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•	 Willingness to participate to the study and sign 
the informed consent form (ICF).

Exclusion criteria:

•	 Any clinically significant disorder recognized at 
the time of the preliminary assessment which, at 
the discretion of the investigator, would exclude 
the safe completion of the study or limit the assess-
ment of endpoints (e.g. major systemic diseases, 
patients with short life expectancy).

Registry captured data 

HELLAS-FH registry will record a series of vari-
ables related to FH in two steps. The first step will 
include the initial recording of a new patient in the 
registry, while the second step will include the per year 
update of patient data. The purpose of the registry is to 
create a continuous, dynamic data collection relating 
to the condition of the patient, the disease course and 
outcomes in conjunction with administered treatments.

The sources for data recorded in the registry will 
be patient’s medical history, family history and medi-
cal records, patient lab tests and imaging studies as 
well as any findings from the physical examination 
such as weight, height, waist circumference, blood 
pressure as well as the presence of corneal arcus, 
xanthomata or xanthelasmata. During the initial re-
cording of a patient, the data presented in Table 2 

will be recorded. After signing the ICF, patients will 
acquire printed information about the HELLAS-FH 
registry in order to better educate themselves about 
FH as well as encourage other members of their fam-
ily to contact the clinic for further evaluation in the 
context of cascade screening. In cases where genetic 
analysis is available from the patient’s history, this 
will allow the definitive diagnosis of FH and will also 
help the identification of new mutations. Currently, in 
Greece there are two public genetic laboratories for 
testing mutations related with FH: 1. The Laboratory 
of Medical Genetics in Clinical Practice located in 
Ioannina, which is associated with the University of 
Ioannina, and 2. The Medical Genetics Laboratory 
located in the Choremio Research Laboratory in St. 
Sophia Children’s Hospital in Athens, which is associ-
ated with the National and Kapodistrian University 
of Athens.

Demographic data concerning the professional 
status will be collected (based on the US Standard 
Occupational Classification and the UK Standard 
Occupational Classification).26,27 In addition, the edu-
cational level of patients will be recorded according to 
the “International Standard Classification of Educa-

Figure 1. Flowchart of the patient screening process for registry 
enrollment.

Table 2. Flowchart of the registry log.

Variables First step

Second step 
and annual 
recordings

Check patient eligibility x
Demographics x
Criteria for diagnosis of 
familial hypercholesterolemia x

Entry date in the registry x
Physical examination x x
Family history x
Subject history x
Hypolipidemic treatment x x
Other medications x x
Laboratory tests x
Latest lab tests x x
Cardiovascular events x
Other medical events and death x
Molecular genetic test If available


