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ABSTRACT

Objective: Abnormal Uterine Bleeding (AUB) is a common problem among women in the reproductive age group. It can be characterized by
variations in duration, frequency, regularity of menses, or volume of menstrual blood loss. AUB can have a significant impact on quality of life,
causing pain, discomfort, social embarrassment, and loss of productivity. It may require surgical interventions, including hysterectomy. Hormonal
and non-hormonal treatments are available options for managing AUB.

Methods: This study aimed to compare the effectiveness of hormonal and non-hormonal treatments in abnormal uterine bleeding. The research
question addressed in this study was: "Which treatment is better, hormonal or non-hormonal, in abnormal uterine bleeding?"

Results: The study findings provided insights into the comparative efficacy of hormonal and non-hormonal treatment options for abnormal uterine
bleeding. The results contributed to understanding the optimal approach for managing this condition and improving patient outcomes.

Conclusion: Based on the results of this study, conclusions can be drawn regarding the superiority of either hormonal or non-hormonal treatment
in the management of abnormal uterine bleeding. The findings will help guide healthcare professionals in selecting appropriate treatment options

for their patients.
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INTRODUCTION

Abnormal Uterine Bleeding (AUB) is a common problem among
women of reproductive age, characterized by changes in the
duration, frequency, regularity, and volume of menstrual bleeding. It
can have a significant negative impact on the quality of life for
affected individuals, leading to pain, discomfort, social
embarrassment, and reduced productivity. AUB can be classified as
acute or chronic, with acute cases requiring immediate intervention
to control bleeding, and chronic cases persisting for at least six
months [1]. The PALM-COEIN classification system helps identify the
underlying causes of AUB. PALM refers to structural pathologies,
including Polyps, Adenomyosis, Leiomyoma (fibroids), and
Malignancy (and Hyperplasia). COEIN encompasses non-structural
etiologies such as coagulopathy (bleeding disorders), ovulatory
disorders, endometrial causes, iatrogenic causes, and cases that
cannot be classified otherwise [2].

Around 90% of AUB cases are associated with anovulatory cycles,
where the corpus luteum fails to form, resulting in irregular and
sometimes profuse bleeding. Hormonal treatments, such as estrogen
and progestin oral contraceptives, progestin-only therapy, or estrogen
therapy, are the primary options for managing acute anovulatory
bleeding. Progestogens, synthetic derivatives of progesterone, are
particularly useful in stabilizing the endometrium and promoting its
atrophy. They can be administered through various routes and doses,
depending on individual circumstances [3, 4]. Ormeloxifene/
Centchroman is a non-steroidal anti-estrogen that acts as a selective
estrogen receptor modulator (SERM). It binds strongly to estrogen
receptors, counteracting the stimulating effects of estrogen on uterine
tissue. Ormeloxifene has minimal side effects and does not impact the
vagina, bone, cardiovascular system, or central nervous system,
making it an alternative treatment option for heavy AUB [5, 6].

Non-hormonal treatments, such as non-steroidal anti-inflammatory
drugs (NSAIDs), can also reduce menstrual blood loss in cases of
mild bleeding. However, their effectiveness may be lower compared
to hormonal therapies. Tranexamic acid, an antifibrinolytic agent, is

as effective as combined oral contraceptives in reducing menstrual
bleeding. It can be administered intravenously or orally, but caution
is needed in patients with specific medical conditions. Aminocaproic
acid is another option but is less potent than tranexamic acid [7].

Danazol and GnRH analogues are highly effective in treating AUB but
are reserved for short-term use due to their strong side effects.
Long-term use of danazol can lead to hirsutism, while GnRH
analogues are associated with irreversible bone loss. These
medications are primarily used in severe cases of anemia before
considering other treatment options. The optimal treatment
approach for AUB, comparing hormonal and non-hormonal
therapies, remains uncertain. Further research is needed to
determine which approach is more effective, considering individual
patient factors and preferences [8-10].

In conclusion, AUB is a common issue affecting women of
reproductive age, with significant implications for quality of life and
healthcare costs. It can be classified as acute or chronic, with various
underlying causes. Treatment options include hormonal therapies,
such as progestogens or ormeloxifene, and non-hormonal options
like NSAIDs, tranexamic acid, or aminocaproic acid. Danazol and
GnRH analogues are effective but limited by side effects. Finding the
optimal treatment approach for AUB requires further research and
consideration of individual patient factors.

MATERIALS AND METHODS

This was a multicenter, randomized, open-label, parallel-group,
active-control trial attending gynecological OPD for a period of two
years. The study protocol for all procedures was approved by the
Institutional Review Board for Ethical Clearance and was carried out
in accordance with the World Medical Association's Code of Ethics
based on the Declaration of Helsinki of 1975, as revised in 2000. All
patients were requested to sign a written consent form prior to
initiation of the study.

Study duration: February 2021 to October 2022

Type of study: Prospective observational study
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Study centre: Department of Obstetrics and Gynaecology,
Sample size: 100

Menstrual blood loss of 80 ml or more per cycle was confirmed in at
least two screening menstrual cycles before participants were
randomised in a 1:1 ratio to receive either hormonal (Only
progesterone/Danazole/OCP) or non-hormonal (Mefenamic acid/
Tranexamic acid/Ethamsylate) treatment.

The subjects were selected according to the following inclusion and
exclusion criteria:

Inclusion criteria

Reproductive age group females with Heavy Menstrual Bleeding
(11-45yrs) Exclusion criteria:

1. Patients with age more than 45 y

2. Bleeding disorders

3. Hormonal disorders (eg. diabetes mellitus, thyroid)

4. Bleeding due to intra uterine devices

5. Bleeding due to polyp or atypical endometrial hyperplasias

6. Patients who refuse to give consent Ethical clearance:
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The study protocol for all procedures was authorised by the
hospital's Institutional Review Board for Ethical Clearance and was
carried out in line with the World Medical Association's Code of
Ethics based on the 1975 Declaration of Helsinki, as revised in 2000.
Prior to the start of the study, all patients were requested to sign a
written consent form.

Case selection

The data was obtained using a pre-designed structured interviewer-
administered questionnaire that was pretested and modified before
being used in the study. The patients were interviewed with
questions about their demographics, socioeconomic situation,
medical history, and previous use of drugs and supplements.

RESULTS

The most common complaint across both groups at the start was
excessive menstrual bleeding. After three months, none of the
patients in the hormonal group complained of severe menstrual
bleeding, but 12% of the subjects in the non-hormonal group did.
After six months, 26% and 2% of individuals in the Non-Hormonal
and Hormonal groups, respectively, reported significant menstrual
bleeding. When menstruation patterns were analysed statistically
between groups at 3 and 6 mo, p0.05 was shown to be statistically
significant.

Table 1: Parity among the study groups

Parity Non-hormonal (n=50) N (%) Hormonal (n=50) N (%) Total N (%)
P1L1 2 (4.0%) 1 (2.0%) 3 (3.0%)
P1L1 A1/A2/A3 1(2.0%) 0 (0.0%) 1 (1.0%)
P2L1 2 (4.0%) 0 (0.0%) 2 (2.0%)
P2L2 19 (38.0%) 14 (28.0%) 33 (33.0%)
P2L2A1/A2/A3 10 (20%) 3 (6%) 13 (13%)
P3L3A1/A2/A3 14 (28%) 21 (42%) 35 (35%)
PAL3 1 (2.0%) 0 (0.0%) 1 (1.0%)
P4L4 0 (0.0%) 6 (12.0%) 6 (6.0%)
P4L4A1/A2/A3 1(2.0%) 2 (4.0%) 3 (3.0%)
P5L5 0 (0.0%) 1 (2.0%) 1 (1.0%)
P6L5 0 (0.0%) 1 (2.0%) 1 (1.0%)
P6L6A1/A2/A3 0 (0.0%) 1 (2.0%) 1 (1.0%)

The table shows the parity distribution among the study subjects. P2L2 was found among 33% of the subjects.

Table 2: Menstrual pattern among the study groups after 6 mo

Baseline pattern

Non-hormonal (n=50)

Hormonal (n=50)

N % N %
Amenorrhea 9 18 13 26
Heavy Menstrual Bleeding 13 26 1 2
Irregular Bleeding 19 38 12 24
Spotting 9 18 18 36
Normal 0 0 6 12

DISCUSSION

This study aimed to compare hormonal and non-hormonal
treatments for abnormal uterine bleeding (AUB) in women. AUB can
be treated with both medical and surgical interventions, and both
methods are safe and effective. However, surgical interventions like
hysterectomy should be considered only after other options have
been explored, as they carry minimal but higher risks of
complications such as organ injury, hemorrhage, infection, and
mortality [11]. The study enrolled women aged 18 y or older with
heavy menstrual bleeding. The participants were divided into two
groups: one group received non-hormonal treatment, while the
other group received hormonal treatment [12]. The subjects were
followed up for six months, and the final sample included 50
subjects in each group.

The average age of the participants in the non-hormonal group was
29.56 y, while in the hormonal group, it was 38.51 y. These findings
were consistent with previous studies that reported the prevalence
of AUB in women aged 36-45 y. Other studies also showed that AUB

commonly affected women in their 40s [13]. The study evaluated the
effectiveness of the treatments by measuring menstrual blood loss.
In the non-hormonal group, the median blood loss at baseline was
153.8 ml, which reduced to 115.18 ml after six months. In the
hormonal group, the baseline median blood loss was 150.24 ml,
which decreased to 7.4 ml after six months [14]. The hormonal
group experienced a significantly greater reduction in blood loss
compared to the non-hormonal group after three and six months.

Various medications were used in the hormonal treatment group.
Tranexamic acid was shown to be effective in reducing menstrual
blood loss by 40-59% from baseline. Ormeloxifene also led to a
significant reduction in blood loss. Progesterone-only pills were
considered safe and effective, while danazol was found to reduce
menstrual losses by up to 80% [15]. The management of heavy
menstrual bleeding depends on the severity of anemia. For mild
cases, hormonal intervention is optional, while for moderate cases,
hormonal intervention and iron supplementation are recommended.
Severe cases require inpatient management, and hormonal
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interventions like combined oral contraceptive pills or intravenous
estrogen may be used [16].

In adolescent women, hormonal contraceptive methods are the
mainstay of chronic management for AUB and heavy menstrual
bleeding. After three months of treatment, none of the subjects in
the hormonal group complained of heavy menstrual bleeding, while
12% of the subjects in the non-hormonal group still experienced it.
At six months, 26% of the non-hormonal group and 2% of the
hormonal group reported heavy menstrual bleeding. The difference
in menstrual patterns between the groups was statistically
significant [17]. No deaths or serious adverse events related to the
treatments were reported during the study. However, hormonal
treatment had more overall complications compared to non-
hormonal treatment, although the difference was not significant. The
study had limitations, including a small sample size and short-term
follow-up. Further longitudinal studies with larger sample sizes are
needed to validate these findings [18].

In conclusion, both hormonal and non-hormonal treatments are
effective in managing abnormal uterine bleeding. Clinicians should
discuss medical management options, including hormonal
treatment, with patients before considering surgical interventions.
Further research is needed to expand our understanding of these
treatments and their long-term effects.

CONCLUSION

Abnormal menstrual bleeding in adolescents requires proper
diagnosis, counseling, and follow-up. Anatomical abnormalities
should be ruled out, and appropriate medical or surgical treatments
should be administered. Early intervention in school-aged girls can
help them manage this experience without impacting their health
and academics. Hormonal treatment has been found to be more
effective in reducing menstrual blood loss compared to non-
hormonal treatment. This trial contributes to the existing evidence
supporting the use of hormonal treatment for abnormal uterine
bleeding.

FUNDING

Nil

AUTHORS CONTRIBUTIONS

All the authors have contributed equally.
CONFLICT OF INTERESTS

Declared none

REFERENCES

1. Munro MG, Critchley HO, Fraser IS, FIGO Menstrual Disorders
Working Group. The FIGO classification of causes of abnormal
uterine bleeding in the reproductive years. Fertil Steril.
2011;95(7):2204-8. doi: 10.1016/j.fertnstert.2011.03.079.
PMID 21496802.

2. Fraser IS, Critchley HO, Munro MG, Broder M, Writing Group
for this Menstrual Agreement Process. A process designed to
lead to international agreement on terminologies and
definitions used to describe abnormalities of menstrual
bleeding. Fertil Steril. 2007;87(3):466-76. doi:
10.1016/j.fertnstert.2007.01.023, PMID 17362717.

3. Munro MG. Classification of menstrual bleeding disorders. Rev
Endocr Metab Disord. 2012;13(4):225-34. doi:
10.1007/s11154-012-9220-x, PMID 22851041.

10.

11.

12.

13.

14.

15.

16.

17.

18.

Int J Curr Pharm Res, Vol 15, Issue 4, 33-35

Moglia ML, Nguyen HV, Chyjek K, Chen KT, Castano PM.
Evaluation of smartphone menstrual cycle tracking
applications using an adapted applications scoring system.
Obstet Gynecol. 2016;127(6):1153-60. doi:
10.1097/A0G.0000000000001444. PMID 27159760.

Magdy R Ahmed, Elham H Madny, Waleed A Sayed Ahmed.
Prevalence of female sexual dysfunction during pregnancy
among Egyptian women. ] Obstet Gynaecol Res.
2017;43(7):1089-92. doi: 10.1111/jog.13165.

Committee on Practice Bulletins-Gynecology. Practice bulletin
no. 128: diagnosis of abnormal uterine bleeding in
reproductive-aged women. Obstet Gynecol. 2012;120(1):197-
206. doi: 10.1097 /A0G.0b013e318262e320. PMID 22914421.
Ghosh D, Misra A, Gupta R. Evaluation of efficacy and safety of
ormeloxifene in dysfunctional uterine bleeding: a pilot study.
Eur ] Obstet Gynecol Reprod Biol. 2012;163(1):65-8. doi:
10.1016/j.ejogrb.2012.03.018.

Lethaby A, Farquhar C, Cooke I. Antifibrinolytics for heavy
menstrual  bleeding. Cochrane Database Syst Rev.
2000;4(4):CD000249. doi: 10.1002/14651858.CD000249.
PMID 11034679.

Shao H, Yang T, Tang R. Danazol for heavy menstrual bleeding.
Cochrane Database Syst Rev. 2013;10:CD008583. doi:
10.1002/14651858.

Fraser IS, McCarron G, Markham R. A preliminary study of the
effect of aminocaproic acid on excessive menstrual bleeding.
Am ] Obstet Gynecol. 1997;176(1 Pt 1):136-9. doi:
10.1016/S0002-9378(97)80028-4.

Munro MG, Critchley HO, Fraser IS, FIGO Menstrual Disorders
Working Group. The FIGO classification of causes of abnormal
uterine bleeding in the reproductive years. Fertil Steril.
2011;95(7):2204-8. doi: 10.1016/j.fertnstert.2011.03.079.
PMID 21496802.

Cooper ], Schust DJ. Diagnosis and treatment of abnormal
uterine bleeding in adolescents. Adolesc Med State Art Rev.
2012;23(3):507-24.

Matteson KA, Raker CA, Clark MA, Frick KD. Abnormal uterine
bleeding, health status, and usual source of medical care:
analyses using the medical expenditures panel survey. ]
Womens Health (Larchmt). 2013;22(11):959-65. doi:
10.1089/jwh.2013.4288. PMID 24050455.

Fraser IS, McCarron G, Markham R. A preliminary study of the
effect of aminocaproic acid on excessive menstrual bleeding.
Am ] Obstet Gynecol. 1997;176(1 Pt 1):136-9. doi:
10.1016/S0002-9378(97)80028-4.

Silveira C, Parpinelli MA, Pacagnella RC, Andreucci CB, Ferreira
EC, Angelini CR. A cohort study of functioning and disability
among women after severe maternal morbidity. Int ] Gynaecol
Obstet. 2016;134(1):87-92. doi: 10.1016/j.ijg0.2015.10.027.
PMID 27105968.

Sharma A, Dogra Y. Trends of AUB in tertiary centre of Shimla
hills. ] Midlife Health. 2013;4(1):67-8. doi: 10.4103/0976-
7800.109648. PMID 23833543.

Prasad A, Idris MZ, Anand K. Comparative study of non-
steroidal anti-inflammatory drugs and antifibrinolytic drugs in
the reduction of menstrual blood loss. ] Obstet Gynecol India.
2013;63(3):189-94. doi: 10.1007/s13224-013-0422-6.

Kaunitz AM, Bissonnette F, Monteiro [, Lukkari Lax E, Muysers
C, Jensen JT. Levonorgestrel-releasing intrauterine system or
medroxyprogesterone for heavy menstrual bleeding: a
randomized controlled trial. Obstet Gynecol. 2010;116(3):625-
32.doi: 10.1097/A0G.0b013e3181ec622b, PMID 20733445.

35


https://doi.org/10.1016/j.fertnstert.2011.03.079�
https://www.ncbi.nlm.nih.gov/pubmed/21496802�
https://doi.org/10.1016/j.fertnstert.2007.01.023�
https://www.ncbi.nlm.nih.gov/pubmed/17362717�
https://doi.org/10.1007/s11154-012-9220-x�
https://www.ncbi.nlm.nih.gov/pubmed/22851041�
https://doi.org/10.1097/AOG.0000000000001444�
https://www.ncbi.nlm.nih.gov/pubmed/27159760�
https://doi.org/10.1111/jog.13165�
https://doi.org/10.1097/AOG.0b013e318262e320�
https://www.ncbi.nlm.nih.gov/pubmed/22914421�
https://doi.org/10.1016/j�
https://doi.org/10.1002/14651858.CD000249�
https://www.ncbi.nlm.nih.gov/pubmed/11034679�
https://doi.org/10.1002/14651858�
https://doi.org/10.1016/s0002-9378(97)80028-4�
https://doi.org/10.1016/j.fertnstert.2011.03.079�
https://www.ncbi.nlm.nih.gov/pubmed/21496802�
https://doi.org/10.1089/jwh.2013.4288�
https://www.ncbi.nlm.nih.gov/pubmed/24050455�
https://doi.org/10.1016/s0002-9378(97)80028-4�
https://doi.org/10.1016/j.ijgo.2015.10.027�
https://www.ncbi.nlm.nih.gov/pubmed/27105968�
https://doi.org/10.4103/0976-7800.109648�
https://doi.org/10.4103/0976-7800.109648�
https://www.ncbi.nlm.nih.gov/pubmed/23833543�
https://doi.org/10.1007/s13224-013-0422-6�
https://doi.org/10.1097/AOG.0b013e3181ec622b�
https://www.ncbi.nlm.nih.gov/pubmed/20733445�

	INTRODUCTION
	MATERIALS AND METHODS
	DISCUSSION
	CONCLUSION
	FUNDING
	AUTHORS CONTRIBUTIONS
	CONFLICT OF INTERESTS
	REFERENCES

