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Abstract :

Objectives: Iron deficiency anemia is the most common hematological but manageable health problem
encountered among the pregnant women globally but more common in developing countries like India.
Methods: It is interventional prospective comparative study conducted in Department of Obstetrics and
Gynaecology at Santosh Medical College over a period of 9 months from September 2023- April 2024. 100
pregnant patients with hemoglobin in the range 7 gm/dl - 9 gm/dl between 16 to 34 weeks gestation were
selected randomly. Patients were divided into two groups 50 each. Group 1 is Iron Sucrose (IS) group- patients
were treated with intravenous iron sucrose in multiple doses on alternate days on 0,2,4,6 and 8, 200mg per
day, total of 1000mg. Group 2 is Ferric

Carboxymaltose (FCM) group were treated with intravenous FCM 1000mg single dose. In both group
Hemoglobin and Serum ferritin were assessed before and after (3 & 6 weeks) parenteral therapy.

Results: There is significant rise of hemoglobin >2 gm/dl in Group 2 (FCM) as compared to in Group 1 (Iron
sucrose). The single dose regime of FCM group was having very good compliance as compared to Iron
sucrose group.

Conclusion: Intravenous Ferric carboxymaltose is more effective and safer as compared to Intravenous Iron
sucrose in the management of anemia during pregnancy.
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INTRODUCTION

Iron deficiency anemia is the most common and major hematological, nutritional deficiency but manageable
health problem encountered among the pregnant women globally but more common in developing countries
especially in tropics like India especially in under privileged population.

Iron Deficiency Anemia is the most common anemia with significant effect over health status [1]. According to
WHO about 591,000 peri-natal deaths and 115,000 maternal deaths globally are due to iron deficiency anemia
directly or indirectly [2]. Prevalence of anemia in South Asian countries is the highest in the world. About half
of the global maternal mortality due to anemia occur in South Asian countries and India contributes to 80% of
it [3]. WHO, defined anemia in pregnancy as hemoglobin levels < 11gm% and hematocrit < 33%? [4]. ICMR
(Indian medical Council and research) has categorized anemia during pregnancy as - Mild anemia - Hb -10 -
10.9gm%, Moderate anemia -Hb - 7 - 9. gm%, Severe anemia - Hb — 4.6 - 6gm%, very severe anemia- Hb- <
4gm% [5]. Anemia affects all age groups starting from puberty and adolescence to peri-menopausal age. High
incidence of anemia in India are because of low dietary intake of iron, poor bio-availability of iron, faulty food
habits, phytate rich Indian diet, chronic blood loss during menses and high prevalence of infections like malaria
and hookworm infestations [6].

So Many women have low or empty iron stores already at the start of pregnancy. A large French study, which
included a total of 6648 women, showed depleted iron stores (serum ferritin <15 pg/L) in one out of five women
(22.7%) of childbearing age [7]. During pregnancy, the physiological need for absorbed iron increases from
0.8 mg/day in the first trimester to 7.5 mg/day in the third trimester [8]. Dietary iron intake does not compensate
for this strongly increased iron demand. Consequently, the risk of iron deficiency and, ultimately, iron deficient
anemia increases during pregnancy. The condition gets aggravated in pregnancy due to increase demand of
the growing fetus.

General symptoms of anemia are fatigue, dizziness, and impaired immune response predisposing to infections
[9].

Anemia during pregnancy is associated with increased morbidity and mortality of pregnant women and their
developing fetuses [10]. Iron deficiency anemia has been shown to be associated with an increased risk of
premature birth and low birth weight [11], preeclampsia [12], placental abruption, and increased peripartum
blood loss [13] as well as cardiac failure and related death [14-16].

In pregnant women, oral iron is often used for prophylaxis of iron deficiency and is recommended as first-line
treatment for pregnant women with iron deficiency anemia [17].
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However, oral iron substitution has shown to be insufficient for the treatment of moderate to severe iron
deficiency anemia in second and third trimester, and is often associated with

noncompliance due to gastrointestinal side effects like nausea, diarrhea, heartburn, bloating, constipation and
dark stools [18].

Therefore, guidelines recommend that physicians consider intravenous (i.v.) iron administration in pregnant
women with severe iron deficiency anemia (Hb < 9.0 g/dL), and in case of intolerability to oral iron as well,
insufficient Hb increase after oral iron treatment or if there is a need for rapid Hb reconstitution [17-19].
Intravenous (i.v.) iron preparations provide greater and more rapid repletion of iron stores than oral iron therapy
without the gastrointestinal side effects associated with oral substitution [18]. Parenteral therapy promises a
better response in anemic patients and can obviate the need for blood

transfusions in the antenatal and postpartum period [20].

The most commonly used intra venous iron preparation is Iron Sucrose. It does not require test dose and safe.
The only disadvantage is limited dose can be given at one time. The

maximum permissible dose is 200mg per day or 600 mg per week and requires multiple hospital visits and
puts a heavy burden on hospital resources.

Ferric carboxymaltose (FCM) is the latest i.v. iron formulation which can be used at high doses and allows
rapid administration (up to 1000 mg in a single dose infused in 15 min). Because it is free of dextran and its
derivatives, FCM does not cross-react with dextran antibodies [21, 22] and never needed the administration of
a test dose. More recently, the European Medicines Agency (EMA) concluded that no test dose should apply
to i.v. iron products authorized in the European Union; yet staff and facilities to evaluate and manage
anaphylactic or anaphylactoid reactions should be immediately available [23].

FCM molecule is novel iron complex which consist ferric hydroxide core chelated in a carbohydrate shell and
this complex taken up by macrophages as a whole avoiding iron toxicity and oxidative stress [22].

MATERIALAND METHODS

The present study was conducted in the Department of Obstetrics and Gynecology, Santosh Medical College
. This was an intervention Prospective Comparative Study done over a period of 9 months (September 2023-
2024) after approval from hospital ethical committee. The antenatal women attending Department of OBG
were the source of our sample. 100 antenatal women were studied, 50 of whom were given Iron Sucrose
infusion and the remaining 50 were given Ferric Carboxymaltose infusion.

Inclusion Criteria

Antenatal women attending between 16-34 weeks of gestational age, with hemoglobin between 7gm% to 9
gm%, Serum ferritin level < 30 mcg/L, microcytic hypochromic anemia, with iron intolerance to oral therapy,
likely to come for follow up, willing for enrolment in study.

Exclusion Criteria

Anemia due to other cause, presence of chronic infections like hepatitis, HIV, known case of hypersensitivity
to iron preparations, serum transaminase > 1.5 times, serum creatinine level >2mg/dl and Thalassemia, A
detailed clinical history (menstrual, obstetric), previous treatment history, including iron therapy, compliance
with oral iron and chronic medical illness. Demographic data like age, education, socioeconomic status, height,
weight was recorded in Performa. Complete general physical examination and obstetric examination was
done. Routine antenatal investigations were done according to standard departmental protocol. Investigation
related to anemia like hemogram, peripheral blood smear, red cell indices (MCHC, MCV, MCH), Hb
electrophoresis, serum ferritin levels, serum iron were done.

Total Iron Requirement was calculated

Total iron dose required (mg) = 2.4 x Body weight(kg) x (Target Hb - Actual Hb) + 500mg (storage iron).
Target Hb level has been taken as 11 gm/dl or % Routine deworming of all antenatal women done by oral
albendazole tablet 400mg.

Group 1: Iron Sucrose (IS)

Iron sucrose was given in a dose of 200 mg intravenously 100 ml 0.9% Normal saline over a period of 30mins.
on alternate days until the total dose was administered, not to exceed 600 mg per week. The first few ml was
infused intravenously over a period of 15 mins, if there was no adverse reaction remaining amount was infused
over 30 mins period.

Group 11: Ferric Carboxymaltose (FCM)

Ferric carboxymaltose was given in 0.9% Normal Saline as follows

100 - 500 mg in 100ml NS - 15 mins duration

500 - 1000mg in 200ml NS - 30 mins duration,

Maximum dose per sitting was 1000mg. Subsequent doses if needed were planned on 7th and 14th day.
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The general condition of antenatal period, blood pressure, pulse rate was noted before infusion and every 5
mins during infusion.

Fetal heart rate was monitored before and after infusion. Any minor and major adverse effects were noted.
Hemoglobin level and serum ferritin was done after 3 and 6 weeks.

Statistical analysis
The statistical data was done by statistical package for social science (SPSS)

Results

Results were encouraging with good patient satisfaction, satisfactory rise in Hb and serum ferritin, easy
administration of dose and minimal side effects. Epidemiology, both the groups were compared with age,
socioeconomic class, parity and residence. Both the group were comparable on base line characteristics.
Patients were taken from all age group of 19-41 year of age and most of the patients were below 30 years of
age. Most of the patients were multipara in both groups and most of the patients were illiterate Mean Hb in
patients of Group | (IS) was 8.28 g/dl and that of Group II((FCM) was 8.27 g/dl both groups being statistically
comparable (p< 0.0001).

At three weeks post treatment, mean total Hb level was significantly higher in Group Il as compared to that of
Group | (9.83 g/dl verses 8.92 g/dl p< 0.0001). Mean rise in Hb was 0.64g/dl in Group | and 1.56 g/dl in Group
Il . At six weeks after treatment mean total hemoglobin level was significantly higher in Group Il as compared
to Group | (10.99/dl verses 10.1g/dl p< 0.0001). At six weeks mean rise in Hb level in Group | was 1.82 g/dl
as compared to 2.6 g/dl in group 1l , the rise is highly significant statistically (p< 0.0001). At six weeks after
treatment in Group | patients rise in Hb was from 0.64 to 1.82 only, while in Group Il was significantly more
from 1.56 g/dl to 2.6 g/dl . Mean baseline serum ferritin in Group | was 14.2mcg/L and in Group Il was
12.6mcg/L, the difference being statistically insignificant (p=0.21). At 3 weeks post-treatment mean total serum
ferritin level was significantly higher in Group Il as compared to Group 1(146.4mcg/L verses 104.6mcg/L, P<
0.0001). Total rise in mean serum ferritin level at three weeks was more in Group Il as compared to Group |
(133.8 vs 90.4mcg/L). Statistically the rise was higher (p< 0.0001). Mild adverse reactions were observed in
28% patients in Group | and in Group Il 16% patients. No major side effect was noted making the both drugs
safe in pregnancy. Mean duration of hospital stay in Group | was 10.2 days and it was very less in Group 1l 3.2
days.

Discussion

We as a nation have been battling against anemia since many years. Iron is one of the most abundant minerals
in nature and most life forms require it. Ironically, it is also the most common nutrient deficiency in the world
leading to anemia, which has now become a serious global health concern. It is alarming to know that the
prevalence of anemia in India is as high as 62% and it is projected that India has the utmost prevalence among
the South Asian countries [24]. World Health Organization recommends Hb concentration value of minimum
11gm% during pregnancy and in peripartum period. The prevalence pertaining to anemia in pregnancy is 33-
89% and incidence being 42% (WHO, 2015) [25]. As per ICMR 2010, 87% pregnant women are anemic out
of which 10% have severe anemia. As per NFHS-2, 46% of urban women are anemic [26]. Anemia in
pregnancy is associated with unfavorable consequences both for mother and perinatal mortality and morbidity.
The detection of anemia in pregnancy and its effective management is available, affordable and possible. This
study aimed to compare between parenteral iron sucrose and ferric carboxymaltose which is newer drug
approved for use in iron deficiency anemia during second and third trimester. In our study mean age of patients
was 23-25 years of age and mean gestational age was 30-32 weeks. In our study anemia is more common in
multigravida than in primigravida. We found that anemia is more common in urban area (due to faulty dietary
habits) as compared to rural area. In our study average rise of hemoglobin at six weeks was1.82 g/dl in Iron
sucrose group while 2.6 g/dl in ferric carboxymaltose group. Similarly, there is major difference in rising of
serum ferritin in both groups. Average rise of serum ferritn in IS Group was 79.2mcg/L while in FCM Group
was 111.7mcg/L. In our study mean duration of hospital stay in Group | was 10.2 days and it was very less in
Group Il 3.2 days This study was conducted with the aim to compare the efficacy and safety of intravenous
iron sucrose with ferric carboxymaltose in iron deficiency anemia of pregnancy. Iron sucrose was given as
200mg/day an alternate day while ferric carboxymaltose as 1000mg/week uptill desired iron required. In this
study number of required iron sucrose for desired requirement was 4-6 doses as compared to 1-3 doses of
Ferric carboxymaltose. Ferric carboxymaltose thus seems to superior iron sucrose for definitive treatment of
anemia in pregnancy. The only limiting factor is its high cost but this is very well compensated when the number
of visits/days of admission in hospital is taken into account. Also reduced frequency of venous access reduces
the risks of infection.
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Conclusion

Treatment with FCM resulted in rapid replenishment of iron stores in pregnant women with significantly high
Hb rise over a 6 weeks period. The convenient dosing with lesser total number of required doses resulted good
compliance. Significantly shorter duration of treatment with FCM when considered in a community setting with
a patient friendly dosing causes less discomfort and hospital visits. Because of high efficacy and safety of FCM
it must be used as a first line drug in the management of Iron deficiency anemia in pregnancy to decrease high
incidence and burden of the disease on our society set up.

References:

1. FOGSI General Clinical Practice Recommendations. Management of iron deficiency anaemia in pregnancy.
2016; Available at; (http://www.fogsi.org/wp- content/uploads/2016/05/The- evidence-based _ IDA
pregnancy-24-May-2016-Cleanpdf. (Accessed on December 2018)

2. WHO| Comparative quantification of health risks. WHO. [cited2017Nov12].Available from:http://www.who
.int/healthinfo/global_burde_disease/cra/en/

3. Ezatti M, Lopez AD, Rodgers A, Vander Hoorn S, Murray CJL. Comparative risk assessment collaborating
group. Selected major risk factors and global and regional burden of disease. Lancet Lond Engl. 2002;
360(9343):1347-1360. doi:10.1016/S0140-6736(02)11403-6[PubMed] [CrossRef] [Google Scolar].

4. Centre for disease control (CDC), criteria for anemia in children and child bearing age women MMWR. 1989;
38:400-4. Available at https://www.cdc.gov/IMMWR/preview/mmwrhtml|/0005188 0.htm.(Accessed on
November2018).

5. FOGSI General Clinical Practice Recommendations. Management of Iron Deficiency Anemia in Pregnancy.
Available  at;www.fogsi.org/wp-content/uploads/2017/gcpr- recommendtion-ida.pdf.(accessed on
December 2018)

6. Singh P, Tuteja GS. Micronutrient profile of Indian children and women: summary of available data for iron
and vitamin A. Indian Pediatr. 2003; 40(5):477-479. [PubMed] [Google Scholar]

7. Galan P, Yoon HC, Preziosi P et al. Determining factors in the iron status of adult women in the SU.VI.MAX
study. Supplementation en Vitamines et Minéraux Antio Xydants, European Journal of Clinical Nutrition
View at Google Scholar. 1998; 52(6):383—388.

8. Milman N, Bergholt T, Byg KE, Eriksen L, Graudal N. Iron status and iron balance during pregnancy. A
critical reappraisal of iron supplementation, Acta Obstetricia et Gynecologica Scandinavica. View at
Publisher. View at Google Scholar. View at Scopus. 1999; 78(9):749-757.

9. Allen LH. Anemia and iron deficiency: effects on pregnancy outcome, The American Journal of Clinical
Nutrition View at Google Scholar. View at Scopus. 2000; 71(5):1280s—1284s.

10. Murphy JF, Newcombe RG, O'Riordan J, Coles EC, Pearson JF. Relation of haemoglobin levels in first
and second trimesters to outcome of pregnancy, The Lancet, View at Publisher. View at Google Scholar.
View at Scopus. 1986; 327(8488):992-995.

11. Scholl TO. Iron status during pregnancy: setting the stage for mother and infant, The American Journal of
Clinical Nutrition View at Google Scholar. View at Scopus. 2005; 81(5):218s—-1222s.

12. Milman N, Agger AO, Nielsen OJ. Iron status markers and serum erythropoietin in 120 mothers and
newborn infants. Effect of iron supplementation in normal pregnancy, Acta Obstetricia et Gynecologica
Scandinavica, View at Publisher. View at Google Scholar. View at Scopus. 1994; 73(3):200-204.

13. Arnold DL, Williams MA, Miller RS, Qiu C, Sorensen TK. Iron Deficiency anemia, cigarette smoking and
risk of abrupti placentae, Journal of Obstetrics and Gynaecology Research. View at Publisher. View at
Google Scholar. View at Scopus. 2009; 35(3):446-452.

14. Reveiz L, Gyte GM, Cuervo LG, Casasbuenas A. Treatments for iron-deficiency anaemia in pregnancy,
Cochrane Database of Systematic Reviews, no. 10, Article ID CD003094. View at Google Scholar. View
at Scopus, 2011.

15. Viteri FE. The consequences of iron deficiency and anaemia in pregnancy on maternal health, the foetus
and the infant, SCN News, View at Google Scholar. View at Scopus. 1994; 11:14-18,

16. Villar J, Merialdi M, Gulmezoglu AM et al. Nutritional interventions during pregnancy for the prevention or
treatment of maternal morbidity and preterm delivery: an overview of randomized controlled trials, The
Journal of Nutrition. View at Google Scholar. View at Scopus. 2003; n133(5/2):1606s-1625s.

17. Breymann C, Honegger C, Holzgreve W, Surbek D. Diagnosis and treatment of iron-deficiency anemia
during pregnancy and postpartum, Archives of Gynecology and Obstetrics. View at Publisher. View at
Google Scholar. View at Scopus. 2010; 282(5):577-580.

18. Milman N. Prepartum anaemia: prevention and treatment, Annals of Hematology. View at Publisher. View
at Google Scholar. View at Scopus. 2008; 87(12):949-959.

19. Beris P, Maniatis A, Guidelines on intravenous iron supplementation in surgery and obstetrics/gynecology,
Transfusion Alternatives in Transfusion Medicine, View at Google Scholar. 2007; 9:29-30.

Cuest.fisioter.2025.54(4):4855-4859 4858



http://www.fogsi.org/wp-
https://www.cdc.gov/MMWR/preview/mmwrhtml/0005188

{

Dr Mansi Chaudhary et al

20.

21.

22.

23.

24,

25.

26.

Comparative Study Of Iron Sucrose Versus Ferric Carboxymaltose In The Management Of Iron Deficiency
Anaemia In Pregnant Women

Kriplani A, Mahey R, Dash BB, Kulshreshta V, Agarwal N, Bhatia N, Intravenous iron sucrose therapy for
moderate anemia to severe anemia in pregnancy. Indian J Med Res. 2013; 138:78-82 [ PMC free
article][PubMed] [Google Scholar]

Neiser S, Wilhelm M, Schwarz K, Funk F, Geisser P, Burckhardt S. Assessment of dextran antigenicity of
intravenous iron products by an immunodiffusion assay, Portuguese Journal of Nephrology and
Hypertension, View at Google Scholar. 2011; 25(3):219-224.

Geisser P. The pharmacology and safety profile of ferric carboxymaltose (Ferinject): structure/reactivity
relationships of iron preparations, Portuguese Journal of Nephrology and Hypertension, View at Google
Scholar. 2009; 23(1):11-16.

European Medicines Agency (EMA), Assessment Report for: Iron Containing Intravenous (IV) Medicinal
Products, 2013, http://www.ema.europa.eu/docs/en GB/document library/Referrals document/IV iron
31/WC500150771.pdf

Singh U, Singh SP, Niranjan A, Sharma S, Srivastava A, Kumar H. Prevalence of anemia in pregnancy in
Rural Western U.P: a prospective study. IJPHD. 2011; 2(2):60-3.

World Health Organization. Micronutrient deficiencies: prevention and control Guidelines. Geneva: World
Health Organization, Available at, 2015.https://www.who.int/nutrition/publications/WHO WFP_U
NICEFstatement.pdf (Accessed on December 2018)

Indian council of medical research evaluation of nutritional anaemia prophylaxis program task force study
New Delhi, 1989. Available at; https://www.icmr.nic.in./sites/default/files/icmr_bulletins/bu feb0O0.pdf.
(Accessed on December 2018)

Cuest.fisioter.2025.54(4):4855-4859 4859


https://www.who.int/nutrition/publications/WHO_WFP_U
https://www.icmr.nic.in./sites/default/files/icmr_bulletins/bu

