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Escalas de Resultados 
 

   Nurick (Ap. A) 
Ranawat (Ap.B) 
MDI (Ap. C) 
CME (Ap.D) 
JOA (Ap.E) 
VAS (Ap. F) 
SF-36 (Ap. G) 
NDI (Ap.H) 
Odom’s criteria (Ap I) 
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APENDICE A: NURICK’S FUNCTIONAL SCALE 
 
 
 
Grade 0: Signs or symptoms of root involvement but without evidence of spinal cord 

disease 
 
Grade 1: Signs of spinal cord disease but no difficulty in walking 
 
Grade 2: Slight difficulty in walking, which did not prevented full-time employment 
 
Grade 3:  Difficulty in walking which did not prevent full-time employment or the ability 

to do all housework, but which id not so severe as to require someone else’s 
help to walk 

 
Grade 4: Able to walk only with someone else’s help or with the aid or frame 
 
Grade 5: Chair bound or bedridden 
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APENDICE B: RANAWAT CLASSIFICATION OF NEUROLOGIC DEFICIT 
 
 
 
Class I   Pain, no neurologic deficit 
 
Class II   Subjective weakness, hyperreflexia, dysesthesias 
 
Class III   Objective weakness, long-tract signs 
 
Class III A   Ambulatory 
 
Class III B   Nonambulatory 
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APENDICE C: MYELOPATHY DISABILITY INDEX 
 
Please tick the one in response which best 
describes your usual abilities over the past 
week 

Without 
ANY 

difficulty

With 
SOME 

difficulty 

With 
MUCH 

difficulty 

Unable 
to do 

so 
Score (office use only) 0 1 2 3 
RISING 
Are you able to: 

    

     Stand up from an armless straight chair?     
     Get in and out of bed?     
EATING 
Are you able to: 

    

     Cut your meat?     
     Lift a full cup or glass to your mouth?     
WALKING 
Are you able to: 

    

     Walk outdoors on a flat ground?     
     Climb up five steps?     
HYGIENE 
Are you able to: 

    

     Wash and dry your entire body?     
     Get on and off the toilet?     
GRIP 
Are you able to: 

    

     Open jars which have been previously 
     been open? 

    

ACTIVITIES 
Are you able to: 
     Get in and out of the car? 

    

DRESSING 
Are you able to: 
     Dress your self, including tying 
     shoelaces, and doing buttons on a shirt or 
     blouse? 

    

TOTAL 
(office use only) 

    

Note: if aids or assistance from another is required to perform any of the tasks, please score the 
activity as “with much difficulty”. Total score = A+B+C+D (range 0-33). The final score is expressed 
as a percentage. 
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APENDICE D: EUROPEAN MYELOPATHY SCORE 
  
________________________________________________________________________                  
                 Score_____ 
Upper motor Neurone function (gait) 

1. Unable to walk, wheelchair        1 
2. Walking on flat ground only with cane or aid     2 
3. Climbing stairs only with aid       3 
4.  Gait clumsy but no aid necessary      4 
5. Normal walking and climbing stairs      5 

Lower motor neurone function (hand function) 
1. Handwriting and eating with knife and fork impossible    1 
2. Handwriting and eating with fork impaired      2 
3. Handwriting, tying shoe laces or a tie clumsy     3 
4. Normal handwriting         4 

Posterior column function (proprioception and co-ordination) 
1. Getting dressed only with aid       1 
2. Getting dressed clumsy and slowly      2 
3. Getting dressed normally        3 

Upper motor neurone function (bladder and bowel function) 
1. Retention, no control over bladder and or bowel functions   1 
2. Inadequate micturition and urinary frequency     2 
3. Normal bladder and bowel function      3 

Posterior cervical roots (paresthesias and dysesthesia) 
1. Disabling sensations disturbing all activities     1 
2. Tolerable sensations        2 
3. No paraesthesia or dysesthesia       3 

________________________________________________________________________ 
A combined score of 18-17= normal status; 16-13= mild impediment (European 
Myelopathy Score [EMS I]); 12-9= distinct disablement (EMS II); 8-5= severe handicap 
(EMS III)_________________________________________________________________ 
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APENDICE E: CRITERIA FOR EVALUATION OF THE OPERATIVE RESULTS OF 
PATIENTS WITH CERVICAL MYELOPATHY BY THE JAPANESE ORTHOPEDIC 
ASSOCIATION (JOA SCORE) 
 
 

I. Upper extremity function 
0. Impossible to eat with either chopsticks or spoon 
1. Possible to eat with spoon, but not with chopsticks 
2. Possible to eat with chopsticks, but inadequate 
3. Possible to eat with chopsticks, but awkward 
4. Normal 

II. Lower extremity function 
0. Impossible to walk 
1. Need cane or aid on flat ground 
2. Need cane or aid only an stairs 
3. Possible to walk without cane or aid, but slow 
4. Normal 

III. Sensory 
A. Upper extremity 

0. Apparent sensory loss 
1. Minimal sensory loss 
2. Normal 

B. Lowe Extremity 
0. Apparent sensory loss 
1. Minimal sensory loss 
2. Normal 

C. Trunk 
0. Apparent sensory loss 
1. Minimal sensory loss 
2. Normal 

IV. Bladder function 
0. Complete retention 
1. Severe disturbance 

(1) Inadequate evacuation of the bladder 
(2) Straining 
(3) Dribbling of urine 

2. Mild disturbance 
(1) Urinary frequency 
(2) Urinary hesitancy 

3. Normal 
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APENDICE F: VISUAL ANALOGUE SCALE FOR ARM AND NECK PAIN 
 
 
 
 

Pain: Visual Analogue Scale 
 

 
 

 
 

No 
pain 

 Worst 
possible 

pain 
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APENDICE G: SF36 VERSION 2 
OVERALL HEALTH 

The following questions ask for your views about your health and how you feel about life in 
general. If you are unsure about how to answer any question, try and think about your 
overall health and give the best answer you can. Do not spend too much time answering, 
as your immediate response is likely to be the most accurate. 
 

1. In general, would you say your health is: 
 Excellent  

(Please tick one box) Very good  
 Good  
 Fair  
 Poor  
2. Compared to 3 months ago, how would you rate your health in general now? 
 Much better than 3 months ago  
(Please tick one box) Somewhat better than 3 months ago  
 About the same  
 Somewhat worse now than 3 months ago  
 Much worse now than 3 months ago  

 
3. The following questions are about activities you might do during a typical day. 

Does your health limit you in these activities? If so, how much? 
  

(Please tick one box on each line) 
Yes, 
limited a 
lot 

Yes, 
Limited 
a little 

No, not 
limited 
at all 

a) Vigorous activities, such as running, lifting heavy 
objects, participating in strenuous sports 

   

b) Moderate activities, such as moving a table, 
pushing a vacuum, bowling or playing  golf 

   

c) Lifting or carrying groceries    
d) Climbing several flights of stairs    
e) Climbing one flight of stairs    
f) Bending, kneeling or stooping    
g) Walking more than a mile    
h) Walking half a mile    
i) Walking 100 yards    
j) Bathing and dressing yourself    
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4. During the past 2 weeks, how much time have you had any of the following 
problems with your work or other regular daily activities as a result of your 
physical health? 

 
(Please tick one box on each line)

All of 
the 

time 

Most 
of the 
time 

Some 
of the 
time 

A 
little 

of the 
time 

None 
of the 
time 

a) Cut down on the amount of time you 
spent on work or other activities      

b) Accomplished less than you would like      
c) Were limited in the kind of work or other 

activities      
d) Had difficulty performing the work or 

other activities (e.g. it took more effort)      
 

5. During the past 2 weeks, how much time have you had any of the following 
problems with your work or other regular daily activities as a result of any 
emotional problems (such as feeling depressed or anxious)? 

 (Please tick one box on each line) All of 
the 

time 

Most 
of the 
time 

Some 
of the 
time 

A 
little 

of the 
time 

None 
of the 
time 

a) Cut down on the amount of time you 
spent on work or other activities      

b) Accomplished less than you would like      
c) Didn’t do work or other activities as 

carefully as usual      
 

6. During the past 2 weeks, to what extent has your physical health or emotional 
problems interfered with your normal social activities with family, friends, 
neighbours or groups? 

  Not at all  
  Slightly  
 (Please tick one box) Moderately  
  Quite a bit  
  Extremely  
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7. How much bodily pain have you had during the past 2 weeks? 
  None  
 (Please tick one box) Very mild  
  Mild  
  Moderate  
  Severe  
  Very Severe  
8. During the past 2 weeks how much did pain interfere with your normal work 

(including work both outside the home and housework)? 
  Not at all  

  A little bit  

 (Please tick one box) Moderately  

  Quite a bit  

  Extremely  
 

9. These questions are about how you feel and how things have been with you 
during the past 2 weeks. For each question please give the one answer that 
comes closest to the way you have been feeling. 

 How much time during 
the last 2 weeks: 
(Please tick one box on each 
line) 

All of 
the 

time 

Most 
of the 
time 

A 
good 
bit of 
the 

time 

Some 
of the 
time 

A little 
of the 
time 

None 
of the 
time 

a) Did you feel full of life?       
b) Have you been a very 

nervous person? 
      

c) Have you felt so down in the 
dumps that nothing could 
cheer you up? 

      

d) Have you felt calm and 
peaceful? 

      

e) Did you have a lot of energy?       
f) Have you felt downhearted 

and low? 
      

g) Did you feel worn out?       
h) Have you been a happy 

person? 
      

i) Did you feel tired?       
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10. During the past 2 weeks, how much of the time has your physical health or 
emotional problems interfered with your social activities (like visiting friends, 
relatives etc.)? 

  All of the time  
 Please tick one box) Most of the time  
  Some of the time  
  A little of the time  
  None of the time  

 
11. How TRUE or FALSE is each of the following statements for you? 

(Please tick one box on each line) 
  Definitely 

true 
Mostly 

true 
Not 
sure 

Mostly 
false 

Definitely 
false 

a) I seem to get ill more easily 
than other people 

     

b) I am as healthy as anybody I 
know 

     

c) I expect my health to get worse      
d) My health is excellent      
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APENDICE HE: NECK DISABILITY INDEX 

 6 Mo Follow-up  1 Yr Follow-up  2 Yr Follow-up  4 Yr Follow-up 

 6 Yr Follow-up  8 Yr Follow-up  10 Yr Follow-up  Unscheduled 

SECTION 1- PAIN INTENSITY SECTION 6 - CONCENTRATION 

0  I have no pain at the moment. 0  I can concentrate fully when I want to with no 
difficulty 

1  The pain is very mild at the moment 1  I can concentrate fully when I want to with slight 
difficulty 

2  The pain is moderate at the moment 2  I have a fair degree of difficulty in concentrating 
when I want to 

3  The pain is fairly severe at the moment 3  I have a lot of difficulty in concentrating when I 
want to 

4  The pain is very severe at the moment 4  I have a great deal of difficulty in concentrating 
when I want to 

5  The pain is the worst imaginable at the moment 5  I cannot concentrate at all 
SECTION 2 - PERSONAL CARE (WASHING, DRESSING...) SECTION 7 - WORK 
0  I can look after myself normally without causing 

extra pain. 0  I can do as much as I want to 

1  I can look after myself normally but it causes 
extra pain 1  I can only do my usual work, but no more 

2  It is painful to look after myself and I am slow 
and careful 2  I can do most of my usual work, but no more 

3  I need some help but manage most of my 
personal care 3  I cannot do my usual work 

4  I need help every day in most aspects of self 
care 4  I can hardly do any work at all 

5  I do not get dressed, I wash with difficulty and 
stay in bed 5  I cannot do any work at all 

SECTION 3 - LIFTING SECTION 8 - DRIVING 
0  I can lift heavy weights without extra pain 0  I can drive my car without any neck pain  

1  I can lift heavy weights but it gives extra pain 1  I can drive my car as long as I want with slight 
pain in my neck 

2  Pain prevents me from lifting heavy weights off 
the floor, but I can manage if they are 
conveniently positioned 

2  I can drive my car as long as I want with 
moderate pain in my neck 

3  Pain prevents me from lifting heavy weights, but 
I can manage light to medium weights if they 
are conveniently positioned 

3  I cannot drive my car as long as I want because 
of moderate pain in my neck 

4  I can lift only very light weights 4  I can hardly drive at all because of severe pain 
in my neck 

5  I cannot lift or carry anything at all 5  I cannot drive my car at all 
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SECTION 4 - READING SECTION 9 - SLEEPING 
0  I can read as much as I want to with no pain in 

my neck 0  I have no trouble sleeping 

1  I can read as much as I want to with slight pain 
in my neck 

1  My sleep is slightly disturbed (less than 1 hour 
sleepless) 

2  I can read as much as I want to with moderate 
pain in my neck 

2  My sleep is midly disturbed (1-2 hours 
sleepless) 

3  I cannot read as much as I want because of 
moderate pain in my neck 

3  My sleep is moderately disturbed (2-3 hours 
sleepless) 

4  I can hardly read at all because of severe pain 
in my neck 

4  My sleep is greatly disturbed (3-5 hours 
sleepless) 

5  I cannot read at all 5  My sleep is completely disturbed (5-7 hours 
sleepless) 

SECTION 5 - HEADACHES SECTION 10 - RECREATION 

0  I have no headaches at all 0  I am able to engage in all my recreation 
activities with no pain at all 

1  I have slight headaches which come 
infrequently 

1  I am able to engage in all my recreation 
activities with some pain in my neck 

2  I have moderate headaches which come 
infrequently 

2  I am able to engage in most, but not all of my 
usual recreation activities because of          pain 
in my neck 

3  I have moderate headaches which come 
frequently 

3  I am able to engage in a few of my usual 
recreation activities because of pain in my neck 

4  I have severe headaches which come 
frequently 

4  I can hardly do any recreation activities because 
of pain in my neck 

5  I have headaches almost all the time 5  I cannot do any recreation activities at all 

 
 
Score ranged from 0 to 50     Total Score  
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APENDICE I: CLINICAL FOLLOW-UP ODOM’S CRITERIA 
 
 
 
 

• Excellent  All pre-operative symptoms relived, able to carry out daily occupations 
without impairment 

 
• Good Minimum persistence of pre-operative symptoms, able to carry out 

daily occupations without significant interference 
 

 
• Fair Relief of some pre-operative symptoms, but whose physical activities 

were significantly limited 
 
• Poor Symptoms and signs unchanged or worse 
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Técnica Quirúrgica de la  
implantación de la prótesis 
discal  cervical de Bryan  
(Ap. J) 
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APÉNDICE J: TÉCNICA QUIRÚRGICA PARA LA IMPLANTACIÓN DE LA 
ARTROPLASTIA DISCAL DE BRYAN 
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 Datos del paciente 
 
                             Demográficos  (Ap. K) 
                             Operatorios (Ap. K) 
                             Clínicos/neurológicos (Ap. L) 
                         Radiográficos (Ap M) 
                             Segmento adyacente (Ap.N) 
                           Complicaciones (Ap O) 
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APPENDIX K: PATIENT ENROLLMENT 
 
 

PATIENT DATA 

1  Patient Initials 2  Sex     M    F 3  Patient Identification No.                

 

4  Birth Date  Day   Mo.   Yr. 5  Height cm 6  Weight  kg. 

DIAGNOSIS (check diagnosis at implant level) 

C3-C4 
 

C4-C5 
 

C5-C6 
 

C6-C7 
 7  Disc herniation with radiculopathy  

C3-C4 
 

C4-C5 
 

C5-C6 
 

C6-C7 
 8  Disc herniation with myelopathy  

C3-C4 
 

C4-C5 
 

C5-C6 
 

C6-C7 
 9  Spondylotic radiculopathy  

C3-C4 
 

C4-C5 
 

C5-C6 
 

C6-C7 
 10 Spondylotic myelopathy  

11 NEUROLOGICAL SIGNS AND SYMPTOMS 
  
  

DURATION OF SYMPTOMS 
12 Duration of Symptoms 

1   Less than 6 weeks  3   3 months to 6 months  5   1 year to 2 years  
2   6 weeks to 3 months  4   6 months to 1 year  6   More than 2 years 

ACTIVITY LEVEL PRIOR TO SURGERY 

15  Occupation Activity Level Prior to Surgery 
  Heavy 
  Moderate 
  Light 
  Sedentary 
  Not Working 

16  Recreation Activity Level Prior to Surgery 
  Vigorous Contact Sports 
  Vigorous Non-contact Sports 
  Light Recreational 
  Sedentary 
  Disabled 

17  Current Work Status (check one) 
  Currently working   Paid leave of 

absence 
  Homemaker   Unpaid leave 

of absence 
  Retired (due to ill health)   Unemployed 
  Retired (not due to ill health)   Student 

18  If Not Working Now (due to ill health), 
How Long Since Stopping? (check one) 

  Less than 6 weeks   6 months to 1 year 
  6 weeks to 3 months   1 year to 2 years 
  3 months to 6 months   More than 2 years 
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SURGERY INFORMATION 

19  Hospital Admission Date 

Day   Mo.   Yr. 

20  Surgery Date 

Day   Mo.   Yr. 

21  Hospital Discharge Date 

Day   Mo.   Yr. 

22  Duration of 
Surgery (skin to skin) 
 

 Hrs    Min. 

23  Blood Loss 
 

___________Mls 

24  Prosthesis Size                  13mm  14mm  
 

  15mm  16mm  17mm  18mm  19mm 
    
  Interbody Cage               
 
Make_____________       Size____________ 
 

GENETIC STATUS 

Apolipoproteina  “e4”               Yes                No          

Discharged   <24 hrs  24-48hrs  >48 hrs  

Neck collar  Yes  No  
 

25  Describe Any Deviations from Procedures: 
____________________________________________________________________________________________
____________________________________________________________________________________________
____________________________________________________________________________________________
____________________________________________________________________________________________ 

SUBMISSION DATA 
Surgeon Signature 
 

Date 

    Day   Mo.   Yr. 

 

 

 

 

 

 
 
 

 
 
 
 
 
 



Apéndices 

231 

 

APPENDIX L: NEUROLOGICAL EXAMINATION 
 

 6 Mo Follow-up  1 Yr Follow-up  2 Yr Follow-up  4 Yr Follow-up 

 6 Yr Follow-up  8 Yr Follow-up  10 Yr Follow-up  Unscheduled 

PATIENT DATA 
Patient Initials 

Date              Patient Identification No            

MOTOR ASSESSMENT 

Motor Function    Normal    Abnormal  
KEY 
MRC Grading 
0     No contraction 
1     Palpable or Visible contraction 
2     Active movement, gravity eliminated 
3     Active movement, against gravity 
4     Active movement, some resistance 
9     Normal, active movement against full 

resistance 

If abnormal, please complete this section using the key at left 
 
Motion                              Right                     Left 

C5 Elbow flexion                                    

C6 Wrist extension                                

C7 Elbow extension                               

C8 Finger flexion                                    

REFLEXES ASSESSMENT 

Reflexes      Normal        Abnormal  
KEY 
 
 
 
 
0     Absent 
1    Hyper-reflexive moderate 
2    Hyper-reflexive severe 
9    Normal 
 
 
 
 
 
 
 
 
 
 
 
 

If abnormal, please complete this section using the key at 
left 
 
 
Reflex                             Right                 Left 
Biceps                                                     

Brachioradialis                                       

Triceps                                                    
Babinski                                               
 Right                     Present            Absent         

  Left                       Present            Absent     
Clonus        

Right                     Present            Absent                   

 Left                       Present          Absent        
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SENSORY ASSESSMENTS 

Sensory  Function  Normal    Abnormal  
KEY 
 
 
0        Absent 
1        Impaired 
9        Normal   

If abnormal, please complete this section using the key at 
left 
                            Light touch                    Pin prick 
                         Right          Left                Right         Left  

C3                                                          

C4                                                          

C5                                                          

C6                                                          

C7                                                          

C8                                                          
 

SUBMISSION DATA 
Surgeon Signature 
 

Date 

    Day   Mo.   Yr. 
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APPENDIX M:  PATIENT STATUS 
  

 6 Mo Follow-up  1 Yr Follow-up  2 Yr Follow-up  4 Yr Follow-up 

 6 Yr Follow-up  8 Yr Follow-up  10 Yr Follow-up  Unscheduled 

PATIENT DATA 

1  Patient Initials 
2  Patient Identification No.                 

POST-OPERATIVE OUTCOMES (SINCE LAST VISIT) 

3  Odom’s Criteria 
  Excellent (all pre-operative symptoms 

relieved, able to carry out daily occupations 
without impairment) 

  Good (minimum persistence of pre-
operative symptoms, able to carry out daily 
occupations without significant 
interference) 

  Fair (relief of some pre-operative 
symptoms, but whose physical activities 
were significantly limited) 

  Poor (symptoms and signs unchanged or 
worse) 

4  Additional Spinal Surgeries (check all that apply) 
  None  Anterior/Posterior  Level 
  Discectomy   A /  P  _____ 

    A /  P  _____ 
  Fusion   A /  P  _____ 

    A /  P  _____ 
  Laminectomy /  

          laminoplasty  A /  P  _____ 
    A /  P  _____ 

  foraminotomy               A /  P                       _____ 

RADIOGRAPHIC EXAMINATION (POST-OPERATIVE) 

5   Range of Motion Angle for F/E at the implant level     Degrees                    Degrees      

    Range of Motion Angle for F/E at the level above        Degrees                    Degrees   

    Range of Motion Angle for F/E at the level  below        Degrees                    Degrees   
                                                                                                       PREOPERATIVE                        POSTOPERATIVE 

6  Bone Ingrowth:   No         Yes                             If Yes, please specify location: 
                                                                                  CT Scan 
 

                          
 

7  If Bone Ingrowth, please specify:                    Bone ingrowth ensuring implant stabilization. 
                        Bone ingrowth which may limit range of motion. 

8  Additional Comments:   
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WORK STATUS (POST-OPERATIVE) 

13  Current Work Status (check one) 
  Currently working    Paid leave of  absence 
  Homemaker     Unpaid leave of 

absence 
  Retired (due to ill health)   Unemployed 
  Retired (not due to ill health)   Student 

14  If Not Working Now (due to ill health), 
How Long Since Stopping? (check one) 

  Less than 6 weeks   6 months to 1        
year 

  6 weeks to 3 months   1 year to 2 years 
  3 months to 6 months   More than 2 years 

15  Return to Work Date (if patient returned to work since last visit)    Day   Mo.   Yr. 

SUBMISSION DATA 
Surgeon Signature 
 

Date 

    Day   Mo.   Yr. 
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APPENDIX N: ADJACENT SEGMENT DEGENERATION 
 

PATIENT DATA 

1  Patient Initials 
2  Patient Identification No.                 

ADJACENT SEGMENT DEGENERATION 

Yes                                    

No                                      

Level Above                      

Level Below                       

CERVICAL LEVEL 

C3/4                              C4/5                           C5/6                        C6/7                C7/T1  

DATE OF OPERATION_____________                            DISCHARGE ___________ DAYS 

TIME SINCE FIRST OPERATION (MONTHS)       

Preoperative MRI Findings (root/cord compression) 

Normal     Minimal+ no compression    Minimal+ slight compression    Large + no compression      

Large+ minimal compression+ no clinical     
                          
Type of operation 

ACDF       ACDF+Plate       Vertebrectomy.      IB Cage      Artificial disc    ACD    
 

8  Additional Comments:   
  

        

 

COMPLICATIONS 

Yes                                      No             

Surgical related     
Description  

 

Non surgical related     
Description  

Death                  Yes                       No           
Cause 

SUBMISSION DATA 
Surgeon Signature 
 

Date 

    Day   Mo.   Yr. 
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APPENDIX O: ADVERSE EVENTS 
 
 6 Mo Follow-up  1 Yr Follow-up  2 Yr Follow-up  4 Yr Follow-up 

 6 Yr Follow-up  8 Yr Follow-up  10 Yr Follow-up  Unscheduled 

PATIENT DATA 
Patient Initials 

Date            
          Day             Mo              Yr 

  Patient Identification No 

           

ADVERSE EVENT ( CHECK ONLY ONE ADVERSE EVENT PER FORM) 
Date of onset of A E 

           

Examination date 

           

Hospitalization required? 

Yes       No           

Hospital admission date 

           

Anaesthetic complications                
Adverse reaction to implant              
Deep wound infection                       
Superficial wound infection               
Excessive bleeding                           
Soft tissue damage: 
      Dysphonia                                  
      Esophageal erosion                   
      Haematoma                               
      Seroma                                      
      Vessel damage                          
      Other 
________________________ 
Operative induced Neurological 
Deficit 
Dysphagia                                      
Horner’s syndrome                         
Incontinence                                   
Radiculopathy                                 
Recurrent laryngeal nerve palsy     
Paralysis                                         
Other 
_____________________________ 

Prosthesis Failure 
      AP migration                           
      Fatigue/fracture                      
      Instability                                 
      Separation of components      
Interbody Cage Failure 
      AP migration                          
      Fatigue/fracture                      
      Instability                                
      Separation of components     
Surgical intervention at target space 
      Removal                                 
      Re-operation                           
      Revision                                  
      Supplemental fixation             
Treatment at wrong level              
Unresolved pain                            
Vertebral body fracture                  
Other AE( not  listed above)          
___________________ 

TREATMENT OF ADVERSE EVENT 
No treatment              Referral specialist        
Medication                 Physical therapy           
Bed rest                      Injections-specify________ 

Surgical treatment         
Specify____________________________ 
Other_____________ 

SUBMISSION DATA 
Surgeon Signature 
 Date Day   Mo.   Yr 
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Documentos para el Estudio CEDRIC 
 

Hoja de Consentimiento escrito. (Ap. P) 
Hoja de información al paciente (Ap. Q) 
Hoja para la randomización (Ap. R) 
Carta al medico de cabecera (Ap. S) 
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APENDICE P: PATIENT CONSENT FORM 

CEDRIC: Cervical Disc Replacement Vs Inter-body 
Cage for the treatment of Spondylotic disease. A 
Randomised Single blind, Clinical Trial 

 
Patient Consent Form 

 
Tick here 

 
I confirm that I have read and understand the information sheet dated for 
the above study and have had the opportunity to ask questions. 
 
I have been informed about the PDSURG study and agree to enter it. I 
hope to complete the study, but I understand that I am free to withdraw 
from the study at any time without necessarily giving a reason. If I do 
withdraw, I can continue to expect the highest standard of care from my 
doctors. 
 
I understand my doctors will provide information about my progress, in 
confidence, to the central organisers. 
 
I understand that the information will be used for medical research only 
and that I will not be identified in any way in the analysis and reporting of 
the results. 
 
I give consent to my GP being informed about my participation in this 
study. 
 
Patient’s signature: 
 
Print name:        Date:  / /  
 
 
Clinician’s signature: 
 
Print name:       Date:  / /
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APENDICE Q: PATIENT INFORMATION SHEET 

CEDRIC: Cervical Disc Replacement Vs Inter-body 
Cage for the treatment of Spondylotic disease. A 
Randomised Single blind, Clinical Trial 
 

Patient Information Sheet for the prospective randomised 
double blind control trial between the Bryan total cervical disc 
replacement and the inter-body cage for the treatment of 
spondylotic cervical disease.  
 
We would like to invite you to take part in this Research Project 
 
1. AIM OF THE STUDY 
 
This study is done with the intention of finding out if there is any difference between the 
use of the Bryan Total Cervical disc replacement and the inter-body cage in the treatment 
of degenerative cervical disc. This will be considered twofold: firstly we will be looking for 
differences in the short term results (i.e. neck pain and arm pain), and secondly we will be 
comparing the long term results after a period of  5 and 10 years (i.e. adjacent cervical 
level disease requiring an operation).  
 
2. WHY IS THE STUDY BEING DONE? 
 
Cervical spondylotic disease is a progressive degenerative disease of the bone, inter-
vertebral discs and ligaments. This is a common condition seen in neurosurgery. The 
disease is caused by pressure on the spinal cord or to the nerve roots typically at the level 
of the cervical spine in the neck. Pressure on the spinal cord or the nerve roots can occur 
from weeks to years before showing any symptoms and is generally caused either by a 
cervical disc prolapse or due to some abnormal bony formation.  
We are asking you to take part in this Research Project as you suffer from either Cervical 
Myelopathy (a form of partial paralysis) or Cervical Radiculopathy (arm pain associated 
with neck pain), secondary to a slipped cervical inter-vertebral disc. Patients that suffer 
from the disease can experience a variety of symptoms including: finding it difficult to walk, 
having difficulties in using their hands doing routine tasks such as tying shoelaces, finding 
that their limbs are very stiff and also having arm pain.  
The treatment for this condition involves surgical removal of the slipped inter-vertebral 
disc. This operation is done for all patients. Once the disc has been removed the patient 
has two choices:  

1) You could have insertion of either a bit of bone from your hip bone, which can be 
quite painful for up to some months, or a small metal cage. Both this options induce 
bony fusion at the operated level. 

2) You could have the removed inter-vertebral disc substituted with a cervical disc 
replacement.  
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It is unclear which of those two surgical options is better and for that reason we 
propose this study.  

 

3.  HOW IS THE STUDY BEEN DONE? 
 
All the patients entering this study will have the same surgical operation. The spinal cord 
or the root nerve will be freed equally in both groups. The only difference will be that one 
group of the patients will have a cervical total disc replacement and the other will have a 
small inter-vertebral cage to fill the space left after disc excision. The device to be inserted 
in each patient will be determined by random selection in a special unit and both the 
patient and the investigator (i.e. research fellow) will not be notified of the device inserted. 
The design of this study presents a unique opportunity in surgical medicine.   
 
WHAT ARE THE RISKS AND DISCOMFORTS? 
 
The risks and discomforts are those of the traditional cervical disc operation performed in 
patients that suffer from your condition. These include a small risk of infection, swallowing 
problems, hoarse voice and neurological deficit (paralysis). There is also a risk for a blood 
collection under the wound which would require another operation to have it remove.  
 

5. WHAT ARE THE BENEFITS? 
 
The goal of the study is to find out which surgical procedure is better for the short (neck 
pain and arm pain) and long term (adjacent cervical levels disease).   
 
6. WHO WILL HAVE ACCESS TO THE CASE/ RESEARCH RECORDS 
 
Only researchers and a representative of the Research Ethics Committee from UCLH will 
have access to the data collected during this study. This data will be kept safely by the 
principal investigator during the period of the study and it will be stored by UCLH after. The 
information will be confidential. You will only be identified by your hospital number and not 
by your name. This is a research study and the results will not be discussed with you. The 
data will not be passed outside the European Union. 
 
7. DO I HAVE TO TAKE PART IN THIS STUDY? 
 
Your participation in the study is entirely voluntary. If you decide now or at a later stage 
that you do not wish to participate in this research project that is entirely your right and will 
not in any way prejudice any present or future treatment. 
 
 
8. WHOM DO I SPEAK TO IF PROBLEMS ARISE 
 
If you have any complaints about the way in which this research project has been or is 
being conducted, please in the first instance discuss them with the researcher. If the 
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problems are not resolved or you wish to comment in any other way, please contact the 
Chief Executive Office for the Trust at The Trust headquarters, Ground floor, John Astor 
House, Fowley street, London W1W 6DN. 
 
9. DETAILS OF HOW TO CONTACT THE RESEARCHER. 
J.David Lafuente; Bleep via National Hospital Switchboard  (02078373611) Ext 3225 
Adrian TH Casey; Aircall via National Hospital Switchboard  (02078373611) 
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APENDICE R: RANDOMISATION NOTEPAD  
Prepare for the randomisation questions by filling in sections A, B C and D on this pad 
before telephoning the toll free randomisation service on 0800 953 0274 for immediate 
randomisation, or fax form to 0121 687 2313 for allocation by next working day. 
PART A: IDENTIFYING DETAILS 
Randomising consultant:       Hospital name: 
Patient’s full name:       Sex:  Male  Female 
Date of birth:       Hospital number:    
Check:patient must be over 21 years of age. 
PART B: ELIGIBILITY CRITERIA 
Disc replacement at which level  C3/4  C4/5  C5/6  C6/7 
Previous history of psychosis or severe depression Yes  No 
Previous cervical spine surgery    Yes  No 
Previous or current metabolic bone disease  Yes  No 
No shaded boxes should be checked. 
PART C: STRATIFICATION VARIABLES  
Diagnosis Radiculopathy  OR  Myelopathy 
Current smoker  Non-smoker or ex-smoker 
Currently involved in legal or insurance claim Yes  No 
PART D: QUESTIONNAIRES These must be completed prior to randomisation. 
Has the patient completed the  
SF-36    Yes  No 
NPI    Yes  No 
MPI (myelopathy only) Yes  No  N/a as radiculopathy 
VAS    Yes  No 
PART E: TREATMENT ALLOCATION 
Treatment:   Artificial disc    Interbody Cage 
CEDRIC trial number: 
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APENDICE S: GP LETTER 
 
Doctor 
Practice 
Street 
City 
Postcode 
NAME  DATE RANDOMISED 
DATE OF BIRTH  CEDRIC NUMBER 
HOSPITAL NUMBER   
 
Dear Dr gp 
 
Your patient, named above, has agreed to take part in CEDRIC, Cervical Disc 
Replacement Vs Inter-body Cage for the treatment of Spondylotic disease. A 
Randomised Single blind, Clinical Trial in which we, and several other centres 
in the UK and Europe, are participating.  CEDRIC G is organised by the 
University of Birmingham Clinical Trials Unit.  CEDRIC is a large, simple, 
“real-life” trial that aims to determine reliably whether artificial disc 
replacement is more effective than anterior cervical discectomy with fusion by 
an interbody cage.  The trial is designed to fit in with routine practice as far as 
possible and to impose minimal additional workload. 
The trial is blinded, in that the patient does not know which of the surgical 
techniques has been used. 
The local co-ordinator for the trial is Dr participant, Department of 
Neurosurgery, hospital.  The trial has been approved by region Local 
Research Ethics Committee. 
If you require any further information about the study, it can be obtained from 
the CEDRIC trial co-ordinator (see address below). 
Please file this letter in the patient’s notes. I would appreciate being notified if 
he/she is no longer one of your patients. 
 
Yours sincerely 
 
 
 
 
 
 

 
 




