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HOW THE IMR FINAL DETERMINATION WAS MADE 

MAXIMUS Federal Services sent the complete case file to an expert reviewer. He/she has no 

affiliation with the employer, employee, providers or the claims administrator. He/she has been 

in active clinical practice for more than five years and is currently working at least 24 hours a 

week in active practice. The expert reviewer was selected based on his/her clinical experience, 

education, background, and expertise in the same or similar specialties that evaluate and/or treat 

the medical condition and disputed items/Service. He/she is familiar with governing laws and 

regulations, including the strength of evidence hierarchy that applies to Independent Medical 

Review determinations. 

 

The Expert Reviewer has the following credentials: 

State(s) of Licensure: Georgia 

Certification(s)/Specialty: Anesthesiology, Pain Management 

 

CLINICAL CASE SUMMARY 

The expert reviewer developed the following clinical case summary based on a review of the 

case file, including all medical records: 

 

The injured worker is a male, who sustained an industrial injury on 7-4-2001. The injured 

worker is undergoing treatment for: lumbago, failed back surgery syndrome, low back and left 

leg pain, and myofascial pain. On 8-5-15 and 9-16-15, he reported low back pain and that it was 

better over the past few months. He indicated he was using a personal therapy manager and oral 

medications less since being on a pain pump and was able to tolerate long drives. He reported 

reduced numbness experiences since Bupivacaine had been reduced, and continued to 

experience radiating pain into the left thoracic upper abdominal areas. He is noted to have 

reported no new side effects. Physical examination revealed mild memory issue, normal gait. 

The abdomen is noted as not reviewed. The thoracic is non-tender to palpation, lumbar is tender 

with spasms on the left, and painful range of motion, no tenderness is noted in the sacroiliac 

joints. The treatment and diagnostic testing to date has included: medications, pain pump and 

lumbar surgery (date unclear). Medications have included: Soma, Ambien, Percodan, 

Carisoprodol, and Bupivacaine. The records indicate he has been utilizing Bupivacaine since at 

least March 2015, possibly longer. The records are unclear regarding his compounded pain 

pump medications. Current work status: disabled retired. The request for authorization is for: 

Hydromorphone 40mg, Fentanyl 20mg, Bupivacaine HCL 20mg, and pump kit and analy pump. 

The UR dated 9-25-2015: modified certification of Hydromorphone 40mg for one month supply, 

Fentanyl 20mg for one month supply, Bupivacaine HCL 20mg for one month supply, and pump 

kit and analy pump for one month. 



IMR ISSUES, DECISIONS AND RATIONALES 

The Final Determination was based on decisions for the disputed items/services set forth below: 

 

Hydromorphone 40mg: Overturned 

 

Claims Administrator guideline: The Claims Administrator did not cite any medical evidence 

for its decision. 

 

MAXIMUS guideline: Decision based on MTUS Chronic Pain Medical Treatment 2009, 

Section(s): Intrathecal drug delivery systems, medications. 

 

Decision rationale: Hydromorphone 40mg is medically necessary, the patient met criteria for 

pump placement and has documented benefit of one month trial of intrathecal delivery of this 

medications. The guidelines state: Permanently implanted intrathecal (intraspinal) infusion 

pumps for the administration of opiates or non-opiate analgesics, in the treatment of chronic 

intractable pain, are considered medically necessary when: Used for the treatment of malignant 

(cancerous) pain and all of the following criteria are met: 1. Strong opioids or other analgesics in 

adequate doses, with fixed schedule (not PRN) dosing, have failed to relieve pain or intolerable 

side effects to systemic opioids or other analgesics have developed; and 2. Life expectancy is 

greater than 3 months (less invasive techniques such as external infusion pumps provide 

comparable pain relief in the short term and are consistent with standard of care); and 3. Tumor 

encroachment on the thecal sac has been ruled out by appropriate testing; and 4. No 

contraindications to implantation exist such as sepsis or coagulopathy; and 5. A temporary trial 

of spinal (epidural or intrathecal) opiates has been successful prior to permanent implantation as 

defined by a 50% reduction in pain. A temporary trial of intrathecal (intraspinal) infusion pumps 

is considered medically necessary only when criteria 1-4 above are met. Used for the treatment 

of non-malignant (non-cancerous) pain with a duration of greater than 6 months and all of the 

following criteria are met: 1. Documentation, in the medical record, of the failure of 6 months of 

other conservative treatment modalities (pharmacologic, injection, surgical, psychologic or 

physical), if appropriate and not contraindicated; and 2. Intractable pain secondary to a disease 

state with objective documentation of pathology in the medical record (per symptoms, exam and 

diagnostic testing); and 3. Further surgical intervention or other treatment is not indicated or 

likely to be effective; and 4. Psychological evaluation has been obtained and evaluation states 

that the pain is not primarily psychologic in origin, the patient has realistic expectations and that 

benefit would occur with implantation despite any psychiatric comorbidity; and 5. No 

contraindications to implantation exist such as sepsis, spinal infection, anticoagulation or 

coagulopathy; and 6. A temporary trial of spinal (epidural or intrathecal) opiates has been 

successful prior to permanent implantation as defined by at least a 50% to 70% reduction in pain 

and documentation in the medical record of functional improvement and associated reduction in 

oral pain medication use. A temporary trial of intrathecal (intraspinal) infusion pumps is 

considered medically necessary only when criteria 1-5 above are met. 

 

Fentanyl 20mg: Overturned 

 

Claims Administrator guideline: The Claims Administrator did not cite any medical evidence 

for its decision. 



 

MAXIMUS guideline: Decision based on MTUS Chronic Pain Medical Treatment 2009, 

Section(s): Fentanyl, Intrathecal drug delivery systems, medications. 

 

Decision rationale: Fentanyl 20 mg is medically necessary, the patient met criteria for pump 

placement and has documented benefit of one month trial of intrathecal delivery of this 

medications. The guidelines state: Permanently implanted intrathecal (intraspinal) infusion 

pumps for the administration of opiates or non-opiate analgesics, in the treatment of chronic 

intractable pain, are considered medically necessary when: Used for the treatment of malignant 

(cancerous) pain and all of the following criteria are met: 1. Strong opioids or other analgesics in 

adequate doses, with fixed schedule (not PRN) dosing, have failed to relieve pain or intolerable 

side effects to systemic opioids or other analgesics have developed; and 2. Life expectancy is 

greater than 3 months (less invasive techniques such as external infusion pumps provide 

comparable pain relief in the short term and are consistent with standard of care); and 3. Tumor 

encroachment on the thecal sac has been ruled out by appropriate testing; and 4. No 

contraindications to implantation exist such as sepsis or coagulopathy; and 5. A temporary trial 

of spinal (epidural or intrathecal) opiates has been successful prior to permanent implantation as 

defined by a 50% reduction in pain. A temporary trial of intrathecal (intraspinal) infusion pumps 

is considered medically necessary only when criteria 1-4 above are met. Used for the treatment 

of non-malignant (non-cancerous) pain with a duration of greater than 6 months and all of the 

following criteria are met: 1. Documentation, in the medical record, of the failure of 6 months of 

other conservative treatment modalities (pharmacologic, injection, surgical, psychologic or 

physical), if appropriate and not contraindicated; and 2. Intractable pain secondary to a disease 

state with objective documentation of pathology in the medical record (per symptoms, exam and 

diagnostic testing); and 3. Further surgical intervention or other treatment is not indicated or 

likely to be effective; and 4. Psychological evaluation has been obtained and evaluation states 

that the pain is not primarily psychologic in origin, the patient has realistic expectations and that 

benefit would occur with implantation despite any psychiatric comorbidity; and 5. No 

contraindications to implantation exist such as sepsis, spinal infection, anticoagulation or 

coagulopathy; and 6. A temporary trial of spinal (epidural or intrathecal) opiates has been 

successful prior to permanent implantation as defined by at least a 50% to 70% reduction in pain 

and documentation in the medical record of functional improvement and associated reduction in 

oral pain medication use. A temporary trial of intrathecal (intraspinal) infusion pumps is 

considered medically necessary only when criteria 1-5 above are met. 

 

Bupivacaine HCL 20mg: Overturned 

 

Claims Administrator guideline: The Claims Administrator did not cite any medical evidence 

for its decision. 

 

MAXIMUS guideline: Decision based on MTUS Chronic Pain Medical Treatment 2009, 

Section(s): Intrathecal drug delivery systems, medications. 

 

Decision rationale: Bupivicaine HCL 20 mg is medically necessary, the patient met criteria for 

pump placement and has documented benefit of one month trial of intrathecal delivery of this 

medications. The guidelines state: Permanently implanted intrathecal (intraspinal) infusion 



pumps for the administration of opiates or non-opiate analgesics, in the treatment of chronic 

intractable pain, are considered medically necessary when: Used for the treatment of malignant 

(cancerous) pain and all of the following criteria are met: 1. Strong opioids or other analgesics in 

adequate doses, with fixed schedule (not PRN) dosing, have failed to relieve pain or intolerable 

side effects to systemic opioids or other analgesics have developed; and 2. Life expectancy is 

greater than 3 months (less invasive techniques such as external infusion pumps provide 

comparable pain relief in the short term and are consistent with standard of care); and 3. Tumor 

encroachment on the thecal sac has been ruled out by appropriate testing; and 4. No 

contraindications to implantation exist such as sepsis or coagulopathy; and 5. A temporary trial 

of spinal (epidural or intrathecal) opiates has been successful prior to permanent implantation as 

defined by a 50% reduction in pain. A temporary trial of intrathecal (intraspinal) infusion pumps 

is considered medically necessary only when criteria 1-4 above are met. Used for the treatment 

of non-malignant (non-cancerous) pain with a duration of greater than 6 months and all of the 

following criteria are met: 1. Documentation, in the medical record, of the failure of 6 months of 

other conservative treatment modalities (pharmacologic, injection, surgical, psychologic or 

physical), if appropriate and not contraindicated; and 2. Intractable pain secondary to a disease 

state with objective documentation of pathology in the medical record (per symptoms, exam and 

diagnostic testing); and 3. Further surgical intervention or other treatment is not indicated or 

likely to be effective; and 4. Psychological evaluation has been obtained and evaluation states 

that the pain is not primarily psychologic in origin, the patient has realistic expectations and that 

benefit would occur with implantation despite any psychiatric comorbidity; and 5. No 

contraindications to implantation exist such as sepsis, spinal infection, anticoagulation or 

coagulopathy; and 6. A temporary trial of spinal (epidural or intrathecal) opiates has been 

successful prior to permanent implantation as defined by at least a 50% to 70% reduction in pain 

and documentation in the medical record of functional improvement and associated reduction in 

oral pain medication use. A temporary trial of intrathecal (intraspinal) infusion pumps is 

considered medically necessary only when criteria 1-5 above are met. 

 

Pump kit and Analy pump: Overturned 

 

Claims Administrator guideline: The Claims Administrator did not cite any medical evidence 

for its decision. 

 

MAXIMUS guideline: Decision based on MTUS Chronic Pain Medical Treatment 2009, 

Section(s): Implantable drug-delivery systems (IDDSs). 

 

Decision rationale: Pump kit and Analy pump is medically necessary, the patient met criteria 

for pump placement and has documented benefit of one month trial of intrathecal delivery of 

prescribed medications. The guidelines state: Permanently implanted intrathecal (intraspinal) 

infusion pumps for the administration of opiates or non-opiate analgesics, in the treatment of 

chronic intractable pain, are considered medically necessary when: Used for the treatment of 

malignant (cancerous) pain and all of the following criteria are met: 1. Strong opioids or other 

analgesics in adequate doses, with fixed schedule (not PRN) dosing, have failed to relieve pain 

or intolerable side effects to systemic opioids or other analgesics have developed; and 2. Life 

expectancy is greater than 3 months (less invasive techniques such as external infusion pumps 

provide comparable pain relief in the short term and are consistent with standard of care); and  



3. Tumor encroachment on the thecal sac has been ruled out by appropriate testing; and 4. No 

contraindications to implantation exist such as sepsis or coagulopathy; and 5. A temporary trial 

of spinal (epidural or intrathecal) opiates has been successful prior to permanent implantation as 

defined by a 50% reduction in pain. A temporary trial of intrathecal (intraspinal) infusion pumps 

is considered medically necessary only when criteria 1-4 above are met. Used for the treatment 

of non-malignant (non-cancerous) pain with a duration of greater than 6 months and all of the 

following criteria are met: 1. Documentation, in the medical record, of the failure of 6 months of 

other conservative treatment modalities (pharmacologic, injection, surgical, psychologic or 

physical), if appropriate and not contraindicated; and 2. Intractable pain secondary to a disease 

state with objective documentation of pathology in the medical record (per symptoms, exam and 

diagnostic testing); and 3. Further surgical intervention or other treatment is not indicated or 

likely to be effective; and 4. Psychological evaluation has been obtained and evaluation states 

that the pain is not primarily psychologic in origin, the patient has realistic expectations and that 

benefit would occur with implantation despite any psychiatric comorbidity; and 5. No 

contraindications to implantation exist such as sepsis, spinal infection, anticoagulation or 

coagulopathy; and 6. A temporary trial of spinal (epidural or intrathecal) opiates has been 

successful prior to permanent implantation as defined by at least a 50% to 70% reduction in pain 

and documentation in the medical record of functional improvement and associated reduction in 

oral pain medication use. A temporary trial of intrathecal (intraspinal) infusion pumps is 

considered medically necessary only when criteria 1-5 above are met. 


