Appendix A - Case Report Forms

Patient Enrollment

	Patient Data

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


	4  Birth Date   FORMCHECKBOX 
Day    FORMCHECKBOX 
Mo.    FORMCHECKBOX 
Yr.
	5  Height







cm
	6  Weight







kg.

	Diagnosis (check diagnosis at implant level)

	C3-C4
 FORMCHECKBOX 

	C4-C5
 FORMCHECKBOX 

	C5-C6
 FORMCHECKBOX 

	C6-C7
 FORMCHECKBOX 

	7  Disc herniation with radiculopathy which has not responded to conservative treatment

	C3-C4
 FORMCHECKBOX 

	C4-C5
 FORMCHECKBOX 

	C5-C6
 FORMCHECKBOX 

	C6-C7
 FORMCHECKBOX 

	8  Disc herniation with myelopathy which has not responded to conservative treatment 

	C3-C4
 FORMCHECKBOX 

	C4-C5
 FORMCHECKBOX 

	C5-C6
 FORMCHECKBOX 

	C6-C7
 FORMCHECKBOX 

	9  Spondylotic radiculopathy which has not responded to conservative treatment 

	C3-C4
 FORMCHECKBOX 

	C4-C5
 FORMCHECKBOX 

	C5-C6
 FORMCHECKBOX 

	C6-C7
 FORMCHECKBOX 

	10 Spondylotic myelopathy which has not responded to conservative treatment

	11 Neurological Signs and Symptoms




	Activity Level Prior to Symptom Onset

	12  Duration of Symptoms
1 FORMCHECKBOX 
  Less than 6 weeks

3 FORMCHECKBOX 
  3 months to 6 months

5 FORMCHECKBOX 
  1 year to 2 years 
2 FORMCHECKBOX 
  6 weeks to 3 months

4 FORMCHECKBOX 
  6 months to 1 year

6 FORMCHECKBOX 
  More than 2 years

	13  Occupation Activity Level Prior to Symptom Onset
 FORMCHECKBOX 
  Heavy

 FORMCHECKBOX 
  Moderate

 FORMCHECKBOX 
  Light

 FORMCHECKBOX 
  Sedentary

 FORMCHECKBOX 
  Not Working
	14  Recreation Activity Level Prior to Symptom Onset
 FORMCHECKBOX 
  Vigorous Contact Sports

 FORMCHECKBOX 
  Vigorous Non-contact Sports

 FORMCHECKBOX 
  Light Recreational

 FORMCHECKBOX 
  Sedentary

 FORMCHECKBOX 
  Disabled

	Activity Level Prior to Surgery

	15  Occupation Activity Level Prior to Surgery

 FORMCHECKBOX 
  Heavy

 FORMCHECKBOX 
  Moderate

 FORMCHECKBOX 
  Light

 FORMCHECKBOX 
  Sedentary

 FORMCHECKBOX 
  Not Working
	16  Recreation Activity Level Prior to Surgery

 FORMCHECKBOX 
  Vigorous Contact Sports

 FORMCHECKBOX 
  Vigorous Non-contact Sports

 FORMCHECKBOX 
  Light Recreational

 FORMCHECKBOX 
  Sedentary

 FORMCHECKBOX 
  Disabled

	17  Current Work Status (check one)

 FORMCHECKBOX 
  Currently working
 FORMCHECKBOX 
  Paid leave of absence

 FORMCHECKBOX 
  Homemaker
 FORMCHECKBOX 
  Unpaid leave of absence

 FORMCHECKBOX 
  Retired (due to ill health)
 FORMCHECKBOX 
  Unemployed

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

 FORMCHECKBOX 
  Less than 6 weeks
 FORMCHECKBOX 
  6 months to 1 year

 FORMCHECKBOX 
  6 weeks to 3 months
 FORMCHECKBOX 
  1 year to 2 years

 FORMCHECKBOX 
  3 months to 6 months
 FORMCHECKBOX 
  More than 2 years

	Surgery Information

	19  Hospital Admission Date

 FORMCHECKBOX 
Day    FORMCHECKBOX 
Mo.    FORMCHECKBOX 
Yr.
	20  Surgery Date

 FORMCHECKBOX 
Day    FORMCHECKBOX 
Mo.    FORMCHECKBOX 
Yr.
	21  Hospital Discharge Date

 FORMCHECKBOX 
Day    FORMCHECKBOX 
Mo.    FORMCHECKBOX 
Yr.

	22  Duration of Surgery (skin to skin)
           FORMCHECKBOX 
Hours    FORMCHECKBOX 
Min.
	23  Blood Loss

 FORMCHECKBOX 
Ml
	24  
Prosthesis Size – Implanted level: _______________

Height :   FORMCHECKBOX 
  6mm
 FORMCHECKBOX 
 7mm
 FORMCHECKBOX 
 8mm

Depth :   FORMCHECKBOX 
  12mm
 FORMCHECKBOX 
 14mm
 FORMCHECKBOX 
 16mm
 FORMCHECKBOX 
 18mm


Prosthesis Size – Implanted level: _______________

Height :   FORMCHECKBOX 
  6mm
 FORMCHECKBOX 
 7mm
 FORMCHECKBOX 
 8mm

Depth :   FORMCHECKBOX 
  12mm
 FORMCHECKBOX 
 14mm
 FORMCHECKBOX 
 16mm
 FORMCHECKBOX 
 18mm

	25  Describe Any Deviations from Procedures: ______________________________________________________________________________________________________________________________________________________________________________________________________________

	Submission Data

	Surgeon Signature


	Date

     FORMCHECKBOX 
Day    FORMCHECKBOX 
Mo.    FORMCHECKBOX 
Yr.


Patient Status

	 FORMCHECKBOX 
 Immediate Post-op
	 FORMCHECKBOX 
 6 Mo Follow-up
	 FORMCHECKBOX 
 1 Yr Follow-up
	 FORMCHECKBOX 
 2 Yr Follow-up

	 FORMCHECKBOX 
 4 Yr Follow-up
	 FORMCHECKBOX 
 6 Yr Follow-up
	 FORMCHECKBOX 
 8 Yr Follow-up
	 FORMCHECKBOX 
 10 Yr Follow-up

	Patient Data

	1  Patient Initials
	2  Patient Identification No.  FORMCHECKBOX 
      FORMCHECKBOX 
      FORMCHECKBOX 
      FORMCHECKBOX 


	Post-operative Outcomes (since last visit)

	3  Odom’s Criteria
 FORMCHECKBOX 
  Excellent (all pre-operative symptoms relieved, able to carry out daily occupations without impairment)

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

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

 FORMCHECKBOX 
  Poor (symptoms and signs unchanged or worse)
	4  Additional Spinal Surgeries (check all that apply)
 FORMCHECKBOX 
  None

Anterior/Posterior

Level

 FORMCHECKBOX 
  Discectomy

 FORMCHECKBOX 
 A /  FORMCHECKBOX 
 P

_____




 FORMCHECKBOX 
 A /  FORMCHECKBOX 
 P

_____

 FORMCHECKBOX 
  Fusion

 FORMCHECKBOX 
 A /  FORMCHECKBOX 
 P

_____




 FORMCHECKBOX 
 A /  FORMCHECKBOX 
 P

_____

 FORMCHECKBOX 
  Laminectomy

 FORMCHECKBOX 
 A /  FORMCHECKBOX 
 P

_____




 FORMCHECKBOX 
 A /  FORMCHECKBOX 
 P

_____

  FORMCHECKBOX 
  Other (specify) _____________________________________

	Radiographic Examination (Post-Operative)

	5  Range of Motion Angle for F/E 
level :

 FORMCHECKBOX 
Degrees  
//
level :

 FORMCHECKBOX 
Degrees

    F/E at the upper adjacent

level :

 FORMCHECKBOX 
Degrees  
//
level :

 FORMCHECKBOX 
Degrees

    F/E at the lower adjacent

level :

 FORMCHECKBOX 
Degrees  
//
level :

 FORMCHECKBOX 
Degrees

	6  Sign of radioluscency : 


level :
 FORMCHECKBOX 
  No       
 FORMCHECKBOX 
  Yes   (If Yes, please provide X-rays)






level :
 FORMCHECKBOX 
  No       
 FORMCHECKBOX 
  Yes   (If Yes, please provide X-rays)

	7  Periprothetic calcification :
level :
 FORMCHECKBOX 
  No        FORMCHECKBOX 
  Yes
(
 FORMCHECKBOX 
  Anterior
 FORMCHECKBOX 
 Posterior





(  ROM limitation :

 FORMCHECKBOX 
  No

 FORMCHECKBOX 
 Yes


level :
 FORMCHECKBOX 
  No        FORMCHECKBOX 
  Yes
(
 FORMCHECKBOX 
  Anterior
 FORMCHECKBOX 
 Posterior





(  ROM limitation :

 FORMCHECKBOX 
  No

 FORMCHECKBOX 
 Yes

	8  Additional Comments:


	Activity Level (Post-operative)

	9  Current Occupation Activity Level (check one)
 FORMCHECKBOX 
  Heavy

 FORMCHECKBOX 
  Moderate

 FORMCHECKBOX 
  Light

 FORMCHECKBOX 
  Sedentary

 FORMCHECKBOX 
  Not Working
	10  Current Recreation Activity Level (check highest level of activity)

 FORMCHECKBOX 
  Vigorous Contact Sports

 FORMCHECKBOX 
  Vigorous Non-contact Sports

 FORMCHECKBOX 
  Light Recreational

 FORMCHECKBOX 
  Sedentary

 FORMCHECKBOX 
  Disabled

	11  Occupational Limitations When Compared to Activity Level Prior to Symptom Onset (check one)
 FORMCHECKBOX 
  Severe limitations

 FORMCHECKBOX 
  Moderate limitations

 FORMCHECKBOX 
  No limitations
	12  Recreational Limitations When Compared to Activity Level Prior to Symptom Onset (check one)
 FORMCHECKBOX 
  Severe limitations

 FORMCHECKBOX 
  Moderate limitations

 FORMCHECKBOX 
  No limitations

	Work Status (Post-operative)

	13  Current Work Status (check one)
 FORMCHECKBOX 
  Currently working

 FORMCHECKBOX 
  Paid leave of absence

 FORMCHECKBOX 
  Homemaker


 FORMCHECKBOX 
  Unpaid leave of absence

 FORMCHECKBOX 
  Retired (due to ill health)

 FORMCHECKBOX 
  Unemployed

 FORMCHECKBOX 
  Retired (not due to ill health)
 FORMCHECKBOX 
  Student
	14  If Not Working Now (due to ill health),
How Long Since Stopping? (check one)
 FORMCHECKBOX 
  Less than 6 weeks
 FORMCHECKBOX 
  6 months to 1 year

 FORMCHECKBOX 
  6 weeks to 3 months
 FORMCHECKBOX 
  1 year to 2 years

 FORMCHECKBOX 
  3 months to 6 months
 FORMCHECKBOX 
  More than 2 years

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

	Submission Data

	Surgeon Signature


	Date

     FORMCHECKBOX 
Day    FORMCHECKBOX 
Mo.    FORMCHECKBOX 
Yr.


Appendix B

Surgeon / Nurses Form

Instrumentation assessment

	NAME :


	HOSPITAL :

	Surgery date :

	INSTRUMENTATION VERSION ** :



	** : if not known, please report the reference of the instrument or the month of acquisition of your instrumentation


Describe any issue you have encountered or may encounter using current version of Bryan instrument :

	Reference / Name of the instrument :
	Comments / Remarks / Suggestion :

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	


Appendix C

Patient Questionnaires

Pain Assessment

	 FORMCHECKBOX 
 Immediate Post-op
	 FORMCHECKBOX 
 6 Mo Follow-up
	 FORMCHECKBOX 
 1 Yr Follow-up
	 FORMCHECKBOX 
 2 Yr Follow-up

	 FORMCHECKBOX 
 4 Yr Follow-up
	 FORMCHECKBOX 
 6 Yr Follow-up
	 FORMCHECKBOX 
 8 Yr Follow-up
	 FORMCHECKBOX 
 10 Yr Follow-up


VISUAL Analogue scale for arm and neck pain 

Indicate the intensity of your pain by placing an arrow on the line above 

        no pain
maximum pain

Neck Disability Index

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

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

	Section 1- Pain Intensity
	Section 6 - Concentration

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

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

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

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

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

	5  FORMCHECKBOX 
 The pain is the worst imaginable at the moment
	5  FORMCHECKBOX 
 I cannot concentrate at all

	Section 2 - Personal Care (Washing, dressing...)
	Section 7 - Work

	0  FORMCHECKBOX 
 I can look after myself normally without causing extra pain.
	0  FORMCHECKBOX 
 I can do as much as I want to

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

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

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

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

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

	Section 3 - Lifting
	Section 8 - Driving

	0  FORMCHECKBOX 
 I can lift heavy weights without extra pain
	0  FORMCHECKBOX 
 I can drive my car without any neck pain 

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

	2  FORMCHECKBOX 
 Pain prevents me from lifting heavy weights off the floor, but I can manage if they are conveniently positioned
	2  FORMCHECKBOX 
 I can drive my car as long as I want with moderate pain in my neck

	3  FORMCHECKBOX 
 Pain prevents me from lifting heavy weights, but I can manage light to medium weights if they are conveniently positioned
	3  FORMCHECKBOX 
 I cannot drive my car as long as I want because of moderate pain in my neck

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

	5  FORMCHECKBOX 
 I cannot lift or carry anything at all
	5  FORMCHECKBOX 
 I cannot drive my car at all

	Section 4 - Reading
	Section 9 - Sleeping

	0  FORMCHECKBOX 
 I can read as much as I want to with no pain in my neck
	0  FORMCHECKBOX 
 I have no trouble sleeping

	1  FORMCHECKBOX 
 I can read as much as I want to with slight pain in my neck
	1  FORMCHECKBOX 
 My sleep is slightly disturbed (less than 1 hour sleepless)

	2  FORMCHECKBOX 
 I can read as much as I want to with moderate pain in my neck
	2  FORMCHECKBOX 
 My sleep is midly disturbed (1-2 hours sleepless)

	3  FORMCHECKBOX 
 I cannot read as much as I want because of moderate pain in my neck
	3  FORMCHECKBOX 
 My sleep is moderately disturbed (2-3 hours sleepless)

	4  FORMCHECKBOX 
 I can hardly read at all because of severe pain in my neck
	4  FORMCHECKBOX 
 My sleep is greatly disturbed (3-5 hours sleepless)

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

	Section 5 - Headaches
	Section 10 - Recreation

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

	1  FORMCHECKBOX 
 I have slight headaches which come infrequently
	1  FORMCHECKBOX 
 I am able to engage in all my recreation activities with some pain in my neck

	2  FORMCHECKBOX 
 I have moderate headaches which come infrequently
	2  FORMCHECKBOX 
 I am able to engage in most, but not all of my usual recreation activities because of          pain in my neck

	3  FORMCHECKBOX 
 I have moderate headaches which come frequently
	3  FORMCHECKBOX 
 I am able to engage in a few of my usual recreation activities because of pain in my neck

	4  FORMCHECKBOX 
 I have severe headaches which come frequently
	4  FORMCHECKBOX 
 I can hardly do any recreation activities because of pain in my neck

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


Health Status Questionnaire

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

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

	INSTRUCTIONS: This survey asks for your views about your health. This information will help keep track of how you feel and how well you are able to do your usual activities. Answer every question by checking the appropriate box. If you are unsure about how to answer a question, please give the best answer you can. If you need to change an answer, draw a line through your original answer and then mark the correct box. Please place your initials by any change you make.

	1. In general, would you say your health is: (check only one)

❐ Excellent     ❐ Very good     ❐ Good     ❐ Fair     ❐ Poor

2. Compared to one year ago, how would you rate your health in general now? (check only one)

❐ Much better        ❐ Somewhat better        ❐ About the same        ❐ Somewhat worse        ❐ Much worse

    than 1 year ago           than 1 year ago               than 1 year ago              than 1 year ago                than 1 year ago

The following items are about activities you might do during a typical day. Does your health now limit you in these activities? If so, how much? (check only one box on each line)











        Yes,            Yes,           No, Not











      Limited      Limited      Limited











        a Lot          a Little         At All
3. Vigorous activities such as running, lifting heavy objects, or participating in strenous sports.

        ❐
          ❐
            ❐
4. Moderate activities such as moving a table, pushing a vacuum cleaner, bowling, or playing golf.
        ❐
          ❐
            ❐
5. Lifting or carrying groceries.







        ❐
          ❐
            ❐
6. Climbing several flights of stairs.






        ❐
          ❐
            ❐
7. Climbing one flight of stairs.







        ❐
          ❐
            ❐
8. Bending, kneeling, or stooping.






        ❐
          ❐
            ❐
9. Walking more than a mile.







        ❐
          ❐
            ❐
10. Walking several blocks.







        ❐
          ❐
            ❐
11. Walking one block.







        ❐
          ❐
            ❐
12. Bathing or dressing yourself.







        ❐
          ❐
            ❐
During the past 4 weeks, have you had any of the following problems with your work or other regular daily activities as a result of your physical health? (check only one box on each line)














Yes
No

13. Cut down the amount of time you spent on work or other activities. 





❐
❐
14. Accomplished less than you would like. 







❐
❐
15. Were limited in the kind of work or other activities. 







❐
❐
16. Had difficulty performing the work or other activities (e.g., it took extra effort) 




❐
❐
During the past 4 weeks, 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)? (check only one box on each line)














Yes
No

17. Cut down the amount of time you spent on work or other activities? 





❐
❐
18. Accomplished less than you would like? 







❐
❐
19. Didn’t do work or other activities as carefully as usual?






❐
❐
 (continued)


	20. During the past 4 weeks, to what extent has your physical health or emotional problems interfered with your normal social activities with family, friends, neighbours, or groups? (check only one)

❐ Not at all
❐ Slightly
❐ Moderately
❐ Quite a bit
❐ Extremely

21. How much bodily pain have you had during the past 4 weeks? (check only one)

❐ None

❐ Very mild
❐ Mild

❐ Moderate
❐ Severe
❐ Very Severe

22. During the past 4 weeks how much did pain interfere with your normal work (including both work outside the home and housework)? (check only one)

❐ Not at all
❐ A little bit
❐ Moderately
❐ Quite a bit
❐ Extremely

These questions are about how you feel and how things have been with you during the past 4 weeks. For each question, please give the one answer that comes closest to the way you have been feeling.

How much time during the past 4 weeks…(check only one box on each line)






          All of
    Most of         A good Bit          Some of        A Little of        None of






        the Time              the Time        of the Time          the Time        the Time        the Time

23. Did you feel full of pep?

            ❐

        ❐

❐
      ❐
            ❐
   ❐
24. Have you been a very nervous person?
           ❐

        ❐

❐
      ❐
            ❐
   ❐
25. Have you felt so down in the dumps that
 ❐

        ❐

❐
      ❐
            ❐
   ❐
nothing could cheer you up?

26. Have you felt calm and peaceful?
             ❐
        ❐

❐
      ❐
            ❐
  ❐
27. Did you have a lot of energy?
            ❐

        ❐

❐
      ❐
            ❐
  ❐
28. Have you felt downhearted and blue?
             ❐
        ❐

❐
      ❐
            ❐                 ❐
29. Did you feel worn out?

             ❐                       ❐

❐
      ❐
            ❐
  ❐
30. Have you been a happy person?
             ❐                       ❐

❐
      ❐
            ❐
  ❐
31. Did you feel tired?

             ❐
        ❐

❐
      ❐
            ❐
  ❐
32. During the past 4 weeks, how much of the time has your physical health or emotional problems interferd with your social activities (like visiting with friends, relatives, etc.)? (check only one)

❐ Not at all
❐ A little bit
❐ Moderately
❐ Quite a bit
❐ Extremely

How TRUE or FALSE is each  of the following statements for you? (check only one box on each line)


Definitely
Mostly
Don’t
Mostly
Definitely


   True
  True
Know
False
   False

33. I seem to get sick a little easier than other people. 
❐
❐
❐
❐
❐
34. I am as healthy as anybody I know.
❐
❐
❐
❐
❐
35. I expect my health to get worse.
❐
❐
❐
❐
❐
36. My health is excellent.
❐
❐
❐
❐
❐
























