CASE-NOTE REVIEW OF INTRATHECAL
BACLOFEN IN THE MANAGEMENT OF
SPINAL/SUPRA-SPINAL SPASTICITY IN
THE SPINAL CORD INJURY UNIT
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Overview of outpatient I'TB refill se

e Ou tingrathecdaahoten (ITB) pump refill
service

e 1 Consul tant
e 1 SCI U nurse
e 21 ad(@9spinalpZasupmpieah)t s
e Equil pment =

- Medtronibl * V iCBniciaftrogrammer model 8¢ =
- Lioresantrathecddaclofen injection
- Refill kit model 856X
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Paciofen injoctt
10 mg/20
500 m
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Aims

Overview of spasticity
Protocols and care pat|
Creote eview

Prompted by several cases of poorly controlled spast
and local case concerns (compounded ITB)

Local withdrawal of compounded VP ITB 3000mcg/mr
(pharmacy Iinstruction)

LioresalTB 2000mcg/mL with major service implicatic

(
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Spasticity: definition

 Amotor disorder characterized by a wdpeihdent

l ncrease I n tonic stretcl
exaggerated tendon jerks, resulting fromxiaytpérlity of
the stretch reflex, as one component of the upper mota

neuron “syndr ome.
e« [ecq ‘
- Intrinsic tonic spasticity

- Intrinsic phasic spasticity

- extrinsic spasticity

e PrevaPnce i n S




Spasticity: negative and positive ef

RESTRICTS ADLS STABILITY IN SITTING AND STANDING

PREVENTS EFFECTIVE WALKING AND FACILITATES PERFORMANCE OF SOME

SELF-CARE ADLS

PAIN, FATIGUE AND SLEEP DEPRIVATION  FACILITATES PERFORMANCE OF SOME
TRANSFERS

SAFETY COMPROMISE INCREASES SPASTIC MUSCLE BULK AND

STRENGTH (| OSTEOPENIA)

CONTRACTURES, PRESSURE SORES AND INCREASES VENOUS RETURN (|
INFECTIONS INCIDENCE OF DVT)

NEGATIVE SELF-IMAGE

COMPLICATES THE ROLE OF THE
CAREGIVER

INHIBITS REHABILITATION EFFORTS

Spasticity assessment séales



Severe spasticity: ruficiplinary
team care

Common Treatment Options

ITB 15,16,17,18

Prevent
Nociception }!

12 [Rehabilitation Baclofen 9,13,14

Patient
and
Family

Injection
 Therapy

Orthopedic |
Treatments }/

Neurosurgery



ITB therapy

A Indications
A Reduction in negative systemic side effects

A Literature for effectiveness in MS, SCI, Bl and
stroke

A Effective as an asytasticity treatment in SCI bu
little data on function or Q0L

A Recent reviews: effect of ITB on positive spas
phenomena and QOL ~¢= (2
A Possible complications @)

||||||||||
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Clinical protocols, care pathway:
guil del I nes

A No specific national guidelines for ITB in the manage
of spasticity of spinal origin; variable local protocols

ANHS Commi ssioning Board

|l ntrat hecal Bacl of en’
A NICE (clinical audittdolpbpast i ci ty i n
peopl e: l ntrat hecal bacl

A National ITB Forum Document (2006)

A Medtronipatient selection, pmplant education
resources, pastplant education and patient care



Data collection sheet (1)

Unique identifier:

Gender:

Age range:

1524 2534 3544 4554 5564 >65
Origin of spasticity:

Spinal  Supraspinal

Diagnosis:

Traumatic spinal cord injury
Nontraumatic spinal cord injury
Traumatic brain injury

Hypoxic brain injury
Cerebrovascular accident
Cerebral palsy

Hereditary spastic paraplegia
Other

uTl

Pressure sore

Chestinfectio
Bladder calculus [y

Renal calculus

Functional classification of injury:

Paraplegia Tetraplegia Complete Incomplete
Wheelchair uséfes  No

Yes Manual Powered/Electric

Pump manufacturer/model:

Pain

Catheter problem

Faecalimpaction

Ingrown toenail

DVT

Date of insertion of current pump:

Heterotopic
ossification

First pump Replacement pump
If replacement, time from original pump insertion

Post-traumatic syrinx

Other

Other medications prescribed for spasticity: Yes  No

Current concentration/dose of ITB:
1000mcg/ml 2000mcg/ml  3000mcg/mi
Dose (mcg/day)

Current manufacturer of ITB: Victoria Pharmacy Lioresal Other
Poor spasticity or spasm control during last year:

Yes No

Increased tone/rigiditylncreased spasm frequency

Number of ITB refill appointments with increased spastieity reporte

Objective measure of tefe8 No
S~
Potential secondary causes identffesd? No
Change in manufacturer/concentration during last year: Yes  No
Reason

Adjustments to ITB dose during previous year: Yes  No
Number of times dose increased

Number of times dose decreased

Response to dose adjustivest No




Data collection sheet (2)

Reported pharmacological complications of ITB (under/overdose):

Response at next refill appointment to altered concentration/manufacturer:

Technical complications:

Pump probleries  No
Catheter problees No

Neurosurgical referral during previous year: Yes No
Reason

ITB pump refill appt (most recent):
-Assess patig@igeneral condition and response to ITB therapy®ores
-ldentify need for dose titration? s
-Confirm system performance? Yide
-Refill pump? YesNo
-Determine interval to next refill? s
-Programme pump? YedNo
-Document patient care/prescribing informationR& es
-Conduct ongoing information about ITB when relevaiN® Yes
-Schedule next refill appt? Yeédo
-Verify battery life of pump? Y&
-Check reservoir alarm status? Xes
-Critical/nearitical alarm review? Y&




Demographics: gender breakdov

= MALE =FEMALE



Demographics: age range
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Demographics: diagnosis

i TRAUMATIC SPINAL
CORD INJURY

@ NON-TRAUMATIC SPINAL
CORD INJURY

i HYPOXIC BRAIN INJURY
i CEREBRAL PALSY

i HEREDITARY SPASTIC
PARAPLEGIA




Demographics: functional classific:
of injury level

M TETRAPLEGIA & PARAPLEGIA



Demographics: complete versus
Incomplete injury

\

= COMPLETE = INCOMPLETE = SUPRA-SPINAL SPASTICITY (N/A)



Demographics: all aombulant
(wheelchair users)

2

H MANUAL i POWERED
@ MANUAL POWER-ASSISTED I SPECIALIST SUPPORTIVE SEATING



Demographics: first versus
replacement ITB pump

(8840 SynchroMed I1B)

W FIRST ITB PUMP & REPLACEMENT ITB PUMP



NUMBER OF PATIENTS

o = N W s O OO N o

Number of ITB pumps per patier

NUMBER OF PUMPS



Increased spasticity or poor spas
control

mYES mNO



Number of patient refill attendanc
with Increased spasticity

D

ES

—_— o — — — —

NUMBER OF REPORTED EPISO

NUMBER OF PATIENTS




Potential secondary factors identified
an episode of spasticity

ITB PUMP SKIN EROSION/CELLULITIS
CHEST INFECTION

NEUROPATHIC PAIN

ITB CATHETER DISLODGED
INFECTION (SURGICAL WOUND)
FRACTURE (FEMUR)
PAIN/HYPERSENSITIVE PUMP SITE
HIP PAIN

UTI/RENAL CALCULUS
RENAL/BLADDER CALCULUS
UTI/PRESSURE SORE

PRESSURE SORE

uTl

2 3 2 5
NUMBER OF EPISODES



Classification of spasticity

i INCREASED TONE

M INCREASED NO. OF
SPASMS

i INCREASED TONE AND
INCREASED NO. OF
SPASMS




Objective assessment of tone

HISTORY AND MAS
METHOD OF
ASSESSMENT HISTORY AND EXAM
OF TONE

CLINICAL HISTORY WITHOUT
EXAM

0 10 20 30 40
NO. OF PATIENTS




NN W s 0 6 N 0o

NUMBER OF PATIENTS

O -

TB dose

1 BETWEEN 2-6
NUMBER OF DOSE INCREASES

adj u




| TB manufacturer/concentration
adjustment

M YES ®NO



Altered clinical status after
manufacturer adjustment?

= N/A = NO CLINICAL EFFECT
= SPASM CONTROL BETTER = SPASM CONTROL WORSE



Other medications prescribed fo
spasticity

M YES
ENO
i NOT KNOWN




Other medications prescribed fo
spasticity

5
4

NUMBER OF 3
PATIENTS 2

MEDICATIONS



Other medications prescribed fo
spasticity
1.BACLOFEN andTIZANIDINE- 1 spasms

2 (CP)BOTULINUM TOXIN IM

3:BACLOFEN andCLONAZEPAM-t s pasms ( pump
IT catheter replacement)

4: CLONAZEPAM andDIAZEPAM- violent legpasms (pump
exploration)

5:BACLOFEN- 1 spasms (pumeplacement daerpassed)

6:BACLOFEN andTIZANIDINE- increasetikgspasms (pump
exploration)

7:BACLOFEN andTIZANIDINE- reduced to O after new ITB pump
iInserted



Technical complications

(M)

—

NUMBER OF PATIENTS

o

PUMP PROBLEM

CATHETER SUSPECTED PUMP
PROBLEM PROBLEM

TECHNICAL COMPLICATIONS

SUSPECTED
CATHETER
PROBLEM



Most recent ITB refill appointmer

ITB pump refill appointment (most recent):
-Assess patiéaigeneral condition and response to ITB therapyoYes
-ldentify need for dose titration? Yés
-Confirm system performance? Y¢e
-Refill pump? YesNo
-Determine interval to next refill? Yés
-Programme pump? Ye&\o
-Document patient care/prescribing informationQores
-Conduct ongoing information about ITB when relevaiN@ Yes
-Schedule next refill appt? Yéd¢o
-Verify battery life of pump? Yék
-Check reservoir alarm status? Mes
-Critical/noearitical alarm review? Y&

100% compliance with all of the above steps



Conclusions

A 16/21 (76%) had symptoms of spasticity at some point over tt

A 1 patient reported improvement in spasticity following a chant
manufacturer to licensed ITB

A Previous off license use of VP ITB had been satisfactory, alth
research studies only invdiardsal

A National guidelines do not exist for service users and local pr
vary

A Proposed Care Pathway for ITB Therapy (West Midlands Rel
Centre, March 2003)

A Future directieriscal and national guidelines for service users
standardize care and support audit and research
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