Additional file 1

Methods:  Protocol for Selecting Matching Comparison Patients

For each trial case (PEEK + Ti), a matching comparison patient (PEEK without Ti) will be selected from the main clinical trial. Comparison patients will be selected according the following rules and criteria, applied in the order listed.

1. No comparison patient will be selected more than once for inclusion into the analysis.  The comparison group MUST consist of 50 unique patients.

2.  The comparison patient MUST be matched for sex.

3. After matching for sex, the study aims to select a patient matched for both age and cervical level.

4a. If there is one and only such patient matched for sex, age, and level, then this is the matched comparison patient who will be included in the analysis.

4b.  If there is more than one possible comparison patient matched for sex, age, and level, then the comparison patient whose baseline VAS and NDI scores appears closest to the VAS and NDI of the case patient will be selected.  If there is more than one case patient with the same age, sex, and level, matched comparison patients will be chosen for each of them, simultaneously considering all available comparison patients, and all cases that need matches.

4c. The selection of comparison patients will continue according to the criteria above, until all cases have been reviewed.  A note will be made of how many patients were matched exactly for sex, age, and level.  Only thereafter will the selection proceed for the remaining cases who still do not have a matched comparison patient.

5.  For the remaining cases that do not have a comparison patient matched exactly for sex, age, and level, a second round of selection will be made, to try to find a comparison patient (of the same sex of course) who is very close in age and still matched for cervical level.

5a. If there are no patients matched for age and level, a comparison patient will be sought that is matched for age ±1 year and matched for the same level.  If there is still no such match, a match will be sought for the same level ±2 years, then ±3 years, and so on until ±5 years.  A note will be made of how many patients were matched for sex and level, and approximately for age.

5b. If at any stage of the selection, there is more than one available comparison patient who meets the current stage’s criteria of selection, the comparison patient will be chosen whose baseline VAS and NDI scores are closest to those of the case.

5c. If at any stage of the selection, there is only one comparison patient who meets the current stage’s criteria of selection for more than one case patients, the comparison patient will be assigned to the case patient whose baseline VAS and NDI scores are closest to those of the comparison.

6. For the remaining cases, a third round of selection will be made, to try to find a comparison patient (of the same sex) who is exactly or approximately matched for age, operated at an adjacent level.

6a. If there are no comparison patients available matched for sex, age ±5 years, and level, then the review will start again, looking at patients matched for sex and exact age, with surgery at the immediate adjacent levels.

6b. If there are no comparison patients available matched for sex, age, and level ±1 level, a comparison patient will be sought that is matched for age ±1 year with surgery at the immediate adjacent levels.  If there is still no such match, a match will be sought for the same level ±2 years, then ±3 years, and so on until ±5 years.

6c. If at any stage of the selection, there is more than one available comparison patient who meets the current stage’s criteria of selection, the comparison patient will be chosen whose baseline VAS and NDI scores are closest to those of the case.

6d. If at any stage of the selection, there is only one comparison patient who meets the current stage’s criteria of selection for more than one case patients, the comparison patient will be assigned to the case patient whose baseline VAS and NDI scores are closest to those of the comparison.

7. If there is still a case with no comparison patient matched for sex, age ±5 years, and level ±1 level, the case will be reviewed with the surgeons, and probably removed from the analysis as unmatchable.

