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Focus:  Product Situation, Strategy Tweaks, Tactics
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Chronic pain is prevalent & when diagnosed is generally treated (areas where 

studying FENTORA is most prevalence)

The question remains, “Is it being treated effectively?”
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Chronic cancer pain is often thought of as having 2 components: persistent pain, or pain 

that is continuous throughout the day (ie, is experienced for at least 12 hours per day); 

and breakthrough pain, a transitory exacerbation, or flare, of moderate-to-severe pain 

that occurs in patients on chronic opioid therapy with otherwise stable persistent pain. 

Each component requires independent assessment and targeted treatment.

The graphic illustrates how breakthrough pain “breaks through” the level of analgesia 

provided by the around-the-clock medication used to control a patient’s persistent pain.
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What’s it being treated with?

ATC – LAO or SAO, LAO + SAO

P-16291 _ 00015



14

P-16291 _ 00016



15

What’s it being treated with?

P-16291 _ 00017



16

P-16291 _ 00018



17

First year LAO value declined
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Big market – down slightly due to LAO generic entry

•LAO make up biggest value (but slightly declining due to generic entry)

•Actiq makes up the majority of pure SAO value (only branded pure SAO in 

2005), but only captured a small part of volume

Combo SAOs make up biggest volume (mostly generic) – a large percentage 

used for acute pain
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Pure SAOs have strong growth in terms of both Value & Volume

Fentanyl made up the largest value in 2005 due to branded Actiq, all other compounds 

are generic

Oxycodone dominates the Pure SAO mkt in terms of volume

•Fentanyl is often perceived as a more potent analgesic and held in reserve

Actiq makes up the majority of Pure SAO value (only branded in 2005), but only minimal volume

Oxycodone: 8 generics, OxyIR®, Oxyfast®, Roxicodone®, Oxydose®

Morphine: 9 generics, MSIR®, Roxanol™

Hydromorphone: 16 generics, Dilaudid® 

Fentanyl: Actiq®
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Fentanyl made up the largest value in 2005 due to branded Actiq, all other compounds 

are generic

But in terms of volume, oxycodone makes up the majority of the pure SAO mkt

•Fentanyl is often perceived as a more potent analgesic and held in reserve
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Endo is making significant efforts to be leader in chronic pain

Other competitors attempting to sustain market presence
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BDSI – Bema (fentanyl) is scheduled for early 3Q’08 launch
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Note:  Medicare falls under TPP (to small to blow out)
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FENTORA (fentanyl buccal tablet) is a potent opioid analgesic, intended for buccal 

administration. FENTORA employs the OraVescent® drug delivery technology and is 

designed to be placed and retained within the buccal cavity for a period sufficient to 

allow tablet dissolution and absorption of fentanyl across the oral mucosa.

FENTORA is formulated as a flat-faced, round, beveled-edge tablet that contains 

fentanyl citrate, sodium bicarbonate, sodium carbonate, citric acid, and other inactive 

ingredients.

P-16291 _ 00039



38

P-16291 _ 00040



39

P-16291 _ 00041



40

Efficacy – Duration:  matches BTP profile

SE – Fentora application site abnormalities, Actiq applic site + tooth decay, SAOs
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Market Research Barriers

Field Feedback/Objections:

•Taste

•Dosing & Titration (conversion chart)

•Application site abnormalities
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Mention volume has leveled off
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PDEs with dedicated Field Force roughly mirrored that of combined Field Force

More focused details maintained TRx volume

Price increase impacted TRx volume in mid 2006
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Underlying conditions treated w/ Actiq mirror that of the opioid market
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Prior to Oct 2006

•Actiq was sole ROO

•Consistent Value growth (more recently due to 

price increases)

•Strong Volume growth up to 2004 (reached 

plateau)  

As of Oct 2006

•Generic OTFC introduced

–Captured 21% of volume 

•FENTORA introduced
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–Captured 13% of volume 
Fentanyl made up the largest value in 2005 due to branded Actiq, all other compounds 

are generic

But in terms of volume, oxycodone makes up the majority of the pure SAO mkt

•Fentanyl is often perceived as a more potent analgesic and held in reserve
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We had to make several assumptions.

All New York PCS and Oncology Reps. were removed from the data because they are 

not allowed to redeem Vouchers in that state.( 6 PCS and 3 Oncology) 

There are 75 Vouchers given to each PCS and Oncology Reps (PCS 

75*93=6975) (ONC 75*25=1875) (Grand Total = 8850) 

We cannot determine how many vouchers the physicians received. 

Q42006 had a total of 2740 Vouchers that were redeemed 

2740/8850 = 30.96%
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Actiq (only ROO prior to LOE) slightly declining in 2006 prior to LOE.  

Partially related to price increases
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Importance of timing:  FENTORA launch in concert w/ generic entry

4th qrtr launch difficult - seasonality
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Still in launch phase, after 2 mths

Still our bread & butter
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Still in launch phase, after 2 mths

Still our bread & butter
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Position doesn’t change
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One data point
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• A common approach to managing BTP is to increase the ATC medication to cover 

these episodes of BTP1,2

• However, if the ATC analgesic is raised high enough to cover the episodes of BTP, 

patients may become overmedicated and have increased likelihood of adverse 

effects2

• Patients typically report excessive sedation when overmedicated2

• By raising the ATC dosage excessively, the optimal balance between analgesia and 

adverse effects may be lost2

References
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• To address the issue of overmedication, most dosing guidelines for cancer and 

noncancer pain recommend that whenever a longer-acting opioid is   prescribed for 

chronic pain, a shorter-acting opioid should also be prescribed to treat episodes of 

BTP (ie, supplemental dose)1

• The goal for using a supplemental opioid dose to treat BTP is to provide rapid and 

effective pain relief without overmedicating the patient1,2

• The onset of effect with typical tablet and liquid-formulation hydrophilic opioids 

takes approximately 30–45 minutes; the onset of these medications may not match 

the rapid onset of a typical BTP episode1,2

• This results in a “pain gap,” which is the length of time between the occurrence of 

significant BTP and the time of meaningful pain relief1,2

• This time delay can be problematic for patients whose BTP reaches maximal 

intensity quickly1,2
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The ideal pain medication would match the characteristics of BTP with rapid 

onset and a short duration.  This would lead to fewer side effects for the patient 

because the phenomenon of overmedication would be unlikely to occur and it 

would not require the patient to “wait” for the medication.
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• .

• Other Venues such as: AARP Life @ 50+ Event, NBC Health Fairs, regional 

patient group meetings such as Cure Patient Survivor Forums (4 per year), 

September Pain Awareness events at local pain clinics, support group 

meeting at NCI designated cancer centers, YMCAs and senior living 

facilities, NCOA chapters
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• .

• Other Venues such as: AARP Life @ 50+ Event, NBC Health Fairs, regional 

patient group meetings such as Cure Patient Survivor Forums (4 per year), 

September Pain Awareness events at local pain clinics, support group 

meeting at NCI designated cancer centers, YMCAs and senior living 

facilities, NCOA chapters

P-16291 _ 00181



179

•Encourage patients to submit their story online about their journey through BTP 

in hopes that their stories may help others

•Patients fill in required contact information as provide their story

•Contact information is automatically entered into a database for follow up
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