Apéndices

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 1)
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APENDICE A: NURICK’S FUNCTIONAL SCALE

Grade O:

Grade 1:

Grade 2:

Grade 3:

Grade 4:

Grade 5:

Signs or symptoms of root involvement but without evidence of spinal cord
disease

Signs of spinal cord disease but no difficulty in walking
Slight difficulty in walking, which did not prevented full-time employment

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

Able to walk only with someone else’s help or with the aid or frame

Chair bound or bedridden
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APENDICE B: RANAWAT CLASSIFICATION OF NEUROLOGIC DEFICIT

Class |
Class Il
Class 1l
Class Il A
Class 1l B

Pain, no neurologic deficit

Subjective weakness, hyperreflexia, dysesthesias
Objective weakness, long-tract signs

Ambulatory

Nonambulatory
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APENDICE C: MYELOPATHY DISABILITY INDEX

Please tick the one in response which best Without With With Unable
describes your usual abilities over the past ANY SOME MUCH to do
week difficulty | difficulty | difficulty SO0
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 []); 12-9= distinct disablement (EMS II); 8-5= severe handicap
(EMS 111
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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

. Impossible to eat with either chopsticks or spoon

. Possible to eat with spoon, but not with chopsticks
. Possible to eat with chopsticks, but inadequate

. Possible to eat with chopsticks, but awkward

Normal

[I. Lower extremity function

0.

[ll. Sensory

P wnNP

Impossible to walk

Need cane or aid on flat ground

Need cane or aid only an stairs

Possible to walk without cane or aid, but slow
Normal

A. Upper extremity
0. Apparent sensory loss

1.
2.

Minimal sensory loss
Normal

B. Lowe Extremity
0. Apparent sensory loss

1.
2.

Minimal sensory loss
Normal

C. Trunk
0. Apparent sensory loss

1.
2.

Minimal sensory loss
Normal

IV. Bladder function

0.
1.

3.

Complete retention

Severe disturbance

(1) Inadequate evacuation of the bladder
(2) Straining

(3) Dribbling of urine

Mild disturbance

(1) Urinary frequency

(2) Urinary hesitancy

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

Pain: Visual Analoque Scale

]

No Worst
pain 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

UL

Poor

ow?

=)

2. Compared to 3 months ago, how would you rate your health in general
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

JObu

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?

Yes, Yes, No, not
(Please tick one box on each line) limited a Limited  limited
lot a little at all

a) Vigorous activities, such as running, liting 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
)] Walking 100 yards
)] 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?

All of Most Some A None
(Please tick one box on each line) Fhe Of the Of the little OT the
time time time ofthe time

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) Allof Most Some A None
the ofthe ofthe little of the
time time time ofthe time

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

o

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

Ut
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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

Jutou

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

JUUUM

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 All of  Most A Some A little
the of the good ofthe ofthe

the last 2 weeks: . . . : )
- time time bit of time time
(Please tick one box on each the

line)

time

None
of the
time

a) Did you feel full of life? | | | | | | | | |

b) Have you been a very 1 ] 1 L] |

nervous person?

c) Haveyoufeltsodowninthe [ 1 [ | [ ] [_] |

dumps that nothing could
cheer you up?

d) Have you felt calm and 1 [ ] [ ] L1 |1

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

JubUL

11. How TRUE or FALSE is each of the following statements for you?
(Please tick one box on each line)

Definitely Mostly Not Mostly Definitely
true true sure false false

a) |seem to getill more easily | | || | | | |
than other people

b) |am as healthy as anybody | | | | | | | | |
know

c) | expect my health to get worse | | | | | | | | | |
d) My health is excellent | | | | | | | | | |
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APENDICE HE: NECK DISABILITY INDEX
[ 16 Mo Follow-up
[16 Yr Follow-up

[ 11 Yr Follow-up
[18 Yr Follow-up

[12 Yr Follow-up
[ 110 Yr Follow-up

[ 14 Yr Follow-up
[ ] Unscheduled

SECTION 1- PAIN INTENSITY

SECTION 6 - CONCENTRATION

0[] I have no pain at the moment.

1[_] The pain is very mild at the moment
2[_] The pain is moderate at the moment
3[_] The pain is fairly severe at the moment

4[] The pain is very severe at the moment

5[] The pain is the worst imaginable at the moment

o[_] I can concentrate fully when | want to with no
difficulty

1[_] I can concentrate fully when | want to with slight
difficulty

2 [ ] I have a fair degree of difficulty in concentrating
when | want to

3[_] I have a lot of difficulty in concentrating when |
want to

4[] 1 have a great deal of difficulty in concentrating
when | want to

5[] I cannot concentrate at all

SECTION 2 - PERSONAL CARE (WASHING, DRESSING...)

SECTION 7 - WORK

0[] can look after myself normally without causing
extra pain.

1[ ]I can look after myself normally but it causes
extra pain

2[]Itis painful to look after myself and | am slow
and careful

3[_] I need some help but manage most of my
personal care

4[] 1 need help every day in most aspects of self
care

5[] 1do not get dressed, | wash with difficulty and
stay in bed

o[ _]1can do as much as | want to

1[_] I can only do my usual work, but no more
2[_] 1 can do most of my usual work, but no more
3[_] I cannot do my usual work

411 can hardly do any work at all

5[] 1 cannot do any work at all

SECTION 3 - LIFTING

SECTION 8 - DRIVING

0[] can lift heavy weights without extra pain
1[] I can lift heavy weights but it gives extra pain

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

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

4[] can lift only very light weights

5[] I cannot lift or carry anything at all

0[] can drive my car without any neck pain
1[_] 1 can drive my car as long as | want with slight
pain in my neck

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

3[_] I cannot drive my car as long as | want because
of moderate pain in my neck

4[] 1 can hardly drive at all because of severe pain
in my neck

5[] I cannot drive my car at all
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SECTION 4 - READING

SECTION 9 - SLEEPING

0[] 1can read as much as | want to with no pain in
my neck

1[] 1 canread as much as | want to with slight pain
in my neck

2 [ ]1can read as much as | want to with moderate
pain in my neck

3[_] I cannot read as much as | want because of
moderate pain in my neck

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

5[ ]I cannot read at all

o [_] I have no trouble sleeping

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

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

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

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

5[] My sleep is completely disturbed (5-7 hours
sleepless)

SECTION 5 - HEADACHES

SECTION 10 - RECREATION

o [_] I have no headaches at all

1] 1 have slight headaches which come
infrequently

2 [_] 1 have moderate headaches which come
infrequently

3[_] I have moderate headaches which come
frequently

4[] 1 have severe headaches which come
frequently

5[] I have headaches almost all the time

o[_]1am able to engage in all my recreation
activities with no pain at all

1[_] 1'am able to engage in all my recreation
activities with some pain in my neck

2[_] 1 am able to engage in most, but not all of my
usual recreation activities because of pain
in my neck

3[_]1am able to engage in a few of my usual
recreation activities because of pain in my neck

4[] 1 can hardly do any recreation activities because
of pain in my neck

5[] I cannot do any recreation activities at all

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

e Excellent

e Good
e Fair
e Poor

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

Minimum persistence of pre-operative symptoms, able to carry out
daily occupations without significant interference

Relief of some pre-operative symptoms, but whose physical activities
were significantly limited

Symptoms and signs unchanged or worse
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Técnica Quirdrgica de la
Implantacion de la protesis
discal cervical de Bryan
(Ap. J)
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APENDICE J: TECNICA QUIRURGICA PARA LA IMPLANTACION DE LA
ARTROPLASTIA DISCAL DE BRYAN

FUIPAEACION DL PACIENTE

I | [ 1
Caslcackin del pacivnie yode L iindiled de Nummoiiia 4
Cisliscacidin del hapeskor i ssrpuariifio . i
Cidpaciin de Lay hegas (hed s o _ Ik
| Discectomsés 3
Extirpracion diel of mc o ibe Lo b |
Erpracicin diel emcesdy ibe puiites hlandas huesa il (11 ]
weniaracion e i cuerio einiEbeal oy LN ]
[ Medicidn de Tn alineaciin 11l
Cenirad mansvena . 1z
Contiraidn sagital 1
I searcrs de g et oo |s frsanion R |
Cilocarse del b inlisiion de eeclaje Tl
Culnrackin del bwrsse supiving g 2 |2

Ipfermeraecm o |a priilunilidad o2l resacks . 1k
verificaciin o la prrulundided de penetracidn de i i Fil
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FRUERAS PREOPERATORIAS

PREPARACION DEL PACIENTE Paso 1

Poliagl] ot Dimdeiieries fe Bamenerrn il a8 conipuerirada CTACT o e spsanancia magnibcs s lpar RbdM, domadas de
tal modo que ke comes wean paraleos 2 by placs ieminales de los cuepos el s idenlilica la mas pequisia
i s dow placas seminabs diel espacin decal ue v 3 e msiementadn, [ prelerile @ o de TAC Mo we incluyen
lirs i lds & Drnfidies djuee sb EcliiEaran poabsioe ridnie dura e B fiicoesi i mid dinads v imsado. Para estabileoer o
factor de aumentn, se adiliza el conjunie de planiillas para disces cervicales lran (Figera 141, 5= elige L plandills
i ki (LR Rl 3l Koo de dumenin maditda, v se s gijieny Lay insdniccinne U Hparan on 1 |.|.'|II!|||-'

para elegr o Bmaso de la priobess (Fiparas 1By 10

Fig. 14 Fig 10

Brvan

SPINA LS i

LisFirei i et i

el ." MUAN
e Ay iowsd syt o svehepiiiesTd
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v enka e

Vet Hrvom, 81

Fig. 1C
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FREFARACHIN DHL PACTEMTE

Paso 2 COLOCACION DEL PACIENTE Y DE LA
UNIDAD DE FLUDROSCOPIA

Cioloagae la pivea ke o imema i ogevac innis #n la guie el pacienie apoya la cabera de tal fomma que poec realizsese
Thorscopa medianie el b © sobre ol espeio discal o el g s v o woenenin Una el eclindmeto o intemificador
de imsagen del hrago © con cinta adhesta para gue sea vistile desde el bonde upice do 1 pantalla. B péndulo ded
in lissmainn chebe quickr B para que pueda cacilar cuando se oman provecoiones labeiles, Coligue & paeienie
en decibio spife anbeopstenor, con ol ol apoyadn & wna toalla ereollaa v la cabe subre un anillo sindo
de tal mode que & cccipuco sobeealgd 2,5 cmode W mesa de opemciores. 5 obiene una imagen & pryeccan
anteropostencr, j se coloca al pacente de femia Gl gue | spddiss espinoses advacenies al disco sobee ol gue se v
3 isersnil quiden a modia distancia st Ls fcets articulares, Estahilioe b pesicion del paciene wilizandn cinta
pifhesiva o una comi pan sujetarn la cabwaa y el ionco a | mesa de operaciones. E| pacienie dids pemsanecer e
=l |:|l|.|'5i|:--l."l'l1.|'I"|rr|:|'||-|_'|':||l,-l dharacite Lo s v

S il rorsr dos baonmy wrrlomies

e [ panie e L oo ol [0 i dlr
opreraartomes de fof frerman g fir et galbieii v
apuve paana paa aebagior ahed mentvm porcke ser
Mewaaka darin aibveie v afoeli i feedvalor de pota
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Fig. &
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FREPARACICN TREL IMCTENTE

COLOCACION DEL PACIENTE Y DE LA Paso 2
UNIDAD DE FLUOROSCOPIA
(continuacion)

5 obers ung imagen en proyecesin Ll (Figure 202 Tn ls imagen fuommcopica, we alirea cualquien de los dos
berfes del bam |.|Ig|'I ek EOn HIMEITG i il I||||,=||||.- ntedlor poslerion de la pane infecior del disco verteiral ¢l

dngul superion postiniar die [ pame superion del espacio dscal en ol que s v 5 inleneri, Alinee ol braeo oo eon
el penculo del inclindmetm mbre la imagen luoensoopica y anote ol dngule del espaci discal. Chsene b direcclin

en la que ha quedastdo orientade ef espacio dstal enrelacion al pénddo del inclindmesm (Figura 2C0.

ﬁ'ﬂ'url' la |III'| [ |||k||||;|- | @ .|I|I|!-| B R D% CORTED &) B8 vess ¢ All2anili Ui bl sitomla oervical anterior. Con
¢l mtulador, trace una incisicn curvilirea contraca soben o pspacio diccal de inends, Evta linea puede frazese cos
apucla elel lucemscopio, La linea no debe eviendese mis alld de 1 cm sobee L3 linea media, Como alternatha, s

puedi irarar una liesea oblicus & o lage de borde medio antenor del mdsoodo essnoclelfomastoiden.

Fig. 28

Fspuac i discal en el que
BF d o IFPET i

Bryan

Ehsiod efva
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FREFARACHIN [HL PACIENTE

Paso 3 COLOCACION DEL BASTIDOR
DEL SEPARADOR

Lina Ies profongadore: con o riel derscho e intprignda 4 i rieles liseraliey de s meis de aperacionss sohim L gikana
esterilipaila, com L abiaadem seuada 3 nael del hombeo del paciente (Figuras 14 ¢ 165 Bealice b esposlcinn de
nivel discal en of que se va realizar b imervencitn, Coniere o espacio discal medianee Tuomscopia. Bl el misculo
larpa def cunlln, Deslice Lis shrazadiesss de |a harm sobee ke prolongadones ded rasd Liieral, v Sijese ol maeca

“celalice”

Fig 34 Fig 10

“Cnlispar rimem [z preberpunsde del nal

roivr by prosay e riar dvl
hvng! A cviias e, ik e
harda ernber da porie il e penko g
anier de ol

Muread Araa M

Bryan —

s Dl "
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FREFARACION DEL PACIENTE

COLOCACION DEL MARCO DEL SEPARADOR Paso 3
{continuacion)

Allnje las abrazaderas de L bamma v cologue L bamas veiicales o ks agaenes & s abazaifens, Uiilizando s
anilles de 1a barea, ajusti ks harmas werticales, de fl mada que queden aproximacdamente a ls miama alur sobre L
mesa die ageracimes. Monte el bastidor del separaden como se musiea en la Figea 10, H beazo pilo debe entrar
e |a barra virtical ames que & beazo mmn, Cologpee ol hastidor de tal foma que el eguacio discal en el gue s v
interermi quiede sprimadamente centraco entre e menton v L bara ransversal, El hastidir debe quedar a
apresimadaments un cenfimeten por enciesi de b plel del pacenie sobee el lugar de & incividn,

Citlopue el niveladie di camracks y niveladir diel hastidor afustaeco G amills de L bara Apriete s ahrazadess
una vy que ol hastidor baya quedada nivelado.

Fanriar 1 bty centraso
Jralels ¥ pepensina kinney

ok e e prciaars
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PREPARACICIN DREL PO TENTE

Paso 4 COLOCACION DE LAS HOJAS
DEL SEPARADOR

Irserte una hoja laeral de hojs del refractor en una abvazaders de Kurlon, Insers una hoja dentada de netraccitn
dir ot aproplacs por delsijo del mistulo Lings del culln. Una b hofa del retractor ol separador haga wna ligees
retraccion lateral y luego una li abrazadee al bastidor y asegdarla con ol engeenaje de la abrazadera de Kunrer,
Repita ol paso anmoios en el lado apuesio, realizando una remacciin mis completa, degus baga avanzar el primer

Separadur,

Dl mismu modo, separe loa. mingenes superion & inferior de a inciskin utilizanda s bajs roma del separador segun
la longitu aprapiada y Las shrazaceras, Ajuste b posicicn de las hojas ded separador pam crear una esposiciitn
sendirica en el epacio discal en el gue sevaa interanir iFigumn 400, Comlimes que la exposiciin es L adecaada
sodocandn la gub dobre de B fresadons dening e la scisicn y sobre ks caras anterions. de log cuepos vericbeales,

o by sk sPelnion eicedie o

ol f pelant o v gar
velrind i g ragng

Wireai Fevan, M.

Fig. &a

Bryan — |
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RSC LTS LA

EXTIRPACION DEL DISCO AFECTADO Paso 5

Cirlosbe of lugar donde s encuentra ef centm del disco afectad y realice una marca con un ol adar quinirgica,
Coloque |a plantils de incside wbee el espacio discal, Slinee ol conteo de s planb® con |la maeca s ha realizacks
con & rodufador (Figura 541, Lhilizando L marces de fa plantilla pata o tamafio de la procesis que haya elegida,
e wibwe el anillo fibmsn pas esabdener s anchura die s ecipiin, Esbepe b porciin del il fibmao que queds
enire las marcas [Fgura 580,

Extirpir L murpon pare posible ded dcleo pulposo y de [a porcidn imerior del anilio fbeosa otilizando pineas wcisivas
v legras. Diege intacta la porcice del anilld neis dersamenie dibrdeca, Faepe con la kqra las placas isminalies
cariilagivesas dis ks cuppos venshiles en s boss expustn, disando el buesn infacin,

Bryan
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THAECTORALA

Paso 6 EXTIRPACION DEL EXCESO DE PARTES
BLANDAS Y HUESO

Cio el mangn en posicdn “deshloqueada” ipunins ro afineadios), inserte compltzmente B fresa de punta de bala
en el manga el taladr hasta que noie resisiencla. Gie ol manga spmaimadamenie an cuarin de vuelia pam que
redi hlnguead (punines alireadis)

Conecte of mango al Midas Rex o #l monor fse ligeramente L dresa por & superdicie amorior de s curpos vemehrabes
para elimisar cualauie tejido blandmn o slente deen. Do psta foma, se oo una superficie plana. Tenga cuidadin de
iy esclirpar una cantidad ewcesiva def huso geserion (Fgues AL Con la fresa, extipe cualquier osteolin gue s
enteenda pn senhdo antesior desde la placa terminal, Descorecie ol mango del motor

Insere ura pinza de Sernson a los lados ded espacio discal. Girela haca armba iFgom 681 Ltilice la pinza de
Kisfrirsi para extirpar e bonde anlersor ched bueso del coerpo verichral superion por encima de la aschura de b
incisin en el anillo fibeoso. &) misee Uempe, manienga e visiago de ls pinzs fijo en posicidn paradela a la placa
teirirul infior

"Ny athier fresce g esbvar
.'||| .l||'|'.1'i'||| WA "

Ve fra, ML

Bryan - —
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Apéndices

EMSLEL FLIMEA

SEPARACION DE LOS CUERPOS Paso 7
VERTEBRALES

Con ol Ii:i"l.ﬁl.ﬂ'hlllrll e aniboea creCisnne, s eramin o o LI wndliscal con mogimiomos sbernatnos en ol
seevthdn die las agujes del ey | em el semtido contrana al de le agujes del refoy. Tenga culdado do so dafar Lis placas
femmerales (Figaea P4y THE Una vez que haya logrado una separaciin die 0.5 mm, deje el ssparador duranie i
stk pads esliver mibecuailaimesde ke ligamenios. 51 deckde desoomptinme en asbe momeiio las ssbuciuras
poklnions, colodui bos eparadon @italis a cada do del sspacio decal para mamessr b ditedcidn

Coamplite 1y dsscompresicn monendn o separstdor de on lads al oiro, segdn s=a necesarin. L didraccicn de los
s verkd s P Hacerse de fertma mds Licil abriends o anillo Broso posterod ool ligamsenio bossgihedeul
pekierion. (B impoetanie estiepar el dscn dando laleml,)

“lAnTre coNgN LI o SEPOeT T
ViRt EalF ki marpie dilnle s l'ull.l'rlu £

f \ Vincrer B, 1L

Lk APERTLIGA SEA ENCESIVA 51 EL ENTHEWD CLDEAD DEL PROFUILSOE AJUSTABLE D Lo GLIL DEL TALA DS f0 AJLSTS
HIES P L ESPACMD [XSCAL LS APTRTLIEA, (ML BPACI0 ERCAL UAVIIE [ B, A0 BPTINEL, LT L& PEOFTERS 5 AT
CORRECTAMENTE. ¥ E5 US4 INDOCAC IR FPARA D4R POR COMCLLADD BL FROCEDMIEN POy PUSIONAR AL BACIERTE.

Bryan
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Apéndices

Paso 8 CENTRADO TRANSVERSAL

et ol instrumenio de centrado srmversal o el espacio dacal, con el macador straide § poslceeadn celalicamene.
Estiencds las puntas ded instnamento spretando of manpn hasts gue |4 puntas satren o contacks can los mingeres
Ianterahes. e Lo prartes Iandas smerinres (a los procesos uncinosos!, Cin ol bakin en e sentido de s agujas del reioj
Pt CEFTaT

Culuguis & niveladar de contradn en el imtumeno y ajusss [ beramienta de centrado ransversal Rasta gun |2 burhuja
nuede centrada e direccidn Latesal |Figura BA% Mo s receario revelar o wstrumiesn en direeciin cefilica / caudal.
Lhilimanthe corma gida o il icadar mawil ded satrumesto, matpue ol punio ceeiral del nuempo viriebwal supedor iFigeea
Fil: 1M [hnl,llm il Instrumenda v retiedo del espeLin dncal

“Ea il e bl o i) e b
{uaringir it rrainak ik oo ol P

vl

P! B AL

biurtas i b s srmienss mn s yemeitc (g L e e BWS 0 TAL | ol of nissisi s L punia e el prackn
Miiadn £ Erinn rdy arierer § ke mtends ol pudresees 1 (e grae pim il Laiho corwva Ll

Bryan ——
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Apéndices

MIEDRCION DE LA ALIMNEAT TN

CENTRADO SAGITAL Paso 9

Diente ka curia sagital en ol espacio discal de tal moda que la manca *CEPH® del mango quede en posiciin superion,
Alines el centm di la superficie cunva de la oufia con la marca realizada en el cusmpa ransvenal coo el instrumentn
e contrado ramversal,

Presssanes la cufia dentr el espacio discal hasta que el fope contacte con L supericie anteriar del curpo vertsbeal
infeerir. mientras mantien [a posicidn en L linea media (guras 94 v 481 Dé e ligera golpe com un mag epulirpin

81 es neresann. Bl inge debe evtiar en comacta con el cuerpo veviehral anterioe v debe canfirmane visual o
radinkigicimere

"1 Aoy pemidvle et e bl L
w1 o e fige i gipe. puiede goe s
Berrsaii elmse i e s de
AT N L bkl o ap
bwrd e Y ™

Ko frvan W1

Bryan -
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Apéndices

Paso 10 COLOCACION DE LA GUIA DOBLE
DE LA FRESADORA

Separe | guils ajustable del laden ureda 3 & guia doble die s inesadora, de tal forma quee, viso disde un Lado, queds
b aproximatliments 1 mm por oncima de la guls fija del taladn. Coloque L i bbb e L Brmsiclara sobire La cuita

sagital, enardka nota de la marca “CEPHALAD (Figura 11842

Dheslice la FI.} dehle de la fresardora sahre [ cufta sagial haas que |i3;ui.1 fif el imbacder -;n:ﬂll.]v:lutn:mplulm
ron la pﬂlﬂ.‘nrﬁrhrdﬂ cuerpo vertsbeal infierion Irserde complelamisie sl oo de alinpacion sobee o extimmn
o la cuita sagital v denim de la ranura de chaveta de b guia hasta que e

Deslice las dos hamas de L abrazadiera de b guda dee by fresadors e Las abeagadenis de kenaler, Una las sbraraderas
al lacks supt=ion del basticks de sepanciin y colegque i abraradem sobee L gl doble de la fresador. Alloe L
tuemas o cleme y atomille s lomilles spsisbles en s conespondionies agujers e of lado supenor de-la guia
doble de la fresadure. En caso de cue no sea posibli realizar B wnidn, muevs Ls posician de la guia doble dela
fresaddora solee of bhstidor de separscidn como sea necesano (Hgura 1000

Bryan
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Apéndices

MEDHCION DE LA ALISNEACION

COLOCACION DE LA GUIA DOBLE DE LA Paso 10
FRESADORA (continuacion)

Ajuste gl braga del profongados al dngulo y direccian que s han ohienido anterosmente con el gonidmein (Fasa 2,
Figara 201, Blocgues £l hiraro v cokque of prolongadar soboe b cufia sagital, Insert [as tres patis en o8 agugeno
comespondenie dil bloques de alineacicn Figura 10C). B prolongador peede insertarse en ol blogueo de alinescidn
e hove Ineemas, asegurinckas che quaz queda situado e la deeccion que produce el Sngakn coerecin di la gea diohle
e L Feadoes en relacice con ol espacio discal, Cilogue 2| nivel de cererada en o prolongadar, y ajusie b guia
dobile de la fresadons hasta que quede nivelada, Asegdre el dense con L abirazadera de Kuneler y apriste las tueecas
i e,

4 2ate ol alargador y condime que b gula dobie de fa fresadon esti en la posicin cnmecta sobre lis cusmos verisnies
sitilizancy par el las clindfs de contacto superiar en inferinn, Inserte la claviia mferion enjal & trans del agujens
irderiar en ef blogue de alineackin v en ls gula del taladea, Imerte Lo clireijn sopenor Geull a raves del agupenn sepenion
en el hliogue de alineacide (Figura 100}, Verifiope b lirea indice de la clavija infienor de contactn para assgurane
e quis el em fiveea con b superdicie supedor del ogue de alinsackin Nerdicpe gue L superdicie superior del hlogue
e5id situscds entre s reay de |a clavija de contacio superion aeul), Betie e clavigas de cofacis del oo de
alinmacivn

B il slebw 2t roabnads on sl

Vi Araa, AL

Bryan -
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Apéndices

COLOCACION DEL PIN INFERIOR DE ANCLAJE

Con &l i diel Itk e la s “eshicaurada” gk no alimeading, ireene b boch def 1ok o l'l'|l|-E'I|il'l"l"l'll'l1
& el s Fasta gue node resistencia Giire la porcom sojatioria el mingn apﬂllllllmhll'u."ﬁr un cuaita de voelia
hagia que ||un||' “hlqueardn® ipunins alineados), Lina &l maigd al sisiesa ||t'|'m|l|l|'-'l'l'

Con una jernguilla cargada de soluckm siling estizll, Hene el agujem de L gl del aladm antes de L insercion de
k2 hroca. Taladre el agujera inferior insedande of sdstagn del waladm a -t del agujem ded biocee de alineacikn
{Figura | 141y colocando o taladm on L guls de Gy, Taladne hasta alcaneer & tope. Imigee com soluckin salina

Inserteod i de anclape de 3,5 mm en o aamillador del g de andaje oemtanido W cabezs hisagonal ¥ rsionando
el i oo el atcwenillacdor, Cobogue o pins de anclaje en el beeso seedindolo o teds def agujen Inferion o ol blogee
ife alineac in ¥ girandn e pim de anclaje Basts gue el alnreilitdor alcance la parte superior & |3 guia del taladno
tiigurm 1180, CQuite el atamillador

Conbogae b varilli ale ancfaje del pln en el memi v aptlise, Adogieee de gt Lo pane fleable de g wvarilla quists lie
de La guia dobde de b inesecons fgura 1100

Yol §i rn pe il Lidod e ailei Ldikimeaie b jire e asikage. et [ e ion D oeeseges pri s g N

Bryan
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Apéndices

COLOCACION DEL BORNE SUPERIOR Paso 12
DE ANCLAJE

Peiefianie: el propulsor ajustabie di b guis del hadro colocad en el biogun de alinsicdn o toves del sgujen superior
pire suseemiree en el senfido de L agujas del reka) s porcidn ajustahile de b guia dobie de s inssdor hesa gue
I guiia dhed ealaddro entre en comtacin con el compo vemebel supetion Fgura 1280, Dloques & gui ajusisbbe e
e samifio de Bloques con 3 lave de wercs de bloques de la guia ajustabile del ealadro (Fgura 1281

Utilice L clesdja superior de contacto azull pas conlirmiar quo U giis esil ssuida e b poalckin coemicts on mwlaciin
con &l cuerpo verehial, L suprficie superos del blsgue debe quedar enne Ls liness sitiadas solite la dlndj superior
de conln {Fagura 1300

Fig 124 Fig. 128

Bryan

B Varesad it
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Apéndices

SAELPPL LS LIE LA ALINEST IS

Paso 12 COLOCACION DEL BORNE SUPERIOR
DE ANCLAJE (continuacion)

lgial e antes, insere ol vistago del g el taladen a s diel agujerm swepecior enoel hloguo de alinoatida y
taladre en el agujeen supenoe (Figass 120 Inserie o pon soperion de anclaje v Blimpudelo con L varilla de anclags
ded pin. Cjuite vl mangaio del sivema do propulssan

Cuiite of blague de alineacsdn de b parie soperion del ensamblaje cuha sighad | gl de la ressckosa, Quile Lo cufa
sagital. [sie operacicn puede haoense die famsa més Scil somillande en e agujero [a heramienta par quite la cuda
sapital o b pane de ariba de 13 cufa sagital, girande el manpo sobie s pula y sschndols del espacla discal Figura

1205

Ly vz i 5] |'.'.l way fu b
Anrramied pasr aaitar b ol e g
vl g o ({200 |';. '-'.r|'||.'.lh:| W ki

oo gkl el i o’

T Meva, M0

Mala La g duodie o 5 ieadon dels: gevmiasie o deam oveel e Ly agerdcom gaso de pabs seegun wesvbral pasa
i | e e B alitnaik

8 | ol ineackn ma & b ooimerta oo e es pasilie cobilae bi i ootk i b sk dibe isrbarmenie. velons L wmicn
e comegn prdcicos

Bryan

wit Lerearsd T
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Apéndices

VERIFBCACIOMN DE LAS
LRSEENS IS LIE LA ALESNE AL ICRY

DETERMINACION DE LA PROFUNDIDAD Paso 13
DEL FRESADO

Dipermine cudl dhe fon don coerpos veriebeaks, el superior o o anterion, mtd en posicidn mi anéerion. Oriente o pe
ol indhcailor de profundidad de tesscda en e direcsion ched oo veristral con la supedscie mds antedin. nerte
el iz atlor chy peoiuradiclid e L resd i dee b goda doble dee L Tiesa que e mds cerca deel coerpo vertehnal gur
tenga la wpericle mds arner hasea que by chnsgas mdondzs dol indicador aleancnn b pame die debajo ode L rendijas
e |a guia (Figura 11451 Ajuale |a porcidn meyil del indicasdor de tal oema e el pie haga contacin con |a sagerios
anferioe del cuspo venehnal mis ameion Condime visaad o Nuoroscdpicamene L posiciin de pee by o cuempo
wistetiral mids ambion y cheree o indicacer con ¢l Wenillo de blogues, Quiie ¢ inficadon y apsindo para wsarln mis
arche coemmmie o friacks

“Exia i o i
ey 1 et e
mdlakigicomenr Dot de mndie
bt proflantidad npering et ol
inatipador ¢ insdrin pa o st
ifener. (e il

oo vy veedrival midi o

Fiwrewr S ML

— 11‘ AL

Bryan

it | creaad ]
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Apéndices

VERIFILAL FLIN KIE LS
EVRSAR Sl s S LR LA &0 BSIEAE DS

Paso 14 VERIFICACION DE LA PROFUNDIDAD
DEL FRESADO

Seleccione ef anillo de insado gee comesponda al amato de b pediesks previamente elegoda v somélido de al foema
o aquaidie &1 pmisres nived g o] el del Blogue de fresado speopsisdn (Figum T4A Calepee @l montajo blmps
anillo en l rendija sigperion de la guia dobbe de la fresa (Figura 148)

Ehosior | v 3|
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] THIL AL LS IE LAS
HAMFRSIORNRES [FE LA AL PSEAL MM

VERIFICACION DE LA PROFUNDIDAD Paso 14
DEL FRESADO (continuacion)

Asngiiries il e anillix ha guedadn hien mentad sohie |6 gula dishile de la fresa. Separe |a somda sl did dicador
e produrdicdad del fresadi v cieree con ol lomiilo de presian. insere el indcador e el ogue de inssado basta goe
las clavijes redisnidas del Indicador dicancen la pare de debsaji de Lis rendifas de b guls del blogue de s
Dskiocee ol mmillo de pesisn del indicader v bajo L sanda del indicador hasta el nivel sprovimado del ligamenin
ertegitufieal pesheting Figoea 1401, Dogues el somilln de presddn v o nijiiuasli b posiode la punta ded indicador con
una imagen uorosctpicd laeeal. Reajusie, & e necesrn. Qe L winda

o ok isango en posiode “desbioqueata”; inserte complotamente & fresa acamalads de tmbor en el mango del
fresacor sin desyiaciin hasta qui reee resisiencia. Gine & parcifin posioris del mange aprosimacdamenie on cuanis
e vuehta para biloguizar o bril

banitkn Ly ke Hi:IHIHI..g,I.IIM«. jumie L clawijpas abed nlicacksr il profundidad. con ke agujenos del masgo del fresidor
y comimmee e el extremn iliste de la fivs s geal o oo més de 1 mm s comto e ol indicador de peoiundidas)
Fipema 1401,
* Lakariie J bWkl PERRIAAT CT90 AL el

N i ovcE e o bees
cowapal prrberh® o AFTL LT
b, e e i e
Crarvashe b snr i e s de!
T perst e Al g o i i RAA i
g ekt ey N e vl o i
cabid JaaTnms del perm aretm |

Vincewr Bran, MLIR

i b Jungiteed e L frvsa es mayor que el indicador de profundidad, s pueden dafiar las partes blanias postericers
1dhﬁhihﬁ“hﬁ*lﬁ:ﬁmﬂhﬁmumﬁﬂ1 e s corto que el mdicador de profesdidad,
el kamasio de |a pridesis puede no s ol sderuado,

Pz Ty g ez by ol o e i i s b, il L e e comaeps pinans |y 41
Bl beabraadens b 4 puis ik L frene wieilerr oo d s b de o bae. a0a i aieaies ol Lake refrres | ki dad
i v i b e gl s de b ke e i

Bryan - _—

b Tievcal |
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Apéndices

RAPLANT]

Paso 15 FRESADO

Uina & mangn de fressdor sin desyisciin al dstvma de propubsion. Disatornille e anfio del feuader dol mhorde del
blogque del resador hasts ques la lirsa ide dste coinciita oon La pante superior de b posicion de comieren del anillo
el fresadior . inserte el mareo de rsado en el bloguee de s, Lillizaed irigaciin con solucidn salina esbénl.
acciong o sisipma de propaibsain y haga girar el mame de lado o lado abancando todo i aegn de movimienin (Fgura
1540 Mg g ol mangn, gine el anillo de ajusse en sentido contrario al de las agdas del wle hasta gue o anillo
die ajusie alcance ol ivpe sobie L pane ayperion del bloque (Figura 1581, Sague La fresi dlel fiango

U g campaderor e anflor rgainnlr
wn prelaadidial d an rinLiitin

Virierar Hram, Ml
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Apéndices

IWiPLAMNTE

FRESADO Paso 15
{continuacidn)

Uit la fresa de fambor acanatadn de 4.0 mm al mango de fresade de desvacidn, Beausie ol anillp de fesado a la
B e combenzo, Cidoque ol mango de freado de desviaciin en el blogoe orentado en dipsccicn al i ]
wiettelinal sopriion, Bisjiila il proceso de fresackn anteioemente descisn pam el mangn de fesado sin e iin {Figura
15C),

ina ey teminedn el fressdo del cserpo sershml siperio, quite o mangn e Ssadio de drsvizcidin del blngee.
Enapusie ol hlogue do fresada a la pesicadn de comienum, Gire ef mango 850 grackes desde la posiiiie inclal y
Feinsnelo on el Bloque, y.a conimiacidn mefvalo hacia la rendija mierar de hgﬂildulﬂfﬁ'ullelﬂ. Frosi |5 gilsca
terminal inferios utifzando o mdteako anterormenin descrin, RBecwerds que tiene aiilizar frigacian con solucie slimg
estéril iFigura 1500, Crndirme of espacko discal de 8.5 mm insoando el exiromo cuadedis del propesor de la gaia
ajustabibe ded taladro gn el espacio fesado

Bryan
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Apéndices

IAAELAR R

Paso 16 FRESADO

Sanque el s e fresadn def envase de L pediesis que Buya dlegedo. Ennagqueko en el sentido de L agujes del mloj
en #l lado grabada del manga de | desa (Frgera 1Tha), Apriete o discn de insada con |a Tave de teerca dle distes
de fresaardn v el mamillagor de disces da fnmadn (Bgura 108,

Aceply o cato dstal del indicador de protundicll del feato con ol bl ceemgensdenie del manga de fresado.
Ajuae |a longhed del mamgn dié fresadn: girancs b neda de ajie di defe, de fal mado que el didmetm exterion del
discr de fresado contmcte oo el pie dkel inficadod de produnddad (Fgura 16HC

Bryan
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IMPLAMNTE

FRESADO Paso 16
{continuacion)

Una el margn al sistema de poopulsitin. Con ) ssperficie de b ouchilla en @ éockdn inferion inserin ol mangn en Ll
re=wlijas irdemioees de L puia hasta que lay clovijas redondan leguen a la parte indenor de s endij, imiges
contmuamente con silucion salina esril, active ef sssema de propulsicn y haga giar el mange hacia delante v hacia
alrds e i mowimieni de pooien hasta alianear el toge dié la guia (Figeea 16

Diescanecio el mobor y samgue o mango de fressdo de b rendsa inferior de la gida. Limpie el disoo de fusado con
ecduirihin salima eshéril. Clee el mango 100 grados con respecto a la direccido infclal de dresaidio dee tal foma que la
superdicie de L cuchilla quede enfeente del cupmo vemebeal supecon, & conlinuacidn, rreserio ol RN n la nenchija
superine de la guia. Contirsie imigando con soluckim saliva estérl], haga girar ol mangs hacia delare ¢ haca atris
como anies, hasta goe afcance el lope.

Veriligue |a presencia de covalades freardas en las superiicies de las placas terminales. de améns cuerpis wedehrales,
Neriigque tambetn qup el procesn de ressdo ba elEninado saficiente cantidsd de bueso oo para proponciosar un
espack idecusdo paca of rebonde de la pridesis,

Diesccmecte o mangn ded shioma de propudsian. Quiie ol disco de fressdn ded mangn wilizando Ly lave de fuerca
e dincen de frecado v el momilladoe y desatche ol diecn Sl maifice.

“Macksn verry of msapo e fressdes ne svm (ibreose ey sl
o il Cade eme orwm ormfve da poyalno vy
o g s el nre ol b seashin, naran pemr
it lperu il by o i, L chingl cidrady parecenl
vt fu il v, Comsor g evre gl @ s oo ae
T AL ok ol il csemde e il s
s gy il cwadrads mima e ot oo el bope de
e ol S puwile v aim g (Tswmsoiping ™

Vinrsf D W0

1 ! A
p— - - -
--_.:--__"'_l'_. :'-I_#.:::‘-"_""'

e L

twma el mango de nesds ra deanea ls panede stajo de booed e de b pas o oro nciona, vease b seccifn de comess pricticos g1

Bryan
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Apéndices

LBAILARTY

Paso 17 COLOCACION DEL SEPARADOR

Inerrie el pepacisden di implantes speoplado en el sspaio diacal y dilielo ks gue e ajusie complesaments a les
s st s feesailes, prena i separe bis discs versbiale (Figaa 1780 Quille La alwaziden de la guia i imada
Qe kas varillas de g pins de anclije v b guls doble de 1 fresa, sobve of espaciader de mplanies, baloceindolos
suvemenie. Deje en s posioon ou prs de aoclaje Figoa 1S

Aty | separadin die los pins de anclaje pas poler gilpcarn bos i del separaidon sobie s ping do anclaje, Gien
el tornill para mantenies la distincin de separaciin ded espaciscks die mplanies. Plegue y saque of sspaciatar de
implantes (Fgura 171

BT P e T L L Pkl ot L Pl e ] i iedin ol el

51 Fl o b daplorres 1w i bees, vl I se0ove T doRsien gl oo g, 10

Bryan
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Apéndices

IMFLAMTE

PREPARACION DE LA PROTESIS Paso 18

Sadjiie un tapde de cieme del emvase de Ls progesis v atomillelo en oo andics de la prétess de disca cervical Bryan
ifigura T8AL Agame firmemente las cublemas de la prdiesis v gee hasta que so soslie of mangn. Cologue b peidissis

con el ot ceificio kacla arriha, Con b purea de L jeringuilla que viene en ol emase die s protesis y wie peingullla
dle 1 e 1 i Bena de solucicn salina, invecie lentamerte en ol orifncio di L pritesis Busta e salan al exterion
bwrbgas e solucicn sin aire. Mamenga la peitesis demcha pars evitar que s salga la solucion {Fgeea THB).

Satjuie |a jetirgd y Lamjirima La pinddwsie hasta que las cubiedas contacten con el ndcleo, Manienga aparrack bas
cubsiprizs do la protesis v gine el apin hasta gue el mango se suelie Figasa 1BCH

Bryan

w Larvarsl
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Apéndices

IR ANTE

Paso 19 COLOCACION DE LA PROTESIS Y
TERMINACION DEL PROCEDIMIENTO

g L prdiisas al ponta planies oolocandn | pireas del aplicadon o o orifices de os bordes i las cubieas
iFigae THAL Cion ol aplicadee de implaraes, insene la priies en el epaoo decal ya prepesda paa elln IFiguira

T OB, gorkandn sUmesenin Con un masm; sl o neceann, par que encaje. 5§ L insecoe st dificil, dilae o
separatr babuslat, arplinnik gsi liperamiensde o espacio dical. 31 la presicn de B mano v on golpe suaee con un Saed
oy son suffciertes para mealiaar b insenckin, sqsan ol manguiin dil braen de cene de] porta smplantes de la prddesls
y ire el Fanguitn W pracke. & continuachin, s puede aplicar un pegueiio golpe en la hemamienta para gque la protesis
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PREPARACION DE LA PROTESIS

Inserde la fresa en el mango v girela Hasta sentir que esla enganchada. cerre & lerminal en & sentide de s
agufas del reloy. La lecha y & pumio mancado con fa palabra “lock” deteen estar almestdos verifique que b
iresa eta colocada corectamente. Bl ieminal no estara operative si la fresa no esta periectamenie enganchada
Para extraen la iresa, deslsbogue ¢ mango girande o terminal en sentido contrario a L agujas del relog. La
flerha ¥ il dihign marcade con a palaha “unloce” estann desalinadne

e

MOTA; Mo ciere el ermimal sin una hroca o fresa insertacla

COLOCACION DE LA GUIA DOBLE DE LA FRESADORA

Mu s puede verificar la posicidn de L guia doble de la fresadors en relacibn con el ouerpe vericheal

Liv guia dlodale de L dresadora dife permanecer asentada sabee |a supericle anterlor del cuerpo vesrtebral inferior
para consegue una alineacicn correcta. % la guia dable de la fressdira no assenia sobine of cuepo verlebeal debido
al ejidha blarsh existenti, vuslva a Besar Lo supasficie anterior despods de guitern La gul'ﬂ w la ahraradera. Laoufia
wagital puede permanecer en su pasicidn darantes el ‘s e nisesn fresado 0, 8l s desea, puede quitise
Ciampeuelse gque exishe cantacio enine o pida :hﬂa*hm fresadard v ke indicadaes de contacie

Mo parde cofocst o pn de anclar
i iailiarie ¢ j ibe ol de 00 v o el il s puile v rl em i s o Prisague um sgane sl

manrerh e TR

388

Yara establecer el panio inicial g por bo lan, tocos os purios posterones de felenesi, o8 may
impodtanse mantener un confacin condinug enin la guia irdenior del taladr v of hueso. Confimme
La porsicicin gan Le cliniga inferior de contacio [rajal y, & es necesario, con imdgenes ce fuomecop
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Datos del paciente

Demograficos (Ap. K)
Operatorios (Ap. K)
Clinicos/neurolégicos (Ap. L)
Radiograficos (Ap M)
Segmento adyacente (Ap.N)
Complicaciones (Ap O)
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APPENDIX K: PATIENT ENROLLMENT

PATIENT DATA

Patient Initials
! 2 Sex DM DF 5 Patient Identification No.

+ Birth Date DDay |:||\/|O. DYr. 5 Height cm s Weight kg.

DIAGNOSIS (check diagnosis at implant level)

[] O OO 0O 17 Disc herniation with radiculopathy

[] O O O 1® Disc herniation with myelopathy

C3-C4 C4-C5 C5-C6 C6-C7

o Spondylotic radiculopathy

C3-C4 C4-C5 C5-C6 C6-C7

1 OO OO [ |v Spondylotic myelopathy

11 NEUROLOGICAL SIGNS AND SYMPTOMS

DURATION OF SYMPTOMS
12 Duration of Symptoms

1] Less than 6 weeks s[_] 3 months to 6 months sL_| 1yearto 2 years

L] 6 weeks to 3 months JL ] 6 months to 1 year sL_| More than 2 years

ACTIVITY LEVEL PRIOR TO SURGERY

15 Occupation Activity Level Prior to Surgery 16 Recreation Activity Level Prior to Surgery

[ ] Heavy [] Vigorous Contact Sports

[ ] Moderate [] Vigorous Non-contact Sports

[ ] Light [] Light Recreational

[ ] Sedentary [ ] Sedentary

[] Not Working [ ] Disabled

17 Current Work Status (check one) 1 If Not Working Now (due to ill health),

] Currently working [] Paid leave of | How Long Since Stopping? (check one)

absence [ ] Lessthan 6 weeks [ ] 6 monthsto 1 year
[ ] Homemaker [] Unpaid leave | [] 6 weeks to 3 months [ ] 1 yearto 2 years
of absence [] 3 months to 6 months [_] More than 2 years
[] Retired (due to ill health) [_] Unemployed

[ ] Retired (not due to ill health)_] Student
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SURGERY INFORMATION

19 Hospital Admission Date 20 Surgery Date 21 Hospital Discharge Date
DDay I:IMO. DYr. DDay I:IMO. DYr. DDay I:IMO. DYr.
o4 Prosthesis Size [ ] [ ] 13mm [ ] 14mm
» Duration of (] 15mm [ ]16mm []17mm []18mm []19mm
Surgery (skin to skin) | 22 Blood Loss
| Vs Interbody Cage ]
DHrs |:|M|n. -
Make Size
GENETIC STATUS
Apolipoproteina “e4” Yes D No D
Discharged D<24 hrs D24-48hrs D>48 hrs

Neck collar DYes |:|No

25 Describe Any Deviations from Procedures:

SUBMISSION DATA

Surgeon Signature Date

|:|Day |:|Mo. |:|Yr.
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APPENDIX L: NEUROLOGICAL EXAMINATION

16 Mo Follow-up (11 Yr Follow-up (]2 Yr Follow-up (14 Yr Follow-up
(16 Yr Follow-up (18 Yr Follow-up (110 Yr Follow-up [ ] Unscheduled
PATIENT DATA

Patient Initials

Date Patient Identification No

MOTOR ASSESSMENT

Motor Function  Normal D Abnormal D If abnormal, please complete this section using the key at left

KEY . :

MRC Grading Motion Right Left

0  No contraction C5 Elbow flexion D D

1 Palpable or Visible contraction C6 Wrist extension D D

2 Active movement, gravity eliminated _ D D

3 Active movement, against gravity C7 Elbow extension

4 Active movement, some resistance C8 Finger flexion D D

9 Normal, active movement against full

resistance

Reflexes  Normal D Abnormal D lIL ;:tlbnormal, please complete this section using the key at

KEY
Reflex Right Left
Biceps [ ] [ ]

0 Absent Brachioradialis D D

1 Hyper-reflex!ve moderate Triceps D D

SZ) :yper-lreflexwe severe Babinski

orma
Right Present D Absent D
Left Present D Absent D

Clonus

Right Present D Absent D
Left Present D Absent D
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SENSORY ASSESSMENTS ‘

Sensory Function Normal D Abnormal D lIL ;:tlbnormal, please complete this section using the key at
KEY Light touch Pin prick
Right Left Right Left

0  Absent c3 D D D D
1 Impaired C4 D D D D
9 Normal Cs D D D D

C6 D D D D

c7 D D D D

c8 N
SUBMISSION DATA
Surgeon Signature Date

Day Mo. Yr.
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APPENDIX M: PATIENT STATUS

16 Mo Follow-up (11 Yr Follow-up (12 Yr Follow-up (14 Yr Follow-up
(16 Yr Follow-up (18 Yr Follow-up (110 Yr Follow-up [ ] Unscheduled
PATIENT DATA

1 Patient Initials ) .
» Patient Identification No.

POST-OPERATIVE OUTCOMES (SINCE LAST VISIT)

3 Odom’s Criteria 4 Additional Spinal Surgeries (check all that apply)
[ ] Excellent (all pre-operative symptoms (] None Anterior/Posterior Level
relieved, able to carry out daily occupations | [ piscectomy AP
- \éwth(;uz mpawment) y f Cla/[]P
ood (minimum persistence of pre- :
operative symptoms, able to carry out daily L] Fusion LI1A/LIP E—
occupations without significant LIa/dp _
interference) [] Laminectomy/
[] Fair (relief of some pre-operative laminoplasty C1A/]P
symptoms, but whose physical activities [(JA/[]P
were significantly limited) ] foraminotomy Ja/[P
[] Poor (symptoms and signs unchanged or
worse)
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
s 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.
g Additional Comments:
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WORK STATUS (POST-OPERATIVE)

13 Current Work Status (check one) 14 If Not Working Now (due to ill health),

] Currently working [] Paid leave of absence | How Long Since Stopping? (check one)

[] Homemaker [] Unpaid leave of [ ] Lessthan6weeks [ ] 6 monthsto 1
absence year

[] Retired (due to ill health) [] Unemployed [] 6weeksto3months [ ] 1yearto2 years
[] Retired (not due to ill health) [] Student [[] 3 months to 6 months [_] More than 2 years

15 Return to Work Date (if patient returned to work since last visit) DDay I:IMO. DYr.

SUBMISSION DATA

Surgeon Signature Date

Day Mo.

Yr.
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APPENDIX N: ADJACENT SEGMENT DEGENERATION

PATIENT DATA

1 Patient Initials

» Patient Identification No.

ADJACENT SEGMENT DEGENERATION

D Level Above D
[ ]

Level Below D

CERVICAL LEVEL

cau| ] cas| ] csis| | cerr| ] crmi| |

DATE OF OPERATION DISCHARGE DAYS

TIME SINCE FIRST OPERATION (MONTHS)

Preoperative MRI Findings (root/cord compression)
Normal D Minimal+ no compression D Minimal+ slight compression D Large + no compression D

Large+ minimal compression+ no clinical D

Type of operation

ACDF D ACDF+Plate D Vertebrectomy. D IB Cage D Artificial disc DACD D

g Additional Comments:

COMPLICATIONS

Yes D No D

Surgical related D
Description

Non surgical related D
Description

Death Yes D No D

Cause

SUBMISSION DATA

Surgeon Signature Date

Day Mo.

Yr.
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APPENDIX O: ADVERSE EVENTS

16 Mo Follow-up (11 Yr Follow-up (]2 Yr Follow-up (14 Yr Follow-up
(16 Yr Follow-up (18 Yr Follow-up 110 Yr Follow-up [ ] Unscheduled
PATIENT DATA
Patient Initials Patient Identification No

Date

Day Mo Yr

ADVERSE EVENT ( CHECK ONLY ONE ADVERSE EVENT PER FORM)

Date of onset of AE Examination date Hospitalization required? Hospital admission date
Yes No
Anaesthetic complications [ ] | Prosthesis Failure
Adverse reaction to implant [] AP migration []
Deep wound infection [] Fatigue/fracture []
Superficial wound infection [] Instability ]
Excessive bleeding ] Separation of components [
Soft tissue damage: Interbody Cage Failure
Dysphonia ] AP migration ]
Esophageal erosion ] Fatigue/fracture ]
Haematoma ] Instability []
Seroma [] Separation of components ]
Vessel damage [] Surgical intervention at target space
Other Removal []
Re-operation []
Opgrgtive induced Neurological Revision ]
Deficit _ Supplemental fixation ]
Dysphagia [ Treatment at wrong level []
Horne'r’s syndrome ] Unresolved pain ]
Incor]tlnence [ Vertebral body fracture []
Radiculopathy L Other AE( not listed above) ]
Recurrent laryngeal nerve palsy [ |
Paralysis []
Other

TREATMENT OF ADVERSE EVENT

No treatment [_] Referral specialist [ ] Surgical treatment [
Medication [ ] Physical therapy L] Specify
Bed rest ] Injections-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 informacion al paciente (Ap. Q)
Hoja para la randomizacion (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

| confirm that | have read and understand the information sheet dated for
the above study and have had the opportunity to ask questions.

| have been informed about the PDSURG study and agree to enter it. |
hope to complete the study, but | understand that | am free to withdraw
from the study at any time without necessarily giving a reason. If I do
withdraw, | can continue to expect the highest standard of care from my
doctors.

| understand my doctors will provide information about my progress, in
confidence, to the central organisers.

| understand that the information will be used for medical research only
and that | will not be identified in any way in the analysis and reporting of
the results.

| give consent to my GP being informed about my patrticipation 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 | 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 | 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 CONSUIANT: ... Hospital name:
Patient's fullname: 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 D C4/5 D C5/6 D Ccoe/7 D

Previous history of psychosis or severe depression  Yes[7] No[ ]
Previous cervical spine surgery Yes No D
Previous or current metabolic bone disease Yes No D

No shaded boxes should be checked.
PART C: STRATIFICATION VARIABLES

Diagnosis RadiculopathyD OR Myelopathy D
Current smokerD Non-smoker or ex-smoker D
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 H No

NPI Yes No

MPI (myelopathy only)  Yes[ ] No N/a as radiculopathy [ |
VAS Yes D No

PART E: TREATMENT ALLOCATION

Treatment: Artificial disc D Interbody Cage D

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. | would appreciate being notified if
he/she is no longer one of your patients.

Yours sincerely
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