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parental care, the mammary gland or breast plays an 
important role as accessory reproductive organ with an 
equally cosmetic value.

The term benign breast disease encompasses a heterogeneous 
group of  lesions, including developmental abnormalities, 
inflammatory lesions, epithelial and stromal proliferations, 
and neoplasm. It may present a wide range of  symptoms 
which may be breast pain, nodularity, discrete breast lump 
nipple discharge, and nipple inversion. The aberration of  
normal development and involution (ANDI)[1] classification 
provides an overall framework of  benign conditions.

Benign breast disease is the most common cause of  breast 
problems. Up to 30% of  women will suffer from a benign 

INTRODUCTION

During the process of  evolution, a group of  animals 
of  phylum vertebrae developed special glands to feed 
their newborn called mammary glands and the class was 
called Mammalia. This species homoserine is the zenith 
of  mammalian hierarchy. However, in our body, besides 

Abstract
Background: Centchroman has been studied earlier and literature mentions it to be a novel non-steroidal, selective estrogen 
receptor modulator, antiestrogen, and mild anti-inflammatory drug with a significant decrease in size of fibroadenoma. Our 
study aims to check the reduction in the size of fibroadenoma in response to centchroman.

Materials and Methods: A prospective observational study was carried out in patients of fibroadenoma attending surgery 
outpatient department and wards of Sanjay Gandhi Memorial Hospital associated with Shyam Shah Medical College, Rewa 
(Madhya Pradesh) from August 2015 to July 2016. Patients were included in the study after obtaining an informed consent. 
Patients were followed up for 12 weeks.

Results: In our study, the maximum number of fibroadenomas was found in the left upper outer quadrant; of 102 patients, 
total lesions (fibroadenoma) were 130. Of 102 patients studied for the effect of centchroman on fibroadenoma, there was a 
response in 36 patients, which accounted for 35.29%. In 66 (64.8%) patients, there was no response after the treatment with 
centchroman and they were subjected to excision and biopsy. The mean difference in volumes of fibroadenoma was statistically 
insignificant. However, there was a reduction in size of mean volume of fibroadenoma which was 4.085 at the presentation and 
which was 3.24 at the end of the 12th week.

Conclusion: Fibroadenoma was common in the age group of 21–30 years. The left breast was more involved in fibroadenomas. 
The most common site for fibroadenoma was the left upper outer quadrant. The effect of centchroman on decrease in volume of 
fibroadenoma was seen in 35.29% of patients. Reduction in volume of fibroadenoma was statistically insignificant. More than 50% 
reduction in volume of fibroadenoma was seen only in 3 patients (2.94%). Surgical excision and biopsy were the preferred modality 
of treatment for fibroadenomas in patients where the drug centchroman showed no response in regression in volume (64.8%).
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breast disorder requiring treatment at some time or other in 
their lives. The aim of  treatment is to exclude cancer and to 
treat the patients for their presenting symptoms and signs.

Sir Cooper[2] gave the name chronic mammary tumor to well 
defined, mobile tumor of  breast in the early 19th century. 
The World Health Organization has defined fibroadenoma 
as “a discrete benign tumor showing evidence of  connective 
tissue and epithelial proliferation.”[3] This tumor is relatively 
frequent in young women and felt as rubbery, firm, smooth, 
and very mobile mass with well-defined margins.

Discrete, firm, and mobile lump in the breast are usually 
fibroadenoma, which is a benign ANDI without any risk 
for malignancy.[4] This tumor is relatively frequent in young 
women and felt as rubbery, firm, smooth, and very mobile 
mass with well-defined margins.

In women between adolescence and the mid-20s, the lobules 
and stroma in the breast may respond to hormonal stimuli 
in an exaggerated fashion with the development of  single 
and multiple palpable fibroadenomas. Post-menopausal 
women on hormone replacement therapy (HRT) have a 
high incidence of  fibroadenoma as compared to women 
not receiving HRT.[5] These presumably begin with lobular 
hyperplasia of  breast tissue which progressively increases 
in size to 3–5 cm. Multiple fibroadenomas can occur in 
same breast or in bilateral breast and can be present varying 
in number up to 4–5 lesions. They are surrounded by a 
well-marked capsule. Of  these fibroadenomas, 10–15% 
regresses spontaneously in the period of  6–60 months.[6] 
For evaluation of  fibroadenoma, clinical assessment and 
ultrasonography (USG)[1] are the main tool.

Surgical excision is the usual plan of  management 
for fibroadenomas at most of  the centers. As 
hyperresponsiveness to oestrogen, is the underlying cause 
of  fibroadenoma ‘antiestrogenic drugs have been tried for 
managent. Other medical managements have been tried 
with tamoxifen and danazol.

 As a novel approach in medical management, a newer 
drug, centchroman, or ormeloxifene is tried. It is a novel 
nonsteroidal oral contraceptive pill, being a selective 
estrogen receptor modulator (SERM) weak agonist and 
strong antagonist of  estrogen.[7] Centchroman is devoid 
of  steroidal and androgenic side effects. Centchroman 
is native to India developed by Central Drug Research 
Institute, Lucknow, and marketed in the name of  Saheli.

MATERIALS AND METHODS

A prospective observational study was carried out in 
patients of  fibroadenoma attending surgery outpatient 

department and wards of  Sanjay Gandhi Memorial 
Hospital associated with Shyam Shah Medical College, 
Rewa (Madhya Pradesh) from August 2015 to July 2016.

All the patients of  discrete breast lump (clinically 
fibroadenoma) until the age of  40 years were included in 
the study. The exclusion criteria comprised the patients 
with history of  breast carcinoma or family history of  breast 
carcinoma, patients with polycystic ovarian diseases and 
uterine cervical hyperplasia, pregnancy, first 6 months of  
lactation and all male patients.

A well-informed written consent was taken and patients 
presenting with the discrete breast lumps (clinically 
fibroadenoma) were included in the study after triple 
assessment (clinical, fine-needle aspiration cytology, and USG 
breast). The included patients were well explained about the 
nature of  the disease and pros and cons of  centchroman use.

Patients were given tablet centchroman 30 mg on biweekly 
basis for 12 weeks and serial clinical assessments were done 
to note any difference in size of  fibroadenoma. USG breast 
was done at the start of  the study for the diagnosis as a 
part of  the triple assessment and at the follow-up at the 
12th week in the selected patients in whom clinical response 
was seen for the confirmation of  the change in size of  the 
fibroadenoma. The patients were evaluated at the 1st week 
to assess about the side effects of  the drug they experienced 
during the treatment. Further, follow-ups were done at 
2 weeks, 4 weeks, 8 weeks, 12 weeks, and 16 weeks. Clinical 
examination was the basis of  assessment.

While doing clinical examination and ultrasound for 
fibroadenoma two dimension length and breadth  
were noted (a and b) in cm. Later on, the volume of  
fibroadenoma in cm3 was calculated using simplified 
formula for an ellipsoid.

Third dimension (cm3) = average of  a + b

Volume of  fibroadenoma = a × b × c × 0.52

50% reduction in symptoms and signs was regarded as 
efficacy of  the drug.

The data were collected and put to statistical analysis and 
results were obtained.

Observations
From August 1, 2015, to July 31, 2016, 102 cases of  
fibroadenoma were studied and data were analyzed.

Fibroadenoma was found to be most common in the age 
group of  20–30 years (66.66%). The next common age 
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group was <20 years (23.52%). The least common 
age group was more than 30 years (9.83%) [Graph 1].

For the study of  fibroadenoma, each fibroadenoma 
was taken as a unit. A total of  102 patients were 
studied in which 130 fibroadenomas were there. Of  the 
102 patients studied, 41 patients (40.19%) were having 
fibroadenoma right side, 50 patients have fibroadenomas 
(49.06%) on the left side, and 11 patients had bilateral 
fibroadenoma [Table 1].

The maximum number of  fibroadenomas was found in 
the left upper outer quadrant; of  102 patients, total lesions 
(fibroadenoma) were 130.

Of  102 patients studied for the effect of  centchroman on 
fibroadenoma, there was a response in 36 patients which 
accounted for 35.29%. In 66 (64.8%) patients, there was 
no response after the treatment with centchroman and they 
were subjected to excision and biopsy [Graph 2].

A total of  36 patients who had 39 fibroadenomas detected 
clinically had a response of  centchroman 30 mg given 
twice a week. Clinical assessment was the main basis of  
assessment at the presentation and in subsequent follow-
ups. Patients were subjected to USG of  the bilateral 
breast and axilla at the presentation. Of  36 responders, 
54 fibroadenomas were detected by USG. Patients were 
assessed by clinical examination at each follow-up that 
is at 1st week, 2nd week, 4th week, 8th week, and 12th week 
[Graphs 3-5]. In case the change in the size of  the 
fibroadenoma was felt clinically then the patient was 
subjected to USG for the confirmation. There was no 
change in size of  fibroadenoma at the 1st and 2nd week 
and in subsequent follow-ups, there was a reduction in 
size of  fibroadenomas [Table 2].

From the tables, it is clear that at the 8th week, eight 
fibroadenomas had a reduction of  <10% in the volume. 
Twenty-two fibroadenomas had a reduction of  10–20%, 
three fibroadenomas had reduction of  20–30%, four 
fibroadenomas had a reduction of  30–40% and one 
fibroadenomas each had a reduction of  40–50% and 
>50% [Table 3].

At the 12th week, there were 12 fibroadenomas had a 
reduction of  30–40% in volume of  their fibroadenomas 
and three fibroadenomas had a reduction of  >50%. At 
the end of  the 12th week, the results obtained clinically 
were confirmed by USG. By USG 36 patients had 54 
fibroadenomas [Table 3 and Graph 6].

There was only one patient (one fibroadenoma) which 
regressed completely with the treatment.

Overall mean volume of  fibroadenoma detected clinically 
is 6.99 with a standard deviation of  6.66 (6.99 ± 6.66). 
Mean volume of  fibroadenoma in patients who responded 
clinically to the treatment was 4.08 with a standard deviation 
of  7.42 [Table 4].

Table 1: Distribution of fibroadenoma in each 
breast n=130
Quadrant Right breast (%) Left breast (%) Total (%)
Upper outer 30 (23.07) 44 (33.84) 74 (56.92)
Upper inner 6 (4.61) 6 (4.61) 12 (9.23)
Lower outer 6 (4.61) 7 (5.38) 13 (10.0)
Lower inner 3 (2.3) 3 (2.3) 6 (4.6)
Central 12 (9.23) 13 (10.0) 25 (19.25)
Total 57 (43.84) 73 (56.15) 130 (100)

Number of patients

<20

21-30

31-40
66.66%

9.83%

23.52%

Graph 1: Age-wise distribution of fibroadenoma

1

2

35.29%
response 

64.8%
no response 

Graph 2: Effect of centchroman on fibroadenoma

Graph 3: Response in 4th week
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For assessing the result of  centchroman in the reduction 
of  the volume of  the fibroadenoma comparison within 
the group was done.

The mean difference in volumes of  fibroadenoma was 
statistically insignificant. However, there was a reduction 
in size of  mean volume of  fibroadenoma which was 4.085 
at the presentation and which was 3.24 at the end of  the 
12th week [Table 5].

DISCUSSION

The ever-increasing incidence of  malignancy in general 
and of  breast, in particular, is associated with increased 
consciousness among females for any abnormal feel in 
the breast. In recent years, female breast has achieved 

an enhancement of  clinical and scientific interest in 
the complex endocrinology background of  mammary 
growth. This is an organ which has commanded the 
interest of  surgeons, since the birth of  surgical art and 
practice, from Celsius of  the date of  the present study. 
Considering fibroadenoma to be at one end of  the 
spectrum of  normal breast tissue rather than as a disease 
entity gives encouragement to a policy of  nonsurgical 
management.

A study done by Carty et al., at breast unit, Royal South 
Hants Hospital, Southampton, Department of  Surgery, 
University College, London, reports the mean age of  

Graph 4: Response in 8th week

Graph 5: Response in 12th week

Graph 6: Distribution of fibroadenomas as per the percentage 
decrease in size (ultrasonography volume)

Table 2: Distribution of fibroadenomas as per the 
percentage decrease in size (Clinical Volume): 
n=39 patients
Visits Percentage reduction

<10% 10–20% 20–30% 30–40% 40–50% >50%
4th week 30 6 2 1 0 0
8th week 8 22 3 4 1 1
12th week 3 16 5 12 - 3

Table 3: Distribution of fibroadenomas as per the 
percentage decrease in size (ultrasonography 
Volume): n=54 patients (at 12th week)
S. No. No. of fibroadenomas Percentage
1 14 <10
2 17 10–20
3 7 20–30
4 3 30–40
5 11 40–50
6 2 >50

Table 4: Effect of centchroman on mean volume of 
fibroadenomas (clinically)
No. of visit Mean volume
0 week 4.08±7.42
1 week 4.08±7.42
2 weeks 4.08±7.42
4 weeks 3.76±6.61
8 weeks 3.50±6.61
12 weeks 3.24±5.98
16 weeks 3.24±5.98

Table 5: Within-group comparison of clinical 
volume of fibroadenoma (regression in volume of 
fibroadenoma after centchroman) n=39
Time in weeks Mean difference P value
0–4 weeks −0.3867 0.981
0–8 weeks −0.4433 0.9791
0–12 weeks −0.733 0.4656
Significant value of P≤0.05
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patients presenting with fibroadenoma as 28 years (range 
15–48 years) (July 1986–December 1988).[8]

Gaharwar (1987) reported incidence of  benign breast 
lesion, 41.5% in the age group <30 years.[9]

The fibroadenoma was common in the age group of  21–30 
years in the study done at the Department of  General 
Surgery, Apollo Hospital, Chennai (1990–2000). The other 
studies which reported the similar studies are Kaur et al. 
and Khanna et al.[10,11] In our study also the fibroadenoma 
was common in the age group of  21–30 years. Moreover, 
the mean age was 22.83 years.

Fibroadenomas are described to be more in the left breast. 
In our study also of  the 102 patients studied, 41 patients 
(40.19%) were having fibroadenoma right side, 50 patients 
have fibroadenomas (49.06%) on the left side, and 11 patients 
had bilateral fibroadenoma. In our study, fibroadenomas 
were more common in the upper outer quadrant, followed 
by central fibroadenoma then lower outer quadrant, upper 
inner quadrant, and lower inner quadrant serially.

A pilot study conducted at All India Institute of  Medical 
Sciences, New Delhi by Dhar and Srivastava from August 
2003 to September 2004 has included 18 patients of  
fibroadenoma. In the study, centchroman 30 mg was given 
on alternate days for a period of  12 weeks and effect was 
observed at 12 weeks and at 24 weeks. The study reveals 
disappearance of  40% of  fibroadenomas, partial regression 
in 20% and no change in remaining 40%.[12]

 SUMMARY AND CONCLUSION

1. Fibroadenoma was common in the age group of  
21–30 years

2. The left breast was more involved in fibroadenomas
3. The most common site for fibroadenoma was left 

upper outer quadrant
4. Effect of  centchroman on decrease in volume of  

fibroadenoma was seen in 35.29% of  patients
5. Reduction in volume of  fibroadenoma was statistically 

insignificant
6. More than 50% reduction in volume of  fibroadenoma 

was seen only in 3 patients (2.94%)
7. Surgical excision and biopsy were the preferred 

modality of  treatment for fibroadenomas in patients 
where the drug centchroman showed no response in 
regression in volume (64.8%).

In patients of  benign breast diseases, it is of  prime most 
importance is to rule out malignancy and to assure the 
patients, and convince her about its absolutely benign 
nature. The aim of  the study was to find out the efficacy 
of  the drug, centchroman, which can be used as a boon 
for the patients of  benign but troublesome disorder of  
normal development of  the breast. Using the centchroman 
as conservative line of  management in fibroadenoma can 
improve the quality of  life of  the patient, cosmetic appeal, 
and reduction in morbidity associated with the surgical 
modality of  treatment.

Centchroman has been studied earlier and literature 
mentions it to be a novel nonsteroidal, SERM, antiestrogen, 
and mild anti-inflammatory drug with a significant decrease 
in size of  fibroadenoma. Our study showed that there was 
no significant response in patients of  fibroadenoma.

The effect of  centchroman in fibroadenoma is mentioned 
with promising results in a few trials and has equivocal 
responses in others. Further randomized long-term trials 
are required to establish its role.
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