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Key Messages

+ No evidence was found regarding the clinical effectiveness of iron isomaltoside for
non-pregnant patients with menorrhagia or other gynecologic indications.

+ One non-randomized study was identified regarding the clinical effectiveness of iron
isomaltoside for patients with anemia related to pregnancy.

+ Two randomized controlled trials were identified regarding the clinical effectiveness of iron
isomaltoside for postpartum patients with anemia.

Research Questions

1. What is the clinical effectiveness of iron isomaltoside for non-pregnant patients with
menorrhagia or other gynecologic indications?

2. What is the clinical effectiveness of iron isomaltoside for patients with anemia related
to pregnancy?

3. What is the clinical effectiveness of iron isomaltoside for postpartum patients
with anemia?

Methods

Literature Search Methods

A limited literature search was conducted by an information specialist on key resources
including MEDLINE, Embase, the Cochrane Database of Systematic Reviews, the international
HTA database, the websites of Canadian and major international health technology agencies,
as well as a focused internet search. The search strategy comprised both controlled
vocabulary, such as the National Library of Medicine’'s MeSH (Medical Subject Headings),
and keywords. The main search concepts were iron isomaltoside, iron deficiency anemia,
menorrhagia, pregnant patients, postpartum patients, and patients with other gynecologic
indications. No filters were applied to limit the retrieval by study type. Comments, newspaper
articles, editorials, conference abstracts, and letters were excluded. Where possible, retrieval
was limited to the human population. The search was also limited to English language
documents published between January 01, 2016 and November 15, 2021. Internet links were
provided, where available.

Selection Criteria and Summary Methods

One reviewer screened literature search results (titles and abstracts) and selected
publications according to the inclusion criteria presented in Table 1. Full texts of study
publications were not reviewed. The Overall Summary of Findings was based on information
available in the abstracts of selected publications.
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Table 1: Selection Criteria

Criteria Description

Population

Q1: Non-pregnant patients with menorrhagia and other gynecologic indications
Q2: Patients with anemia related to pregnancy

Q3: Postpartum patients with anemia due to any reason (e.g., postpartum hemorrhage patients, post,
pre, peri-operative c-section patients with borderline hemoglobin levels)

Intervention

IV iron isomaltoside (any dosage; Monofer, Monoferric, ferric derisomaltose)

Comparator

IV iron sucrose (e.g., Venofer); injected iron dextran; IV sodium ferric gluconate (e.g., Ferrlecit); oral
iron medications (e.g., Ferrous gluconate [e.g., Fergon, Ferralet and Simron], Ferrous fumarate [e.g.,
Hemocyte, Ferretts Iron, Ferrocite], Ferrous sulphate [e.g., FeroSul, Feosol Original, Iron Sulphate, Fer-
In-Sol], Polysaccharide Iron Complex Oral, Alpha Heme Iron [e.g., OptiFer], Heme Iron polypeptide [e.g.,
Proferrin])

Outcomes

Q1 to Q3: Clinical effectiveness (e.g., hemoglobin levels, ferritin levels, time to recovery of hemoglobin or
ferritin level, iron or transferrin saturation, serum iron levels, safety, maternal and fetal outcomes)

Study designs

Health technology assessments, systematic reviews, randomized controlled trials, non-randomized
studies

Results

Three relevant references were identified for this report.™ One non-randomized study was
identified regarding the clinical effectiveness of iron isomaltoside for patients with anemia
related to pregnancy.® Two randomized controlled trials were identified regarding the clinical
effectiveness of iron isomaltoside for postpartum patients with anemia. No relevant health
technology assessments or systematic reviews were identified.

Additional references of potential interest that did not meet the inclusion criteria are provided
in Appendix 1.

Overall Summary of Findings

One non-randomized study® assessed the clinical effectiveness of patients with anemia
related to pregnancy, comparing Monofer (IV iron isomaltoside) to Venofer (IV iron sucrose)
in pregnant patients. The authors reported no severe drug reactions in either group, and
that a small number of patients in the Monofer group experienced flushing, headaches,

and vomiting.®

Two randomized controlled trials™? assessed the clinical effectiveness of IV iron isomaltoside
compared to oral iron in women following postpartum hemorrhage. One study? was a
subanalysis limited to patients with severe fatigue following the hemorrhage. Both studies’?
reported that a single-dose IV infusion was associated with improvements in physical fatigue,
depression, hematological parameters, and iron parameters; both also reported no serious
adverse events.

No relevant literature was found regarding the clinical effectiveness of iron isomaltoside
for non-pregnant patients with menorrhagia or other gynecologic indications; therefore, no
summary can be provided.
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