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Persistent spinal pain syndrome  ( failed back surgery syndrome)

Deer et al., The Polyanalgesic Consensus Conference (PACC): Recommendations on Intrathecal Drug Infusion Systems 
Best Practice and Guidelines, International Neuromodulation Society, 2017, 20:96-132 3
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Schmerzbehandlungsplan

• Übungsprogramme

• Biofeedback

• Entspannungsverfahren

• Nicht-Opioid-Analgetika

• Co-Analgetika

• Physiotherapie

• Rehabilitationstraining

• Kognitive Verhaltenstherapie

• somatische, sympathische Nervenblockaden

• Orale Opioide/subkutan

• Rückenmarksnahe Stimulation

• intraspinale Infusionsanalgesie

• neurodestruktive Verfahren 4
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RECOMMENDATIONS OF THE PACC TO REDUCE
MORBIDITY AND MORTALITY

1. The use of IDDS to treat chronic pain should be part of a treatment algorithm that 
involves the failure of more conservative attempts at treatment. IDDS should be 
considered prior to other options when unacceptable side-effects or lack of efficacy is 
established.

2. The use of IDDS should be based on an analysis of safety, efficacy, a goal of economic neutrality 
and appropriateness for the individual patient. These factors have been described as the S.A.F.E. 
principles.(safety,appropriateness,fiscal neutrality,efficacy)

3. Spinal cord stimulation (SCS), peripheral nerve stimulation (PNS), and hybrids of 
both SCS and PNS should be considered inappropriate candidates prior to considering 
an IDDS.

4. Psychological evaluation and stability should be confirmed prior to proceeding with 
an IDDS in noncancer patients.

General Recommendations
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Deer TR, Smith HS, Burton AWet al. Comprehensive consensus based guidelines on intrathecal drug delivery systems in the
treatment of pain caused by cancer pain. Pain Physicain 2011;14:E283–E312; Burton AW, Deer TR,Wallace MS, Rauck RL, 
Grigsby E. Considerations and methodology for trialing ziconotide. Pain Physician 2010;13:23–33.

5. In patients with cancer and those at the end of life, the use of IDDS should be 
combined with spiritual, psychological, and social support. While this practice may 
not change the measurable mortality and morbidity, the panel feels that this is an 
important component of the patient care team.

6. Prior to implanting an IDDS, the patient should undergo a trial of the 
planned drug with an emphasis on evaluating side-effects and efficacy. In some 
cases such as advanced cancer pain, the panel agrees that the need for a 
trial may be negated based on a risk to benefit ratio. In those cases, a careful 
analysis of life expectancy should be performed with therapy limited to those who do 
not have impending death in the immediate postoperative period.

7. Oral or transdermal opioids should be reduced as much as possible either prior to 
the implant or in the first 12 weeks of surgery. IDDS is a different route of 
delivering opioid, but the reduction of additional routes may improve 
outcome.
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8. The use of CNS depressants, including opioids, benzodiazepines, barbiturates, 
antipsychotic drugs, and other applicable drug classes, should be assessed and doses 
reduced or discontinued if possible prior to implant. The primary care doctor and those 
involved in the patient care team should notify the doctor managing the IDDS when 
adding drugs that may impact brain stem respiratory centers.

9. Alcoholism and other illicit drug habits should be evaluated and addressed prior to 
implant. The addition of any CNS suppressant can worsen outcomes and those that are 
illicit may greatly increase risks.

10. Avoid rapid IDDS drug escalation and doses that exceed the PACC 
guidelines.

11. When therapy is discontinued because of catheter disruption, pump failure, or 
elective stoppage of the pump, the therapy must be reinitiated at a starting dose 
consistent with that of an opioid-naive patient. Starting at a dose higher than those 
recommended can potentially lead to death.
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12. The PACC recommends starting at the lowest reasonable dose of opioid 
when initiating IT drug therapy, or after revising a pump following an interruption in 
drug delivery.

13. In the elderly, the use of IDDS is often very helpful since they may have difficulty 
tolerating oral or transdermal medications. They may also exhibit extreme 
sensitivity to opioid dosing, and a lower dose should be initiated in the elderly 
or chronically ill.
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Pain care algorithm for non-cancer pain
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Pain care algorithm for cancer-related pain
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Schmerzpumpenplan

• Neurologische, neurophysiologische, neurochirurgische und 

radiologische Abklärung

• Psychiatrische, psychologische und soziökonomische 

Evaluierung

• Multiinterdisziplinäre Entscheidung für spinale Testphase

• Durchführung einer einfach blinden Testphase (Singleshot bzw. 

kontinuierlich mit intrathekalen Katheter und Port). In 

Ausnahmefällen placebokontrollierte Testphase.

Prager JP. Spine 2002; 27(22);2593-2605
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PACC - Trailing
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Non-cancer related pain with localized nociceptive and
neuropathic pain
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Non-cancer pain with diffuse nociceptive and
neuropathic pain
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Cancer Pain with localized nociceptive and neuropathic
pain
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Cancer Pain with diffuse nociceptive and neuropathic
pain
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Recommendations for trailing Ziconotide
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Trialing
algorithm. IT, 
intrathecal
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Dosing and Titration Scheme for IT Ziconotide

FDA
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Die häufigsten aufgetretenen Nebenwirkungen während der 
Behandlungsdauer (Inzidenz mehr als 10% in jeder Behandlungsgruppe)

Nebenwirkung Patienten in %

Ziconitid (n = 112)

Patienten in %

Placebo (n = 108)

Alle Nebenwirkungen 104 (92,9) 89 (82,4)

Schwindel 53 (47,3) 14 (13,0)

Übelkeit 46 (41,1) 33 (30,6)

Körperliche Schwäche 25 (22,3) 13 (12,0)

Schläfrigkeit 25 (22,3) 16 (14,8)

Durchfall 21 (18,8) 18 (16,7)

Verwirrtheit 20 (17,9) 5 (4,6)

Ataxie 18 (16,1) 2 (1,9)

Kopfschmerzen 17 (15,2) 13 (12,0)

Erbrechen 17 (15,2) 14 (13,0)

Abnormer Gang 17 (15,2) 2 (1,9)

Beeinträchtigung der Denkleistung 13 (11,6) 1 (0,9)

Schmerzen 12 (10,7) 8 (7,4)

CK Anstieg 12 (10,7) 4 ( 3,7)

Juckreiz 9 ( 8,0) 11 (10,2)

Schlaflosigkeit 7 (6,3) 13 (12,0) 32
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Zeit des Auftretens der ersten Nebenwirkungen 
(nur Ziconotid – behandelte Patienten)

Nebenwirkung Inzidenz (%) Tagesmittelwert Durchschnittsdosis/h

Abnormer Gang (inkl. Ataxie) 34 (30,4) 4,5 (0-24) 0,20 (0,1-4,0)

Abnormes Sehen (inkl. Sehschwäche) 11 (9,8) 8,0 (0-30) 0,20 (0,1-0,6)

Aphasie bzw. Sprachstörung 19 (17,0) 16,0 (4-24) 0,30 (0,1-0,6)

Körperliche Schwäche (inkl. Myasthenie) 27 (24,1) 3,0 (0-30) 0,15 (0,1-0,6)

Verwirrtheit 20 (17,9) 9,5 (0-24) 0,28 (0,1-0,6)

Schwindel 53 (47,3) 3,0 (0-24) 0,15 (0,1-0,6)

Kognitive Beeinträchtigung oder Amnesie 16 (14,3) 7,5 (2-29) 0,16 (0,1-0,6)

Übelkeit (inkl. Erbrechen) 53 (47,3) 4,0 (0,32) 0,13 (0,1-0,4)

Nystagmus 9 (8,0) 8,0 (4-16) 0,16 (0,1-0,7)

Somnolenz 25 (22,3) 4,0 (0-24) 0,11 (0,1-0,5)

Abnormes Denken (inkl. Denkschwierigkeiten) 8 (7,1) 4,0 (0-18) 0,12 (0,1-0,5)

Harnretention 10 (8,9) 7,5 (1-24) 0,15 (0,0-0,6)

Rauck RL et al: A randomized, double-blind, placebo-controlled study of intrathecal ziconotide in 
adults with severe chronic pain; J Pain Symptom Manage, 2006; 31(5): 393-406 33
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Placebo -Response

Rauck R.L., Wallace M. S., Burton A. W., Kapural L., North J. M. Intrathecal Ziconotide for
Neuropathic Pain: A Review Pain Practice, Volume 9, Issue 5, 2009 327-337
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Hayek S.M.; Intrathecal Therapy for Cancer and Non-Cancer Pain. Pain Physician 2011; 14:219-248.

Methods: Literature search through EMBASE, Medline, Cochrane databases, and systematic 

reviews as well as peer-reviewed non-indexed journals from 1980 to December 2010. Studies 

are assessed using the Agency for Healthcare Research and Quality (AHRQ) criteria for 

observational studies and the Cochrane Musculoskeletal Review Group criteria for 

randomized trials. The level of evidence was determined using 5 levels of evidence, 

ranging from Level I to III with 3 subcategories in Level II, based on the quality of 

evidence developed by the U.S. Preventive Services Task Force (USPSTF).

Outcome Measures: The primary outcome measure for chronic non-cancer is pain relief 

(short-term relief ≤ one-year and long-term > one-year), whereas it is 3 months for cancer. 

Secondary outcome measures of improvement in functional status, psychological status, 

return to work, and reduction in opioid intake.
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Hayek S.M.; Intrathecal Therapy for Cancer and Non-Cancer Pain. Pain Physician 2011; 14:219-248.

Results: The level of evidence for this systematic review of non-

cancer pain studies meeting the inclusion criteria of continuous 

use of an intrathecal drug delivery system (IDDS) for at least 12 

months duration with at least 25 patients in the cohort, is Level II-

3 based on USPSTF criteria. The level of evidence for this 

systemic review for cancer-related pain studies meeting the 

inclusion criteria of continuous use of IDDS for at least 3 

months duration with at least 25 patients in the cohort is 

Level II-2 based on USPSTF criteria.

Conclusion: Based on the available evidence, the 

recommendation for intrathecal infusion systems for cancer-

related pain is moderate recommendation based on the high 

quality of evidence and the recommendation is limited to moderate 

based on the moderate quality of evidence from nonrandomized 

studies for non-cancer related pain.
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