Cyclophosphamide

[IEND] Endoxan ® 200mg/Vial ATC Code - LO1AAOI
v 4 T A IEH «Baxter»

BB BT s O BT B o R R T R H T B TR

oL fEe ke me B S g S Bk R AR o

239 />3 ¢ Antineoplastic Agent, Alkylating Agent (Nitrogen Mustard); Antirheumatic,

Miscellaneous; Immunosuppressant Agent.

* ;2% §  Administration:
I'V: Infusion rate may vary based on protocol (refer to specific protocol for infusion
rate). Administer by direct IV injection, IVPB, or continuous IV infusion.
Dosage regimens:
U.S. labeling: Malignancy:

IV: 40 to 50 mg/kg in divided doses over 2 to 5 days or 10 to 15 mg/kg every 7 to 10
days or 3 to 5 mg/kg twice weekly

Oral: 1 to 5 mg/kg/day (initial and maintenance dosing)

Canadian labeling: Malignancy:

IV: Initial: 40 to 50 mg/kg (1500 to 1800 mg/m?) administered as 10 to 20 mg/kg/day
over 2 to 5 days; Maintenance: 10 to 15 mg/kg (350 to 550 mg/m?) every 7 to 10
days or 3 to 5 mg/kg (110 to 185 mg/m?) twice weekly

Oral: Initial 1 to 5 mg/kg/day (depending on tolerance); Maintenance: 1 to 5
mg/kg/day

Indication specific and/or off-label uses/dosing:

Acute lymphoblastic leukemia (off-label dosing): Multiple-agent regimens:

Hyper-CVAD regimen: IV:

300 mg/m? over 3 hours (with mesna) every 12 hours for 6 doses on days 1, 2, and
3 during odd-numbered cycles (cycles 1, 3, 5, 7) of an 8-cycle phase (Kantarjian,
2004)

CALGBS8811 regimen: IV:

Adults < 60 years: Induction phase: 1200 mg/m? on day 1 of a 4-week cycle; Early
intensification phase: 1000 mg/m? on day 1 of a 4-week cycle
(repeat once); Late intensification phase: 1000 mg/m2 on day 29
of an 8-week cycle (Larson, 1995)

Adults > 60 years: Induction phase: 800 mg/m? on day 1 of a 4-week cycle; Early
intensification phase: 1000 mg/m? on day 1 of a 4-week cycle
(repeat once); Late intensification phase: 1000 mg/m? on day 29
of an 8-week cycle (Larson, 1995)

Breast cancer (off-label dosing):

AC regimen: IV:

600 mg/m? on day 1 every 21 days (in combination with doxorubicin) for 4 cycles
(Fisher, 1990)

CEF regimen: Oral:

75 mg/m?/day days 1 to 14 every 28 days (in combination with epirubicin and
fluorouracil) for 6 cycles (Levine, 1998)

CMF regimen: Oral:

100 mg/m?/day days 1 to 14 every 28 days (in combination with methotrexate and
fluorouracil) for 6 cycles (Levine, 1998) or IV: 600 mg/m? on day 1 every 21 days
(in combination with methotrexate and fluorouracil); Goldhirsch, 1998)

Chronic lymphocytic leukemia (off-label dosing):

IV: R-FC regimen: 250 mg/m?/day for 3 days every 28 days (in combination with



rituximab and fludarabine) for 6 cycles (Robak, 2010)

Ewing sarcoma (off-label use):

IV: VAC/IE regimen: VAC: 1200 mg/m? (plus mesna) on day 1 of a 21-day treatment
cycle (in combination with vincristine and doxorubicin [then dactinomycin when
maximum doxorubicin dose reached]), alternates with IE (ifosfamide and
etoposide) for a total of 17 cycles (Grier, 2003)

Gestational trophoblastic tumors, high-risk (off-label use):

IV: EMA/CO regimen: 600 mg/m? on day 8 of 2-week treatment cycle (in
combination with etoposide, methotrexate, dactinomycin, and vincristine),
continue for at least 2 treatment cycles after a normal hCG level (Escobar, 2003)

Granulomatosis with polyangiitis (GPA; Wegener granulomatosis) (off-label

use; in combination with glucocorticoids):

Low-dose: Oral:

1.5 to 2 mg/kg/day (Jayne, 2003; Stone, 2010) or 2 mg/kg/day until remission,
followed by 1.5 mg/kg/day for 3 additional months (de Groot, 2009; Harper, 2012)

Pulse: IV:

15 mg/kg (maximum dose: 1200 mg) every 2 weeks for 3 doses, followed by
maintenance pulses of either 15 mg/kg IV (maximum dose: 1200 mg) every 3
weeks or 2.5 to 5 mg/kg/day orally on days 1, 2, and 3 every 3 weeks for 3 months
after remission achieved (de Groot, 2009; Harper, 2012)

Hodgkin lymphoma (off-label dosing): IV:

BEACOPP regimen:

650 mg/m? on day 1 every 3 weeks (in combination with bleomycin, etoposide,
doxorubicin, vincristine, procarbazine, and prednisone) for 8§ cycles (Diehl, 2003)

BEACOPP escalated regimen:

1200 mg/m? on day 1 every 3 weeks (in combination with bleomycin, etoposide,
doxorubicin, vincristine, procarbazine, and prednisone) for 8§ cycles (Diehl, 2003)

Multiple myeloma (off-label dosing):

Oral: CyBorD regimen: 300 mg/m? on days 1, 8, 15, and 22 every 4 weeks (in
combination with bortezomib and dexamethasone) for 4 cycles; may continue
beyond 4 cycles (Khan, 2012)

Non-Hodgkin lymphoma (off-label dosing): IV:

R-CHOP regimen:

750 mg/m? on day 1 every 3 weeks (in combination with rituximab, doxorubicin,
vincristine, and prednisone) for 8 cycles (Coiffier, 2002)

R-EPOCH (dose adjusted) regimen:

750 mg/m? on day 5 every 3 weeks (in combination with rituximab, etoposide,
prednisone, vincristine, and doxorubicin) for 6 to 8 cycles (Garcia-Suarez, 2007)

CODOX-M/IVAC (Burkitt lymphoma):

Cycles 1 and 3 (CODOX-M): 800 mg/m? on day 1, followed by 200 mg/m? on
days 2 to 5 (Magrath, 1996) or 800 mg/m? on days 1 and 2 (Lacasce, 2004), in
combination with vincristine, doxorubicin, and methotrexate; CODOX-M
alternates with IVAC (etoposide, ifosfamide, and cytarabine) for a total of 4 cycles

Lupus nephritis (off-label use):

IV: 500 mg once every 2 weeks for 6 doses or 500 to 1000 mg/m? once every month
for 6 doses (Hahn, 2012) or 500 to 1000 mg/m? every month for 6 months, then
every 3 months for a total of at least 2.5 years (Austin, 1986; Gourley, 1996)

Small cell lung cancer (SCLC), refractory (off-label use):

IV: 1000 mg/m? (maximum: 2000 mg) on day 1 every 3 weeks (in combination with
doxorubicin and vincristine) until disease progression or unacceptable toxicity
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(von Pawel, 1999)

Stem cell transplant conditioning (off-label use): I'V:

Nonmyeloablative transplant (allogeneic):
750 mg/m?/day for 3 days beginning 5 days prior to transplant (in combination
with fludarabine) (Khouri, 2008)

Myeloablative transplant:
100 mg/kg (based on IBW, unless actual weight < 95% of IBW) as a single dose 2
days prior to transplant (in combination with total body irradiation and etoposide)
(Thompson, 2008)
50 mg/kg/day for 4 days beginning 5 days before transplant (with or without
antithymocyte globulin [equine]) (Champlin, 2007)
50 mg/kg/day for 4 days beginning 5 days prior to transplant (in combination with
busulfan) (Cassileth, 1993)
60 mg/kg/day for 2 days (in combination with busulfan and total body irradiation)
(Anderson, 1996)
1800 mg/m?/day for 4 days beginning 7 days prior to transplant (in combination
with etoposide and carmustine) (Reece, 1991)
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