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Α. Περίληψη 
 
 
Εισαγωγή 
Ο Ο                                                                
                             ,                                          ύ     
                                                               .                
                                             ψ                            β    
  ψ            .              έ                  ,                        
                                  έ                β        ύ            ,      
  anti-IL-1       IL-1Ra,                               έ     έ   .           
                                                                           
CONSORT Statement. 
 
 
Στόχοι  
Ο               έ            έ                      έ                         
                                   ύ                              έ     
             έ          ,                          CONSORT Statement 2010.  
 
 
Μέθοδοι  
                                        β β                            
          έ  β           έ                   έ       έ                      
                          ύ                         . Ο     έ                  
   β              CONSORT. Α    ύ                               
             . 
 
 
Αποτελέσματα  
Α   37         ,               3    έ             ύ                       .   
         β                                       ύ 64.86%     91.89%,     έ   
     79.27%. 
 
 
Συμπέρασμα  
     έ                                   ,                 ,         
                       CONSORT. Φ                                     
    ύ                                                                        . 
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A. Abstract 
 
 
Introduction  
Familial Mediterranean Fever is the most common autoinflammatory monogenic 
disease and it is characterized by recurrent attacks of fever and signs of clinical and 
laboratory inflammation. Colchicine remains the principle therapy and the aim of 
treatment is to prevent acute attacks and the consequences of chronic inflammation. 
During the last decade, novel treatments with biologic agents have been applied to 
colchicine-resistant patients, as anti-IL-1 and IL-1Ra, which have been supported by 
clinical trials. Important tool for assessing the quality of clinical trials is the 
CONSORT Statement. 
 
 

Aim               
The aim of the study is the assessment of the reporting quality of randomized 
controlled studies in Familial Mediterranean Fever treatment in colchicine resistant 
patients published up to now, using the CONSORT Statement 2010.  

 
 
Methods                
A systematic  literature search was performed for published RCTs regarding the  
treatment in resistant to colchicine patients. Studies were assessed and scored 
using the CONSORT 2010 checklist. Data was analysed with statistical methods.   

     

Results                 
3 studies that fulfilled the inclusion criteria, out of 37, were identified. The total quality 
score on the CONSORT 2010 checklist ranged between 64.86%     91.89%, with a 
mean score of 79.29%. 

 

Conclusion                 
The study presented suboptimal level of compliance to the CONSORT Statement. It 
seems that the implementation of the CONSORT statement can improve the quality 
of the conduct and reporting of trials.  
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Β. Εισαγωγή  
 
B.1.Οικογενής Μεσογειακός Πυρετός 
 
Β.1.α. Γενικά 
 
Ο Ο                             – Ο    Familial Mediterranean Fever - FMF) 
      έ                                ,                                       
                                                ,                έ     έ    
    έ                                      έ                         
                              έ                                  ύ            . 
Α                                                                            
                                                  .                            
           έ                                                             
   ύ                                                                         
                1. 
 
    β β                                          1908,         Janeway     
Mosenthal,                                                      ύ  β       
         ,                                               ύ,              
                  2.                 έ                     ,                
            ,              ύ      ,                     ,       Cattan-Mamou, 
                                        , La maladie périodique de Reimann, 
                  , Α  έ                              3,                      
            Ο                                            1958         Heller 
                            έ      έ                             4. 
 
Ο   έ      Ο                            »                             
                      έ     ,                                      
           ,                  έ                 ύ      ύ                 .  
 
Α             ψ                                               ,           
      Eβ        1/250-1000),       A  έ       1/500 ,       T ύ       1/1000  
          Ά  β    1/2600 ,                             έ                       
       5. 
 
 
Β.1.β. Γενετικό υπόστρωμα 
 
Ο Ο                                         MEFV                
MEditerraneanFeVer ,                   β   ύ   έ                     16,     
 έ   16p13.3            β     10       6,7.                                 ΐ   
      ,                                                           ύ      
                   έ                         έ         ύ                   . 
             έ  ,                                                ,      
          ύ      έ                                                     
            ,     IL-1β.                                              ’          
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               ύ            ύ              . .           stress               
      έ                                                           
    έ                IL1β,        ύ                          Ο   8,9,10.          
364 MEFV               
              3                                   

έ                         έ                      β         έ    INFEVERS, 
                                   10,                     2,3     511. Ο  5     
    έ                       M694V, V726A, M680I, M694I     E148Q            ύ  
   74%                            .                                
      ύ                         ύ  1,2                                  
            ,         έ                             11. 
 
 
Β.1.γ. Κλινικές εκδηλώσεις 
 
                      Ο                50%                                
                 ,        90%                        Ο   έ               
              20            12. 
 
                                                                        , 
          ,                                12-72     .                        
                                                .                            
             έ        β       έ       έ        3-4      . 
O Ο                                                     ύ,                  
  έ     έ                 έ                         έ     . O                   
                                   ,                                        
             ,           ,           .       ύ                          ύ         
                                    ,                                      
       έ   40 C. 
                                   έ                                   
                       95%                    . O                             
              ,                                                      ,      ύ  
             . 
                                         30-45%            ,                
                                                                                 
         ,                                                         έ         
                   ,         5%13. 
                                                        .         έ             
                      ,      ,           έ  . T                               
      ύ                                           ,                          
        (5%)                έ     β                   .           ,   
                                                                         
                                                Ο  14. 
 
Ά                                                  έ          20%     
       ,            έ            ,                                         ύ  
          ,                ,                               .  
 
                                                 έ                          CRP, 
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TKE, Α-        έ     ύ,                ,         έ                     έ  
   έ                             . 
 
                                 β                            Ο  . 
                                      ύ                   ,           
     ύ ,  
              4 

             ,                          .                                      
           ύ                                                 ,                 
     
   β                           έ                       .                
                                                         ύ               
                               2 15.                             έ                
              ,        έ                                             έ    
           . 
 
 
Β.1.δ. Θεραπεία 
 
                       β      ψ            .                β          β      έ   
                             ύ       έ         έ                             
                     ψ                .                   ψ                 
                      ,                      β  ύ                               
                            β                    έ           έ         
            ,                                    έβ                       
       . 
Υ       ,                                   ύ                          
                                     .                       ,             
β                                                                       
                                              β                               
                      ,                                                   . 
           έ ,       ,                                             β          
          ,        anti-IL-116,17,18,19.                     έ             
        ύ                                ,   έ β        Ο                  
                            ύ              . 
 
 
Β.2. CONSORT Statement 
 
Ο             έ          έ     έ    (Randomized Controlled Trials-RCTs) 
       ύ                           “evidence-based medicine”. Α      ύ  έ   
                                                           έ       β          
                                                       .            έ  
                                       ψ                              
                  .  
 
      ύ  ,                                          ,                       
                   .                έ            ύ                          
RCTs,                         ψ                  ,           ύ      
                                                  β                   
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30%20.     ,                                        έ                         
                             έ                                              . 
       έ       β                                     ,                    
                       β        ,           έ    έ          CONSORT Statement 
(Consolidated Standards of Reporting Trials)    199621,                           
   200122                 201023. Α               6                           
      ψ ,         ,  έ     ,       έ     ,                                     
                β               25           (        1).  
              5 

           έ             Consort Statement (http://www.consort-statement.org , 
                                                 ύ                  έ       
                                                                               
Ο                         . 

Πίνακας 1. Consort 2010 Checklist 
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Γ. Μέθοδοι  

 

                                        β β                            
       ύ                     έ  β           έ   ,          PubMed, EMBASE 
    Cochrane Library. Ο  β    έ   έ                                       
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“Familial Mediterranean Fever”    “FMF”     “Randomized Controlled Trials”, 
“treatment”     “CONSORT Statement”.  

                     έ     37                                         
“Clinical trials”       ύ                  “Humans”         ,                
                 26.      έ                                  έ                    
                  22 Α   ύ     2019. 

                         έ                             :  
1. Ο                   ύ                          Tel Hashomer         Ο   
2.                        1                        MEFV  
3.                       ψ       έ                                 
4.                                            . 

    ύ                                β                       ,        έ       
        ύ                          ύ .                            Ρ        
                                    έ                   ,             έ      
             ,                                                      1 . 

                                              ύ            έ        
               impact factor           ’        ύ            ISI (Institute for 
Scientific Information).           ,  έ   ,                                , 
                                                     έ         CONSORT 
    2010. 

 Ό           έ     ,         CONSORT                 25         ,        
          12        ύ         2              ,                    ύ      37 
        .         έ   β                    έ               37              
      .                                 “   ”                        έ       
   έ          “   ”                                                             
    έ              .                      έ  β      β     1                   
    β     0.  

  έ                                                               έ            
   έ   ,                                                                   .      
               έ ,             έ  β           β           0 . 

                                 3          : 

 3b.Important changes to the methods after trial commencement (e.g., 
eligibility criteria), with reasons  

 6b.Any changes to the trial outcomes after the trial commenced, with reasons  
 7b. When applicable, explanation of any interim analyses and stopping 

guidelines             7 

              

                                          έ  ,                         β      
                              CONSORT Statement      ύ                      
                           . 
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       έ                                           CONSORT,                
                                        έ               έ                   
                                    : 

                                      CONSORT =                    
  έ                  /  ύ                      x 100. 

        έ       ύ                      Microsoft Excel 2007         SPSS 
Software (version 25.0). 

Διάγραμμα 1. Διάγραμμα ροής 
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Δ. Αποτελέσματα  

 

Ο     έ                                                         : 
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Study 1. Rilonacept for colchicine-resistant or -intolerant familial Mediterranean 
fever: a randomized trial.  
Hashkes PJ, Spalding SJ, Giannini EH, Huang B, Johnson A, Park G, Barron KS, 
Weisman MH, Pashinian N, Reiff AO, Samuels J, Wright DA, Kastner DL, Lovell DJ., 
Ann Intern Med. 2012 Oct 16;157(8):533-41. doi: 10.7326/0003-4819-157-8-
201210160-00003. Erratum in: Ann Intern Med. 2014 Feb 18;160(4):291-2. 
 
     έ                  “randomized, double-blind, single-participant alternating 
treatment study”,                                                          
β        ύ           rilonacept,           έ           έ                    -1β, 
                            Ο                                               
                 έ                       .  
 
 
Study 2. Canakinumab for the Treatment of Autoinflammatory Recurrent Fever 
Syndromes   
De Benedetti F, Gattorno M, Anton J, Ben-Chetrit E, Frenkel J, Hoffman HM, Koné-
Paut I, Lachmann HJ, Ozen S, Simon A, Zeft A, Calvo Penades I, Moutschen M, 
Quartier P, Kasapcopur O, Shcherbina A, Hofer M, Hashkes PJ, Van der Hilst J, 
Hara R, Bujan-Rivas S, Constantin T, Gul A, Livneh A, Brogan P, Cattalini M, Obici 
L, Lheritier K, Speziale A, Junge G., N Engl J Med. 2018 May 17;378(20):1908-1919. 
doi: 10.1056/NEJMoa1706314. 
 
     έ                             έ        -                             
           έ  ,                                                           
                                 canakinumab, έ                        
έ                        -1β             ύ                             Ο  ,    
                         β                            ύ                        
      έ                 έ                            ύ        TRAPS). 
 
 
Study 3. Anakinra for Colchicine-Resistant Familial Mediterranean Fever: A 
Randomized, Double-Blind, Placebo-Controlled Trial. 
Ben-Zvi I, Kukuy O, Giat E, Pras E, Feld O, Kivity S, Perski O, Bornstein G, 
Grossman C, Harari G, Lidar M, Livneh A., Arthritis Rheumatol. 2017 Apr;69(4):854-
862. doi: 10.1002/art.39995. 

     έ                             έ        -                              
           έ  ,                                                           
                       β        ύ           anakinra,                        
          έ                              -1 (r-metHuIL-1ra)             ύ       
                      Ο  . 

              9 

            2                                      έ                         έ    
           ,    Impact Factor (IF               ύ                            
                   έ                                                    
                      CONSORT        έ  . 
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Πίνακας 2. Καταγραφή στοιχείων μελετών  

Study 
Publication 

Year 
Journal Name 

Impact 
Factor 

First Author 

Consort 
Stateme
nt 2010 
score 

Consort 
Statement 
2010 (%) 

1 2014 

Annals of 
Internal 

Medicine 

 

19.315 Hashkes PJ 34/37 91.89 

2 2018 

The New 
England 

Journal of 
Medicine 

 

70.670 
De 

Benedetti F 
30/37 81.08 

3 2017 
Arthritis & 

Rheumatology 

 
6.918 Ben-Zvi I 24/37 64.86 

 
 

  έ                            3                           έ            
                                                                    
                               CONSORT Statement.  

 Ό        ύ                     ,   β                         ύ 64.86%     
91.89%     έ   (mean) β          79.27%     SD=13.60. Ο  2         3    έ    
                                       80%,                         
                           64.86%. 
 

                      β            έ                                        
            CONSORT (        3 .  

Πίνακας 3. Βαθμολογία ανά τμήμα δήλωσης CONSORT 

            
              10 

    έ                        “Title and abstract”                    
              49.99%,        “Introduction” 100%,        “Methods” 74.50%,        

Section/Topic Number (n) Percentage (%) 

Title and abstract 1.5 49.99 

Introduction 3 100 

Methods 2.23 74.50 

Results 2.6 86.66 

Discussion 2.66 88.88 

Other information 2.33 77.77 
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“Results” 86.66%,        “Discussion” 88.88%      έ           “Other information” 
77.77%. 

                             έ                          β    ύ             
                  CONSORT Statement                                 (        
4). 
 
 
Πίνακας 4. Αναφορά ποιότητας των 3 RCTs βάσει της δήλωσης CONSORT 

Section/Topic 
Item 
No 

Checklist item 
Adherence 

n(%) 

Title and abstract 

1a 
Identification as a randomized trial 
in the title 

2(66.66) 

1b 
Structured summary of the trial 
design, methods, results, and 
conclusions 

1(33.33) 

Introduction 
Background and 

objectives 

2a 
Scientific background and 
explanation of rationale 

3(100) 

2b Specific objectives or hypotheses 3(100) 

Methods 

Trial design 

3a 
Description of the trial design 
(e.g., parallel and factorial) 
including allocation ratio 

1(33.33) 

3b 
Important changes to the methods 
after trial commencement (e.g., 
eligibility criteria), with reasons 

2(66.66) 

Participants 

4a 
Eligibility criteria for the 
participants 

3(100) 

4b 
Settings and locations where the 
data were collected 

2(66.66) 

Interventions 5 

Interventions for each group with 
sufficient details to allow 
replication, including how and 
when they were actually 
administered 

3(100) 

Outcomes 

6a 

Completely defined pre-specified 
primary and secondary outcome 
measures, including how and 
when they were assessed 

3(100) 

6b 
Any changes to the trial outcomes 
after the trial commenced, with 
reasons 

2(66.66) 

Sample size 

7a 
How the sample size was 
determined 

1(33.33) 

7b 
When applicable, explanation of 
any interim analyses and stopping 
guidelines 

1(33.33) 

Randomisation: 
Sequence 
generation 

8a 
Method used to generate the 
random allocation sequence 

2(66.66) 

8b Type of randomization and details 2(66.66) 
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of any restriction (e.g., blocking 
and block size) 

Randomisation: 
Allocation 

concealment 
mechanism 

9 

Mechanism used to implement the 
random allocation sequence (e.g., 
sequentially numbered containers) 
and describing any steps taken to 
conceal the sequence until 
interventions were assigned 

2(66.66) 

Randomisation :     
Implementation 

10 

Who generated the random 
allocation sequence, who enrolled 
participants and who assigned 
participants to interventions  

2(66.66) 

Blinding 

11a 

If done, who was blinded after 
assignment to interventions (e.g., 
participants, care providers, and 
those assessing the outcomes) 
and how 

3(100) 

11b 
If relevant, description of the 
similarity of the interventions 

3(100) 

Statistical 
methods 

12a 
Statistical methods used to 
compare the groups for the 
primary and secondary outcomes 

3(100) 

12b 
Methods for additional analyses 
such as subgroup analyses and 
adjusted analyses 

3(100) 

Results 

Participant flow 

13a 

For each group, the number of the 
participants who were randomly 
assigned, received intended 
treatment and were analysed for 
the primary outcome 

3(100) 

13b 
For each group, losses and 
exclusions after randomization 
together with reasons 

3(100) 

Recruitment 

14a 
Dates defining the periods of 
recruitment and follow-up 

3(100) 

14b 
Why the trial ended or was 
stopped 

3(100) 

Baseline data 15 
A table showing baseline 
demographic and clinical 
characteristics for each group 

3(100) 

Numbers 
analysed 

16 

For each group, the number of the 
participants (denominator) 
included in each analysis and 
whether the analysis was by the 
original assigned groups 

3(100) 

Outcomes and 
destination 

17a 

For each primary and secondary 
outcome, results for each group 
and the estimated effect size and 
its precision (e.g., 95% confidence 
interval) 

2(66.66) 
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17b 
For binary outcomes, presentation 
of both absolute and relative effect 
sizes is recommended 

1(33.33) 

Ancillary analyses 18 

Results of any other analyses 
performed, including subgroup 
analyses and adjusted analyses, 
distinguishing pre-specified from 
exploratory 

2(66.66) 

Harms 19 
All important harms or unintended 
effects in each group 

3(100) 

Discussion 

Limitations 20 

Trial limitations, addressing 
sources of potential bias, 
imprecision, and, if relevant, 
multiplicity of analyses 

2(66.66) 

Generalisability 21 
Generalizability (external validity 
and applicability) of the trial 
findings 

3(100) 

Interpretation 22 

Interpretation consistent with the 
results, balancing benefits and 
harms, and considering other 
relevant evidence 

3(100) 

Other 
information 

Registration 23 
Registration number and name of 
the trial registry 

2(66.66) 

Protocol 24 
Where the full trial protocol can be 
accessed, if available 

2(66.66) 

Funding 25 
Sources of funding and other 
support (such as supply of drugs) 
and the role of the funders 

3(100) 

 
 
Α   ύ              έ             ,                                            
          ψ         2         3    έ        έ                          έ        
           έ   1a ,                                    έ         ψ      
         ύ,                                   1b). 
 
                       ,                         β                       
                              ύ                 2a, 2b).  
 
                     ,     ,                             έ   ,             
                                   3a ,                έ       έ                
         έ             έ   ,          έ                       ύ  3b .     100% 
                                             4  ,                              
                  έ       2         3(4b). Ο       β     (5)       
                                                 έ     έ β    (6a) 
                             100%            ,           έ      
      έ                      έ          2         3 6b . Ο                 
   έ                       έ                     έ    7a ,                       
                               
                 13 
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                             ύ                              7b).           
                 ,                   ,  έ      8a       ύ    8b ,               
              2         3    έ   ,                   έ             ύ            
                                 9                                 ύ          
               10 . 
                     ύ                    11a     11b ,                       
         έ           12a     12b                       3    έ   . 

                         έ     ,                               2         3 
   έ   ,                 13a, 13b,                                       ύ       
             14a, 14b ,     β                  έ   15                  ύ      
    ύ      16      έ                                έ   .          έ          
      ύ               ύ     έ β   ,                έ                      
    β        17a                             2    έ   ,                      ,   
                                                          (17b)         
           .            66.66%                        έ          
                     ύ    ,           β    έ                           
            έ            (18),         100%    β  β  έ     έ      19 .  

            ,                20                              έ  ,       
                              21                                   22  
                            100%            . 

 έ   ,         έ                         ύ                            
   έ    23                        24      έ           66.66%         100%     
                  25 . 

 
 
 
Ε. Συμπεράσματα 
 
 
 
               έ   β                               έ                     
         ύ                                                  Canakinumab).       
         ,     , RCTs,                 ύ                                          
      β                    ,               Anakinra        Rilonacept.   
    ύ      έ                                                  RCTs          
             Ο       ύ            ύ       ύ              CONSORT. 
 
Α           ,       ,                                                          
CONSORT Statement,                                                 
                  ύ                          ,                ,         
                                      CONSORT,                          
 ψ   ύ impact factor. Ο   ύ     έ                                          
         80% έ                                    ύ  ψ    impact factor. 
         έ  ,    “New England Journal of Medicine”        “Annals of Internal 
Medicine”        ύ                           ύ      έ      ύ               
                    14 
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                   impact factor            70.670     19.315           .            
         ,                             81.08     91.89           .     
          “Arthritis & Rheumatology”,    impact factor 6.918,                     
             ύ       έ      ,                            64.86,               
      . 
Α                               3                                    έ            
       έ        έ                                                       
                  CONSORT Statement. 
 
     έ       βέβ    έ                       ύ . Ο                      έ    
                                       . Α                                 
                                                                                 
     ύ                                      έ   . Ο                       
                                έ                 1-5/10000.   έ       
                                                         ύ      έ            
                       ,                        έ ,             β             
                                 έ . ‘                                            
    έ               έ                                                     .  
 
Ό                                β β         ,                              
       CONSOR       έ             .       έ       Samaan         
                   86.0%                                    CONSORT      
       24. Α      έ              ύ               Rikos et al    2019,    έ    
                          56.5%,                                       
             ύ                   ύ          ψ   ύ,                       
impact factor          25.            έ              ύ              Baulig et al 
                  έ                   ,                        έ            
    62%26. 
 
              ,   έ  ,          CONSORT                              , 
                                     έ                                          ύ. 
Υ       ,                       β        .                                
        CONSORT                                                          
                                      έ ,                             , 
              ψ             έ                            .           ,    
              ,                έ                              ,               
                                                                       
       β               .  
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