Enbrel® (etanercept) Packaging Change/NDC Update

o

7 Attention Pharmacist:
) etanercept Manufacturer Update

Package Change/NDC The FDA has required an update to ENBREL volume descriptors.
Update on Select

ENBREL Products This update does not result in any changes to product drug, dose, price, or reimbursement.

It does trigger a requirement to update our National Drug Codes (NDC) on select ENBREL products.

NDCs Updating OLD NDC Old Descriptions in Systems NEW NDC | New Descriptions in Systems
September 2019

58406-0445-04 50 mg ENBREL SureClick® in 0.98 mL  58406-0032-04 50 mg ENBREL SureClick® in 1.0 mL

58406-0455-04 25 mg ENBREL PFS in 0.51 mL 58406-0010-04 25 mg ENBREL PFS in 0.5 mL
58406-0435-04 50 mg ENBREL PFS in 0.98 mL 58406-0021-04 50 mg ENBREL PFS in 1.0 mL
HDCS prdaéiggg OLD NDC Old Descriptions in Systems NEW NDC New Descriptions in Systems
ovember
58406-0456-04 50 mg Enbrel Mini® in 0.98 mL 58406-0044-04 50 mg Enbrel Mini®in 1.0 mL
Dispensing the The old NDCs will continue to be covered/reimbursed. We do not expect the new NDCs to require

new ENBREL NDCs a new Rx/PA.

Please note: When submitting the new 50 mg 1 pack (4 syringe) NDC for reimbursement, the volume
amount will now adjust from 3.92 mL to 4.0 mL. For the old 50 mg NDCs, the quantity will remain 3.92 mL.

Inventory Amgen recommends depleting all inventory of the old NDCs before dispensing the new NDCs.

Management Please ensure that your dispensing system has the new NDCs loaded.

If you do not see the new NDCs, please contact your pharmacy operations or IS lead.

Wholesalers will begin carrying the new NDCs when they exhaust inventory of the old NDCs,
which we anticipate will occur around mid to late August. After August, if you experience an
out-of-stock of the old NDC, please order the new NDC.

Please update your systems to order the new NDCs when they are available at your wholesaler.

Carton Update

Example OLD Enbrel Mini® 50 mg NDC 58406-456-04 NEW Enbrel Mini® 50 mg NDC 58406-044-04
Healthcare Provider Healthcare Provider
Store refrigerated at 2°C to 8°C (36°F to 46°F) in the oniginal carton Store refrigerated at 2°C to 8°C (36°F to 46°F) in the original carton
to protect from light. Do not freeze. Do not shake. If needed, Enbrel 1o protect from light. Do not freeze. Do not shake. If needed, Enbrel
may be::ipt at o l;z:vxur?‘lm ZS:C 4 7"F)l)'ie"1 “"; onginal may be kept at room temperature {up to 26°C (77°F) in the original
R — o0 O, carton and must be used within 14 days. Use space below to
B AU T |:| record the date removed from the refrigerator. I:l
3"‘58406‘456[}4 I‘s S84 06"04404
MDG 58406-456-04
YEnbror DC 58406-044-04
' etanercept etanercept
Enbrel Mini™ prefilled cartridge T ? ;
50 mg/mL Enbrel Mini® prefilled cartridge
50 mg/mL
Please see full Prescribing Information including Boxed WARNING and Medication Guide for ENBREL. A ®
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https://www.pi.amgen.com/united_states/enbrel/derm/enbrel_mg.pdf

