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NAME:

Sodium ferric gluconate complex in sucrose injection (SFGC)
SYNONYMS:
Ferrlecit®
USES:



· Appropriate Uses:

1. For the treatment of iron deficiency anemia in patients who are undergoing hemodialysis and receiving supplemental erythropoietin (ie, epoetin alfa) therapy

2. As a maintenance therapy to prevent anemia in patients who are undergoing hemodialysis and receiving supplemental erythropoietin (ie, epoetin alfa) therapy
3. For the treatment of patients with pre-dialysis chronic renal failure (ie, CRF not yet requiring hemodialysis) who require iron therapy and who cannot reasonably be treated with oral iron preparations (eg, patients with significant iron loss due to other factors)
4. For the treatment of iron deficiency states from causes other than chronic renal failure (eg, significant blood loss) when the administration of an oral iron preparation is not feasible
· Inappropriate Uses: 

1. As a maintenance therapy for iron deficiency anemia in patients who can reasonably be treated with oral iron preparations (Oral therapy is likely to be effective for patients with chronic renal failure who do not yet require hemodialysis; however, it is generally ineffective in hemodialysis patients.)

2. Use for anemia not associated with iron deficiency (absolute contraindication)

3. Use in patients hypersensitive to sodium ferric gluconate or any formulation components (absolute contraindication)

4. Use in patients with evidence of iron overload (absolute contraindication)

FORMULARY RESTRICTION:
· Formulary agent

· Preferred injectable iron preparation

· Restricted to drug use criteria
THERAPEUTIC DUPLICATION:

· Iron dextran injection (formulary)
· Oral ferrous sulfate (formulary)
· Iron sucrose injection (non-formulary)
· Oral ferrous gluconate (non-formulary)
DRUG THERAPY SELECTION:

· Efficacy

1. SFGC has been shown to be effective in increasing hematocrit, hemoglobin, and serum ferritin levels in hemodialysis patients on erythropoietin therapy for iron deficiency anemia. It has not been shown to be more effective than iron dextran.
2. SFGC has been used as a maintenance therapy in patients on hemodialysis. These patients generally require parenteral iron supplementation, because iron loss/utilization is higher than the amounts that can reasonably be delivered by the oral route.

· Safety

1. Although serious hypersensitivity reactions are rare with SFGC, several have been reported. One life-threatening reaction was observed in a single-dose post-marketing safety study in 1,097 patients. The estimated incidence of serious reactions precluding further treatment is 0.8%, based on case reports, the initial clinical trials, and post-marketing studies. Although most of these reactions were of the allergic type, some were not (eg, hypotension, nausea).
2. SFGC is associated with fewer life-threatening allergic-type reactions than is iron dextran (0.04% versus 0.61% in one study).
3. The most frequent adverse reactions in a single-dose, post-marketing safety study in 1,097 patients were hypotension  (2%), nausea/vomiting/diarrhea (2%), general pain (0.7%), hypertension (0.6%), allergic-type reactions (0.5%), chest pain (0.5%), pruritis (0.5%), and back pain (0.4%).
· Cost/Availability:

	Product

(Formulary Status)
	Unit
	Unit Cost
	Cost/Regimen

	SFGC Inj.

(formulary, preferred)
	5-mL ampule of 62.5 mg (Fe)
	$8.50
	Year of low-dose QM dosing*: $102.02

1-g repletion course: $136.03

2-g repletion course: $204.05

	Iron Dextran Inj.

(formulary, non-preferred)
	2-mL ampule of 100 mg (Fe)
	$17.01
	1-g repletion course: $170.14

2-g repletion course: $340.28

	Iron Sucrose Inj.

(non-formulary)
	5-mL ampule of 100 mg (Fe)
	$34.14
	1-g repletion course: $341.40

2-g repletion course: $682.80

	Ferrous Sulfate PO

(formulary)
	325-mg tablet (FeSO4) 
	$0.01
	Year of therapy with 325 mg PO TID:

$10.68 (mostly CMOP fees)


PRECAUTIONS:

· Iron is not readily eliminated from the body, and accumulation can result in toxicity. 

· The risk of serious reactions to SFGC is higher in patients who have previously demonstrated intolerance to iron dextran (2.8% versus 0.8%).

DRUG-DRUG INTERACTIONS:

· Drug-drug interactions involving SFGC have not been formally studied.

· SFGC may be expected to reduce the absorption of iron from concomitantly administered oral preparations.

· SFGC should not be mixed with any parenteral agent other than normal saline.
· Patients on concomitant ACE inhibitor treatment may be more likely to experience intolerance to SFGC.
ADDITIONAL SAFETY CONCERNS:

· Potential for confusion with iron dextran (INFeD®, Dexferrum®)

· Potential for confusion with iron sucrose injection (Venofer®)

· Potential for confusion with ferrous gluconate elixir or tablets
· Potential for injection of glass fragments from the opened ampule if filter needles are not used reliably
DOSING AND ADMINISTRATION:

· The recommended dose of SFGC for correction of iron deficiency in hemodialysis patients is 10 mL (125 mg elemental iron). 

· The dose may be diluted in 100 mL of 0.9% sodium chloride and administered IV over 1 hour (use immediately after dilution). It may also be administered undiluted by slow IV injection (ie, not to exceed 12.5 mg/min [1 mL/min]). A test dose is not required.

· Infusions and slow IV injections can be administered during hemodialysis, since the iron in SFGC is minimally (ie, <1%) dialyzable.

· Most patients require a minimum cumulative dose of 1 g of elemental iron administered over 8 sequential hemodialysis sessions to achieve a favorable hemoglobin or hematocrit response. Therapy may be continued at the lowest dose necessary to maintain laboratory parameters at goal.
· For maintenance therapy in patients on hemodialysis, SFGC has been used at a dose of 5 mL (62.5 mg elemental iron) once monthly during a hemodialysis session. Therapy should be adjusted as necessary.
RECOMMENDED MONITORING:

· Therapeutic:

1. Serum ferritin

2. Hemoglobin

3. Hematocrit

4. Signs and symptoms of anemia (eg, pallor, dizziness)

· Safety/Adverse Effects:

1. Hypersensitivity-type reactions (eg, dyspnea/wheezing, flushing/diaphoresis, pruritis/rash)

2. Hyper- or hypotension

3. Nausea/vomiting

4. Pain (chest, back, general) 
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