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CLL trial   DISEASE AND PRETREATMENT 
PATIENT 

 

Date of birth:          ........ ........  -  ........ ........  -  ........ ........ ........ ........                   Sex         Male  Female   
 dd             mm            yyyy     

 

 

 INITIAL DIAGNOSIS 
 
 

 
DATE OF DIAGNOSIS:  ........ ........  -  ........ ........  -  ........ ........ ........ ........  
 dd             mm            yyyy     

 
 
 
 
BIOLOGICAL RISK FACTOR ASSESSMENT 
 
 

CYTOGENETICS  VCHROMOS 
  Not done or failed  Normal  Abnormal    Unknown 
    

TECHNIQUE 
        Conventional  FISH  Both   Unknown CYTOGTHC 

 

ABNORMALITIES (if present) CHRMABND  IDAABECC 
  Trisomy 12   Del 13q14     t(11;14)  
  Del 11q22-23     Del 17p13(53)   other: ................................. VCHRXNRD 
 

 
VH GENE STATUS VHGENE  
  Not mutated 

  Mutated     IF EVALUATED:  VH3-21status   Present  AbsentCU 
 

  Not evaluated   
 

  Unknown 
   
 
 
 

CLINICAL STATUS AT DIAGNOSIS HBD  

 

 Binet stage     A  B    C     Not evaluated 
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TREATMENT 
VPRETRAT  
 
FIRST LINE 

ID   Date started   ........ ...……...  -  ........ ........  -  ........ ........ ........ ...... 
    dd             mm             yyyy 
 

   Fludarabine  Number of cycles: …………. 

   Fludarabine + Cylophosphamide  Number of cycles: …………. 

   Fludarabine + Cylophosphamide + Rituximab Number of cycles: …………. 

   CHOP/ R-CHOP   Number of cycles: …………. 

   CDA / Rituximab (SAKK-protocol)           Number of cycles: …………. 

   Other treatment, please describe: 

 

  .................................................................................................................................... 

 

V  .................................................................................................................................... 

 

 SECOND LINE 

   Date started   ........ ...……...  -  ........ ........  -  ........ ........ ....... ..... 
    dd             mm             yyyy 
 

   Fludarabine  Number of cycles: …………. 

   Fludarabine + Cylophosphamide  Number of cycles: …………. 

   Fludarabine + Cylophosphamide + Rituximab Number of cycles: …………. 

   CHOP / R-CHOP  Number of cycles: …………. 

   CDA / Rituximab (SAKK-protocol)           Number of cycles: …………. 

   Other treatment, please describe: 

 
 

  .................................................................................................................................... 

 

V  .................................................................................................................................... 
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CLL trial MOBILIZATION 

(ALL PATIENTS) 
COLLECTION & MANIPULATION OF MATERIAL 

 
HARVEST (ATTEMPT)  
 
PLEASE COMPLETE A COPY OF THIS PAGE FOR EACH (ATTEMPTED) HARVEST 
 

VBMSC    First         SecondVPB  ThirdSC  ………….  

 
DATE OF HARVEST (ATTEMPT):  ........ ........  -  ........ ........  -  ........ ........ ........ ........  
   dd             mm            yyyy     
 
SOURCE OF STEM CELLS  

  Peripheral blood 

PERIPHERAL BLOOD MOBILISATION According to protocol: 

 CYCLOPHOSPHAMIDE /  G-CSF 

 Dexa-BEAM (only transplant arm)/G-CSF 

 Rituximab / Cyclophosphamide / G-CSF  (SAKK protocol) 

Describe deviations from protocol if applicable:  …………………………………………………………… 

   …………………………………………………………… 
 

             Bone marrow 
 
 
 
STEM CELLS 
 
Total number of harvested CD34+ cells   ................ x 108 cells 
 
 
 
THIS HARVEST WAS: 

VBMSC   Successful 

VBMSC   Unsuccessful ……………………………………………………………………………………..(specify)  

 

 

 
ADDITIONAL MOBILISATION/COLLECTION ATTEMPTED 

VBMSC   yes (please complete another copy of this page)                

VBMSC   no 
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CLL trial   AUTOGRAFT 
(ALL PATIENTS) 

STATUS OF DISEASE AT TRANSPLANTATION 
 

 
RESULT OF RANDOMISATION   No Transplant  TransplantTOGTHC 

 
PATIENT TRANSPLANTED?  No  YesGT 

 
If deviation from randomisation result, please describe reason: 
 
……………………………………………………………………………………………………………… 
 
……………………………………………………………………………………………………………… 
 
If not transplanted, please continue on page 6 

 DISEASE STATUS AT TRANSPLANT 
 

 CR 
 VGPR 
 NPR 
  Relapse/Progression 

 
 
RESIDUAL DISEASE STATUS  (ONLY TO BE COMPLETED WHEN PATIENT IS IN HAEMATOLOGICAL CR)  

     Minimal residual disease;  
  investigated by Immunophenotyping    Negative  Positive   Not evaluated  Unknown 

  investigated by Molecular Biology        Negative  Positive   Not evaluated  Unknown 

Please indicate sensitivity of MRD assay: ………………………………………………………         Unknown  
 

 
 
 

CONDITIONING 
 

 CONDITIONING 

 According to protocol:  TBI/Cyclophosphamide 
  
    BEAM 
  

 Describe deviations from protocol if applicable: 

 ……………………………………………………………………………………………………………………………………… 

 …………………………………………………………………………………………………………………………………… 
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INFUSION 
 

DATE OF TRANSPLANT :  ........ .......  -  ........ ........  -  ........ ........ ........ ........ 
                 dd            mm                 yyyy 

 
   

CELLS INFUSED 
 

 Bone Marrow  Peripheral Blood 

Cells actually infused (after thawing (if thawing) and 
manipulation (if manipulation) ) : 

- Total nbr. of nucleated cells (/kg)                        
NUCL1 

- CD 34+ (cells/kg) 

 
 

........ ........ - ........ ........ ........  x 108 

 

 
 

 
 

........ ........ - ........ ........ ........  x 106   

 
   
 (* kg of recipient body weight) 
 
 
 

ENGRAFTMENT 
 

ENGRAF GRAFT PERFORMANCE 
 

  Engraftment   

Haemopoietic reconstitution (first of 2 consecutive days) 

 
Date Neutrophils > 0.5 x 109/l   ........ .......  -  ........ ........  -  ........ ........ ........ ........ 

                   dd              mm                  yyyy 

 

Date Platelets      > 20 x 109/l  ........ .......  -  ........ ........  -  ........ ........ ........ ........ 
                     dd             mm                 yyyy 

 

 

  No engraftment: Date last assessment             ........ .......  -  ........ ........  -  ........ ........ ........ ........ 
                                          dd            mm                 yyyy 

 
 

 
 

                       

HOSPITALIZATION 
A  

 
PERIOD OF HOSPITALIZATION     …....……days
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CLL trial  ADVERSE EVENTS & STATUS 
until day 365 

 
Please report all Adverse Events until 1 year after randomisation with grade 3 or higher 
 

 

Adverse Events* 
(including infections) For infections: pathogen Start date 

 

dd- mm- yyyy 

 

Severity** 

 
 

codes 3- 5 

  |___|___| - |___|___| - |___|___|___|___| |___| 
  |___|___| - |___|___| - |___|___|___|___| |___| 
  |___|___| - |___|___| - |___|___|___|___| |___| 
  |___|___| - |___|___| - |___|___|___|___| |___| 
  |___|___| - |___|___| - |___|___|___|___| |___| 
  |___|___| - |___|___| - |___|___|___|___| |___| 
  |___|___| - |___|___| - |___|___|___|___| |___| 
  |___|___| - |___|___| - |___|___|___|___| |___| 
  |___|___| - |___|___| - |___|___|___|___| |___| 
  |___|___| - |___|___| - |___|___|___|___| |___| 
  |___|___| - |___|___| - |___|___|___|___| |___| 
  |___|___| - |___|___| - |___|___|___|___| |___| 
  |___|___| - |___|___| - |___|___|___|___| |___| 
  |___|___| - |___|___| - |___|___|___|___| |___| 
  |___|___| - |___|___| - |___|___|___|___| |___| 
  |___|___| - |___|___| - |___|___|___|___| |___| 
  |___|___| - |___|___| - |___|___|___|___| |___| 
  |___|___| - |___|___| - |___|___|___|___| |___| 

 
* if relevant please use CTCAE Short Name of adverse event, see http://ctep.cancer.gov/forms/CTCAEv3.pdf 
 
** use CTCAE grading scale if applicable; otherwise use Bearman scale  
Report worst grade only for each disease episode. Please report each (separate) disease episode of the same adverse 
event/infection separately. 
 

COMMENTS  …............................................................................................................................................................................ COMMEN 

T..1/2/3 

                   …............................................................................................................................................................................

 


