
<Date> 

Urgent Notification Regarding TIRF Products Stock 

 

Dear Wholesaler-Distributor or Pharmacy: 

The purpose of this letter is to inform wholesalers-distributors not enrolled in the modified 
TIRF REMS and pharmacies not certified in the modified TIRF REMS to immediately 
return TIRF products from stock to the manufacturer.  

You have been identified as a previously enrolled wholesaler-distributor or certified 
pharmacy in the TIRF REMS.   

If you plan to re-enroll/re-certify:  

If you are planning on re-enrolling/re-certifying, please visit the TIRF REMS website at 
www.TIRFREMSaccess.com for information about enrollment in the modified REMS, 
including Frequently Asked Questions.  

If you do not plan to re-enroll/re-certify: 

Wholesalers-Distributors must be enrolled in the modified TIRF REMS to purchase and 
distribute TIRF products. Wholesalers-Distributors not enrolled in the modified TIRF 
REMS must immediately return TIRF products from stock to the manufacturer. Only 
enrolled Wholesalers-Distributors can purchase and distribute TIRF products. 

Pharmacies must be certified in the modified TIRF REMS to dispense TIRF products. 
Pharmacies not certified in the modified TIRF REMS must immediately return TIRF 
products from stock to the manufacturer. Only certified pharmacies can dispense TIRF 
products. Patients will no longer be able to fill prescriptions at pharmacies not certified 
in the modified TIRF REMS. 

TIRF medicines are sold in the following presentation: 

Product Description NDC Package Size 
Actiq® (fentanyl citrate) oral transmucosal lozenge (NDA 
20747) 200 mcg 63459-0502-30 30 lozenge per box 

Actiq® (fentanyl citrate) oral transmucosal lozenge (NDA 
20747) 400 mcg 63459-0504-30 30 lozenge per box 

Actiq® (fentanyl citrate) oral transmucosal lozenge (NDA 
20747) 600 mcg 63459-0506-30 30 lozenge per box 

Actiq® (fentanyl citrate) oral transmucosal lozenge (NDA 
20747) 800 mcg 63459-0508-30 30 lozenge per box 

Actiq® (fentanyl citrate) oral transmucosal lozenge (NDA 
20747) 1200 mcg 63459-0512-30 30 lozenge per box 

Subject: Returning TIRF products from wholesaler-distributor or pharmacy 
stock to the manufacturer for wholesalers-distributors not enrolled in 
the modified TIRF REMS or pharmacies not certified in the modified 
TIRF REMS. 
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Product Description NDC Package Size 
Actiq® (fentanyl citrate) oral transmucosal lozenge (NDA 
20747) 1600 mcg 63459-0516-30 30 lozenge per box 

Authorized generic (fentanyl citrate) oral transmucosal lozenge 
(NDA 20747) 200 mcg 00093-7865-65 30 lozenge per box 

Authorized generic (fentanyl citrate) oral transmucosal lozenge 
(NDA 20747) 400 mcg 00093-7866-65 30 lozenge per box 

Authorized generic (fentanyl citrate) oral transmucosal lozenge 
(NDA 20747) 600 mcg 00093-7867-65 30 lozenge per box 

Authorized generic (fentanyl citrate) oral transmucosal lozenge 
(NDA 20747) 800 mcg 00093-7868-65 30 lozenge per box 

Authorized generic (fentanyl citrate) oral transmucosal lozenge 
(NDA 20747) 1200 mcg 00093-7869-65 30 lozenge per box 

Authorized generic (fentanyl citrate) oral transmucosal lozenge 
(NDA 20747) 1600 mcg 00093-7870-65 30 lozenge per box 

Fentora® fentanyl buccal tablet (NDA 021947) 100 mcg 63459-0541-28 28 tablets per box 
Fentora® fentanyl buccal tablet (NDA 021947) 200 mcg 63459-0542-28 28 tablets per box 
Fentora® fentanyl buccal tablet (NDA 021947) 400 mcg 63459-0544-28 28 tablets per box 
Fentora® fentanyl buccal tablet (NDA 021947) 600 mcg 63459-0546-28 28 tablets per box 
Fentora® fentanyl buccal tablet (NDA 021947) 800 mcg 63459-0548-28 28 tablets per box 
Authorized generic fentanyl buccal tablet (NDA 021947) 100 
mcg 51862-634-28 28 tablets per box 

Authorized generic fentanyl buccal tablet (NDA 021947) 200 
mcg 51862-635-28 28 tablets per box 

Authorized generic fentanyl buccal tablet (NDA 021947) 400 
mcg 51862-636-28 28 tablets per box 

Authorized generic fentanyl buccal tablet (NDA 021947) 600 
mcg 51862-637-28 28 tablets per box 

Authorized generic fentanyl buccal tablet (NDA 021947) 800 
mcg 51862-638-28 28 tablets per box 

Lazanda (fentanyl nasal spray), 100 mcg 71500-110-01 1 unit in 1 carton 
Lazanda (fentanyl nasal spray), 400 mcg  71500-140-01 1 unit in 1 carton 
Onsolis, fentanyl buccal soluble film, 200 mcg strength 0037-5200-30 30 units per carton 
Onsolis, fentanyl buccal soluble film, 400 mcg strength 0037-5400-30 30 units per carton 
Onsolis, fentanyl buccal soluble film, 600 mcg strength 0037-5600-30 30 units per carton 
Onsolis, fentanyl buccal soluble film, 800 mcg strength 0037-5800-30 30 units per carton 
Onsolis, fentanyl buccal soluble film, 1200 mcg strength 0037-5120-30 30 units per carton 
Subsys (fentanyl) sublingual spray, 100 mcg 71500-001-10 10 units in 1 carton 
Subsys (fentanyl) sublingual spray, 200 mcg 71500-002-30 30 units in 1 carton 
Subsys (fentanyl) sublingual spray, 400 mcg 71500-004-30 30 units in 1 carton 
Subsys (fentanyl) sublingual spray, 600 mcg 71500-006-30 30 units in 1 carton 
Subsys (fentanyl) sublingual spray, 800 mcg 71500-008-30 30 units in 1 carton 
Subsys (fentanyl) sublingual spray, 1200 mcg 

71500-012-15 
15 count (15 

blisters of 2x 600 
mcg) 

Subsys (fentanyl) sublingual spray, 1600 mcg 
71500-016-15 

15 count (15 
blisters of 2x 800 

mcg) 
Oral Transmucosal Fentanyl Citrate 200 mcg 0406-9202-30 30 units 
Oral Transmucosal Fentanyl Citrate 400 mcg 0406-9204-30 30 units 
Oral Transmucosal Fentanyl Citrate 600 mcg 0406-9206-30 30 units 
Oral Transmucosal Fentanyl Citrate 800 mcg 0406-9208-30 30 units 
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Product Description NDC Package Size 
Oral Transmucosal Fentanyl Citrate 1200 mcg 0406-9212-30 30 units 
Oral Transmucosal Fentanyl Citrate 1600 mcg 0406-9216-30 30 units 

 

If you are not enrolled or certified in the modified TIRF REMS, you need to stop 
distributing and immediately quarantine all listed TIRF medicines. Please examine your 
inventory and return all units of the listed TIRF medicines to your wholesaler within 21 
days.   

If you have any questions or require additional information, please call the TIRF REMS 
Call Center at 1‑866‑822‑1483. 

 

Sincerely, 

TIRF REMS 
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