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Background

Heavy menstrual bleeding (HMB) is defined as excessive menstrual blood loss which inter-
feres with a woman’s physical, social, emotional and/or material quality of life. It can occur
alone or in combination with other symptoms. HMB is associated with significant morbidity
and any treatment offered should improve the quality of life rather than focusing on menstrual
blood loss. In the early 1990s, it was estimated that at least 60% of women had hysterectomy

for heavy menstrual bleeding.

Material and methods:This open uncontrolled non randomized trial included 200 women

aged between 27 and 45 years with an objective diagnosis of heavy menstrual bleeding having

no recognizable anatomical pathology were treated with 3.5 - 4 g of tranexamic acid for a
period of three months from May 2015-July 2015 attending OPD in Gynae Unit 2 in Abbasi
Shaheed Hospital, Karachi. The quality of life and subjectively experienced state of health

were assessed with the aid of a questionnaire at baseline and after the first and third month of

treatment main outcome measures were quality of life of women with HMB and improve-

ment of mean MIQ SCORE after treatment.

Result:Tranexamic acid oral treatment showed improvement in Mean MIQ scores compared

to baseline. Impairment of social activities and household work was greatly reduced by the

treatment. Improvement was noted on amount of blood loss which was decreased Adverse

effects were few and not serious like mild headaches and abdominal discomfort

Conclusion: Assessment of quality of life using a validated guestionnaire can become an

integral part of clinical trials for cost effective analysis on both current and future trials and

protocols.

Keywords: menorrhagia impact questionnaire (MIQ), Heavy menstrual bleeding (HMB),

quality of life (QOL), patient reported outcome, tranexamic acid.

Introduction:

Women with HMB suffer diminished qual-
ity of life. Although hysterectomy is considered
the definitive treatment, non surgical options
reduce the burden of unnecessary procedures.
Menstrual problems can occur anywhere be-
tween 12-50yrs of age', but heavy menstrual
bleeding is more common between 30-45 yrs
of age**, when women have many roles and re-
sponsibilities which would be severly affected
by her complaints. Although hysterectomy can
solve the problem of heavy menstrual bleed-
ing, most women would rather avoid taking

this irreversible step®. Hence heavy menstrual
bleeding should be defined as excessive blood
loss which interferes with the woman social,
emotional, physical and material quality of
life”®. Heavy menstrual bleeding is also associ-
ated with anemia which also adds to the poor
quality of life*>. The volume of blood loss at
menstruation is controlled by local uterine
vascular tone, haemostasis and regeneration of
endometrium. A relationship exists between
total prostaglandin(PGE1, PGI2, and PGF2a)
concentration'' and average blood loss. Patients
with heavy menstrual bleeding have shown a
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greater endometrial concentration of the vas-
cular prostaglandin (PGE)*. Tranexemic acid is
an antifibrinolytic drug whose effectiveness has
been proved'"'®*. It is non hormonal, easy to
use when needed and exerts its effect fast. The
World Health Organisation (WHO) in 1948
defined health as a state of complete physical,
mental and social wellbeing and not just the ab-
sence of disease. Success of health care may be
different in relation from a patient point of view
to that of a physician. The challenge for a phy-
sician is to target patients need and to improve
the quality of life burdened by the disease. Pa-
tient satisfaction and experience in now taking
an important spotlight in health delivery system
and is used as an indicater for measuring qual-
ity in health care’. Satisfaction means adequate
state of health and the person has no room for
complaints i.e. her expectations are met, and ul-
timately this translates into better care and hap-
pier patients. Scanty attention has been paid to
issues related to quality of life in our women.
A research was needed to access quality of life.
As heavy menstrual bleeding is one of the most
frequently encountered symptoms in clinical
practice, causing not only anaemia* but also
considerable distress and reduction in quality
of life. Medical therapy is considered the first
option in patients with heavy menstrual bleed-
ing and tranexemic acid having few side effects
was considered as a drug of choice for evaluating
improvement in their quality of life. The main
route of excretion is via the kidneys so should be
given with caution in patients with renal disease.

Methods:

The study was conducted from Jan 2015-July
2015 on women attending the gynecological
clinic at unit IT Abbasi Shaheed Hospital affiliat-
ed with Karachi Medical & Dental College. 200
women, belonging to the poor income strata
who were not pregnant or had menopause / and
no history of systemic diseases such as platelets
disorder or coagulopathy. Oral contraceptives
users either for contraception or treatment were
excluded from the study. 200 was the sample
size required for the study to have 80% power to
detect an absolute difference in improvement in
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quality of life.

Each patient was to receive 1000mg of tranexam-
ic acid 6 hourly for 5 days starting from the first
day covering 3 menstrual cycles. Adult women
up to the age of 49 years were enrolled. Only
those patients were included who were giving
history of 3 or more days of heavy bleeding since
last 4-6 months. All patients had a pelvic exami-
nation to rule out any significant pathology. Pa-
tient with fibroids were not excluded except
for those which were very large and required
surgery. Non steroidal anti inflammatory drugs
were not allowed during the treatment. Oral iron
therapy and vitamins were prescribed through-
out the study. Data was collected through a
personal interview using Menorrhagia Impact
Questionnaire (MIQ) was translated into urdu
with changes catering to our social needs. All
participants were informed about our aims in
the study and their verbal consent was obtained.
The ethical review committee of KMDC gave its
approval. The MIQ is a disease specific patient
reported outcome measurement instrument for
heavy menstrual bleeding. The MIQ was de-
signed to measure the effects of heavy menstrual
bleeding (HMB) on women self assessment of
menstrual blood loss, limitation of her social
physical activities and her ability to do work. At
the end of three months patients had to answer
the MIQ no=4 in which Mean Improvement
in MIQ score on quality of life and changes in
amount of blood flow were assessed. Analysis
was by intention to treat. SPSS version for Win-
dows 8 was used for data entry and statistical
analysis.

Results:

Pictorial blood loss chart Table(1) was used
to assess the amount of blood loss in previous
cycles for a period of 7 days. The PABC score
of 130 women out of 200 (65%) scored more
than 105, while 70 women (35% ) had a score
of about 80.Post treatment 130 women who
scored 130 had a definite reduction in their
blood loss to almost 70, while 40 women (20%)
had a reduction to almost 60. Another 20 wom-
en (10%) had a reduction to 50, while 10 were
not sure. Table(2) is the Menorhagia Impact
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Questioneir nol, showing pre treatment score
of social activities, where 60 patient 30% score
5i.e. heavy menstrual bleeding was adversely af-
fecting their social activities while 80 i.e. 40(%)
patients scored 4. In Table(3) indicating either
job or work outside, the same patients scored 5,
these scores indicate that those women whose
social life was adversely affected were also un-
able to go outside home to do work, while in the
MIQ 3 score for household work Table(4) 100
patients ie 50%scored S. In the post treatment
score assessment MIQ_ S Table (S5) 70 i.e. 35%
patients a great deal better score of 6, 50 i.e. 25%
patients felt a good deal better scoring 5 while
60i.e. 30% patients scored 4 an average deal bet-
ter. On the whole when patients were asked to
score on their satisfaction 90% of the patients
were satisfied and didn’t have to go through hys-
terectomy while 20 patients were neither satis-
fied nor dissatisfied.

Discussion:

Guidelines and expert opinion recommend
that clinical management be guided by subjec-
tive patient centered measures The purpose of
this study was to target patients genuine needs
so that the patient can identify the changes
brought about by treatment in the form of im-
provement in her quality of life According to
the NICE guidelines any intervention on part of
the clinician should aim to improve the quality
of life'. An initial interview conducted on our
women prior to treatment using the MIQ score
chart showed poor quality of life the Mean
score was 4 and 5 Heavy Menstrual Bleeding
was adversely affecting their ability to do house-
hold work, unable to visit relatives as they were
apprehensive of soiling their clothes. There can
be other contributing factors like anaemia from
which most of our women suffer.*” Similar stud-
ies done in the west on impact on quality of life
showed an increase in their expenses because of
use of large number of sanitary napkins, socio-
sexual life being effected.>*”'>'7*' It is the nega-
tive effect on quality of life that limits their daily
household work, taking care of their children
and unable to interact socially which in our so-
cial envoirnment is unable to meet relatives and

attend social gatherings. Studies by Lukes et.al
and Bushnell have validated the use of MIQ
to access quality of life and its ability to detect
treatment induced changes. Another study done
in Turkey found that quality of life of women
with HMB was markedly affected in terms of
their physical, general health, social, and mental
health as compared to controls*'. Women in our
study should a similar poor quality of life.

Tranexemic acid though not the drug of first
choice for HMB, Pakistan being a poor country
can not afford the use of levo norgestril coated
intrauterine. We used the recommended dose of
1000 mg 6 hourly. It was affordable well toler-
ated and brought about a marked improvement
in the Mean MIQ score. Similar studies by Free-
man, Lukes, Winkler and Lumsden. MA found
use of Tranexemic acid as an effective non con-
traceptive medical therapy for heavy menstrual
bleeding®'*'®*, Post treatment after three cycles
of tranexemic acid use MIQ score showed much
improvement as mean MIQ score improvement
in health related quality of life is defined as > 1
point increase in the MIQ score. Our results are
similar to the other studies®*'>'6,

Pictorial blood loss assessment score chart was
used by us for both initial and post treatment
evaluation of improvement. It has been vali-
dated as a simple and accurate tool for semi ob-
jective assessment of MBL and can be used in
clinical settings to aid the decision about treat-
ment satisfaction and followup.>'* A limitation
of our study was, some of the women could not
make the correct assessment of a change in their
blood flow because of the colored cloth they
were using as sanitary napkins. However it was
the overall feeling of wellbeing which was more
important than the actual measure of the blood
loss. Similar study shows a reduction in blood
flow™. As far as patient satisfaction, 90% of our
patient were very much satisfied and wanted
to use the same medication in case if they have
another episode. Other related studies done to
assess patient satisfaction using Menorrhagia
impact question. Lukes et al (n = 187). MBL
decreased significantly in the tranexamic acid
group compared with placebo (P, 0.001)%,
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review of literature showed a similar result like
ours where use of tranexamic acid improved
the quality of life during the luteal phase of the
menstrual cycle over two cycles. In a large open
label uncontrolled study including 849 patients
investigating the effect of tranexamic acid over
three months on QOL. with a five-point scale,
(84%) used tranexamic acid. After the third cy-
cle, 81% were satisfied or very satisfied with the
treatment, and 94% found their MBL to be de-
creased or strongly decreased. (P, 0.0001), and
increased the proportion of women feeling fit
and active by 63% and those feeling no or little
impairment in social activities during menstrua-
tion by 58% (P, 0.0001)'7'%. In our study 90% of
the patients were much satisfied with their treat-
ment and felt a great deal better.

Conclusion:

This study results indicate that HMB has a sig-
nificant negative impact on quality of life. Heavy
Menstrual Bleeding should be subjectively as-
sessed using a patient reported outcome instru-
ment. MIQ is a simple questionere easily trans-
lated in the native language should be used in
our clinical settings. Tranexemic acid should be
used as the first line of treatment in heavy men-
strual bleeding
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