R). NEURO- CLINICAL 
EXAMINATION is EXTERNALLY-DEPENDENT (+D). 

Properties 
[EP/SL] A NEURO-CLINICAL EXAMINATION, or NEUROLOGICAL 
EXAMINATION, is an EXAMINATION. 

Comment 
[DEF] A NEURO-CLINICAL EXAMINATION (or neurological examination) is the 
physical examination of the nervous system. It attempts to identify or exclude signs of 
nervous system disease, and - if these signs are present - to produce a likely anatomical or 
physiological explanation that can be tested through medical imaging, neurophysiology, 
blood tests, lumbar puncture or a combination. The Neurological Examination is directed 
primarily towards the localization of lesions within the nervous system and is traditionally 
split into an examination of the cognitive state, cranial nerves, motor system, sensory 
system, cerebellar system, walking and gait and the extrapyramidal system. (Source: 
wikipedia). 

 
Neuro-psychological examination, Neuropsychological evaluation 
Meta-properties 

NEURO-PSYCHOLOGICAL EXAMINATION is RIGID (+R). NEURO-
PSYCHOLOGICAL EXAMINATION is EXTERNALLY-DEPENDENT (+D). 

Properties 
[EP/SL] A NEURO-PSYCHOLOGICAL EXAMINATION, or 
NEUROPSYCHOLOGICAL EVALUATION, is an EXAMINATION. 

Comment 
[DEF] A NEURO-PSYCHOLOGICAL EXAMINATION (or neuropsychological 
evaluation) is a comprehensive assessment of cognitive and behavioral functions using a 
set of standardized tests and procedures. Various mental functions are systematically 
tested, including: Intelligence, Problem solving and conceptualization, Planning and 
organization Attention, memory, and learning, Academic Skills, Perceptual and motor 
abilities, Emotions, behavior, and personality (Source: Connecticut Neuropsychological 
Society). 

 
 



Human Affected

Subject

Healthy volunteer Patient

Name

Subject identifier

Subject common identifier
Subject study identifier

 
 
 
// Relations 
 
Has for subject identifier 
Properties 

[EP/DR & RR] A SUBJECT has for subject identifier a SUBJECT IDENTIFIER. [EP/SL] x 
has for subject identifier y implies that x has for name y. [EP/IVL] Has for subject identifier 
of mutually implies is the subject identifier of. 
 

Is the subject identifier of 
Properties 

[EP/DR & RR] A SUBJECT IDENTIFIER is the subject identifier of a SUBJECT. [EP/SL] 
x is the subject identifier of y implies that x is the name of y. [EP/IVL] Is the subject 
identifier of mutually implies has for subject identifier. 
 

Is given for 
Properties 

[EP/DR & RR] A SUBJECT STUDY IDENTIFIER is given for a STUDY. 
 
 
// Concepts 
 
Subject 
Meta-properties 

SUBJECT is ANTI-RIGID (~R). SUBJECT is CARRYING AN IDENTITY CRITERION 
(+I). SUBJECT is EXTERNALLY-DEPENDENT (+D). 

Properties 
[EP/SLD] A SUBJECT is a HUMAN and an AFFECTED which is affected by an 
EXAMINATION at a TIME INTERVAL. [EP/ER] Every SUBJECT has for subject 
identifier exactly one SUBJECT COMMON IDENTIFIER. 

Comment 
[DEF] CDISC Clinical Research Glossary: a subject is an individual who participates in a 
clinical trial, either as recipient of the investigational product(s) or as a control. 

 
Healthy volunteer 
Meta-properties 

HEALTHY VOLUNTEER is ANTI-RIGID (~R). HEALTHY VOLUNTEER is 
CARRYING AN IDENTITY CRITERION (+I). HEALTHY VOLUNTEER is 
EXTERNALLY-DEPENDENT (+D). 



Properties 
[EP/SL] A HEALTHY VOLUNTEER is a SUBJECT. 

Comment 
[DEF] CDISC Clinical Research Glossary: Subject (not a patient) in a clinical trial. Note: 
Usually healthy volunteers serve as subjects in Phase 1 trials. 

 
Patient 
Meta-properties 

PATIENT is ANTI-RIGID (~R). PATIENT is CARRYING AN IDENTITY CRITERION 
(+I). PATIENT is EXTERNALLY-DEPENDENT (+D). 

Properties 
[EP/SL] A PATIENT is a SUBJECT. 

Comment 
[DEF] CDISC Clinical Research Glossary: a patient is a person under a physician’s care 
for a particular disease or condition. NOTE: A subject in a clinical trial is not necessarily a 
patient, but a patient in a clinical trial is a subject. 
 

Subject identifier 
Meta-properties 

SUBJECT IDENTIFIER is RIGID (+R). SUBJECT IDENTIFIER is DEPENDENT (+D). 
Properties 

[EP/SLD] A SUBJECT IDENTIFIER is a NAME which is the subject identifier of a 
SUBJECT. 
 
Subject common identifier 
Meta-properties 

SUBJECT COMMON IDENTIFIER is RIGID (+R). SUBJECT COMMON IDENTIFIER 
is DEPENDENT (+D). 

Properties 
[EP/SL] A SUBJECT COMMON IDENTIFIER is a SUBJECT IDENTIFIER. 

Comment 
[DEF] This identifier represents the unique subject identifier without any reference to a 
specific study.  

 
Subject study identifier 
Meta-properties 

SUBJECT STUDY IDENTIFIER is RIGID (+R). SUBJECT STUDY IDENTIFIER is 
DEPENDENT (+D). 

Properties 
[EP/SLD] A SUBJECT STUDY IDENTIFIER is a SUBJECT IDENTIFIER which is 
given for a STUDY. 

Comments 
[DIV] A SUBJECT may have different SUBJECT STUDY IDENTIFIERS which are 
given for different STUDIES.   

 
 



Collective

Experimental group 
of subjects

Group of subjects

Group of healty
volunteers

Group of
patients

Name

Group name

 
 

 
Group of subjects 
Meta-properties 

GROUP OF SUBJECTS is RIGID (+R). GROUP OF SUBJECTS is EXTERNALLY-
DEPENDENT (+D). 

Properties 
[EP/SLD] A GROUP OF SUBJECTS is a COLLECTIVE whose members are all 
SUBJECTS. [EP/ER] Every GROUP OF SUBJECTS has for name a GROUP NAME. 

Comment 
[DIV] A GROUP OF SUBJECTS can have only one SUBJECT as member. 

 
Experimental group of subjects 
Meta-properties 

EXPERIMENTAL GROUP OF SUBJECTS is RIGID (+R). EXPERIMENTAL GROUP 
OF SUBJECTS is EXTERNALLY-DEPENDENT (+D). 

Properties 
[EP/SL] An EXPERIMENTAL GROUP OF SUBJECTS is a GROUP OF SUBJECTS. 
[EP/ER] Every EXPERIMENTAL GROUP OF SUBJECTS is associated to exactly one 
STUDY. 
 

Group of healthy volunteers 
Meta-properties 

GROUP OF HEALTHY VOLUNTEERS is RIGID (+R). GROUP OF HEALTHY 
VOLUNTEERS is EXTERNALLY-DEPENDENT (+D). 

Properties 
[EP/SLD] A GROUP OF HEALTHY VOLUNTEERS is a GROUP OF SUBJECTS whose 
members are all HEALTHY VOLUNTEERS. [EP/ICL] No GROUP OF HEALTHY 
VOLUNTEERS is a GROUP OF PATIENTS. 

Comment 
[DIV] The individuals gathered in such groups are not necessarily known. Only the group 
name, the number of subjects enrolled, and the mean age of the group are generally known.  
 

Group of patients 
Meta-properties 

GROUP OF PATIENTS is RIGID (+R). GROUP OF PATIENTS is EXTERNALLY-
DEPENDENT (+D). 



Properties 
[EP/SLD] A GROUP OF PATIENTS is a GROUP OF SUBJECTS whose members are all 
PATIENTS. 

Comment 
[DIV] The individuals gathered in such groups are not necessarily known. Only the group 
name, the number of subjects enrolled, the mean age of the group and, if any, the 
pathology are generally known. 
 

Group name 
Meta-properties 

GROUP NAME is RIGID (+R). GROUP NAME is DEPENDENT (+D). 
Properties 

[EP/SLD] A GROUP NAME is a NAME which is the name of a GROUP OF SUBJECTS. 
 

 
 

Protocol

MR examination protocol
 

 
 

MR examination protocol 
Meta-properties 

MR EXAMINATION PROTOCOL is RIGID (+R). MR EXAMINATION PROTOCOL is 
EXTERNALLY-DEPENDENT (+D). 

Properties 
[EP/SL] A MR EXAMINATION PROTOCOL is a PROTOCOL. 

 


