
16Indian Journal of Research in Homoeopathy
Vol. 6, No. 3, July - September 2012

Homoeopathic medicines in the management of benign prostatic hyperplasia: A multi-centric prospective observational study
Praveen Oberai et al

ORIGINAL ARTICLE

Homoeopathic medicines in the management of benign prostatic hyperplasia: A multi-
centric prospective observational study

Praveen Oberai*, Varanasi Roja, D. Ramesh, D. D. Arya, G. Ravi Chandra Reddy, S. K. Sharma, Chaturbhuja 
Nayak, Vikram Singh and Hari Singh

Objectives: The primary objective of this study was to determine the therapeutic usefulness of a 
group of predefined trial medicines in benign prostatic hyperplasia. The secondary objective was to 
check the progression of disease by evaluating changes in prostate volume (PV), post-void residual 
urine  (PVRU) and peak urine flow rates (Qmax and Qavg in ml/sec).

Methods: In a multi-centric observational study, 231 patients suffering from benign prostatic hyperplasia 
(BPH) having prostate volume > 20 mL and prostate specific antigen (PSA) ≤ 4 ng/mL were enrolled at 5 
Institutes/Units under Central Council for Research in Homeopathy (CCRH). Symptoms were analyzed 
using the American Urological Association Symptom Index (AUASI). Parameters like PSA, Prostate 
volume, Post void residual urine, Qmax, Qavg were also analyzed. Twenty pre-defined homoeopathic 
medicines were short-listed for prescription after repertorizing the pathological symptoms of BPH.  
The appearance of any change (relief/worsening)/status quo was immediately followed by placebo/
change in potency/change in remedy. The follow-up period was for one year. The analysis was done 
as per intention to treat principle. Statistical analysis was done using SPSS version 16. 

Results: The data of 187 patients out of 231 enrolled was analyzed. The non-parametric Friedman 
test was applied to test for significant difference in AUASI score reported over 12 months (baseline, 
3 months, 6 months and 12 months). There was a statistically significant reduction in AUASI score 
(median change of 13 points, p= 0.0001) on completion of one year of treatment. A total of 10 out of 
20 pre-defined medicines were prescribed to 187 patients.  The medicines found to be most useful in 
this study are: Thuja (27 out of 53; 51%), Sulphur (26 out 46; 56.5%), Pulsatilla (34 out of 46; 74%), 
Lycopodium.(7 out of 13; 54%).There was a mean reduction of 2.3 ml in prostate volume, which was 
significant satistically (p=0.005). 

Conclusion: Homoeopathic medicines significantly improved lower urinary tract symptoms in men 
with BPH. Placebo-controlled trials are needed to evaluate their efficacy and effectiveness.
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Sulphur; Thuja 

*Address for Correspondence :
Dr. Praveen Oberai
Asst. Director (H)
Central Council for Research in Homeopathy, New Delhi
E mail: oberai.praveen@gmail.com
Received on 22.08.12
Approved on 30.10.12

Introduction

Benign prostatic hyperplasia (BPH) develops in 
almost all elderly men.1 Based on the prevalence, 
BPH appears to be a disease when benign prostatic 
enlargement (BPE), obstruction (BPO), or lower urinary 
tract symptoms (LUTS) appear. One-third to one-half 

of men with BPH develops BPE, approximately half of 
men with BPH–LUTS have BPO, and up to 40% of men 
in a community have LUTS.2 LUTS is the most frequent 
cause of annoyance and decreased quality of life and 
associated with health-seeking behaviour.3 Various 
therapeutic modalities opted are medications (include 
5 α Reductase inhibitor, α-blocker), balloon dilation, 
and watchful waiting.4 Men with clinical BPH are best 
treated initially with α-blocker to relieve LUTS. Although 
combination therapy (α-Blocker and 5 α-Reductase 
inhibitor) does decrease disease, the clinical relevance 
and cost-effectiveness of this outcome in clinical BPH 
are highly questionable.5 Researchers in their recent 
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findings suggest treatments tailored to individual cases 
so as to optimize efficacy and minimize side effects from 
therapy.6 However, a prolonged intake is associated 
with an increased risk of sexual dysfunction, ejaculatory 
dysfunction, decreased libido and impotence7, thus 
reporting unsatisfactory outcomes, consequential to 
unmet medical needs and significant impact on the 
Quality of Life.8 Surgical measures that are minimal 
invasive like transurethral laser ablation of the prostate, 
transurethral resection of prostate, though beneficial, 
but are much costly, have diminished the quality 
of life in terms of peri-operative and post operative 
complications.9,10                           

	 Homoeopathy is the second-most widely used 
CAM in healthcare systems according to the World 
Health Organization.11 A survey by Singh et al12 
showed that 12.6% of the Indian population prefers 
homoeopathy amongst the AYUSH system in India, 
which has scope in managing chronic diseases.13-16 
Homoeopathic preparations showed significant effects 
in in-vivo17 and in-vitro studies18 for prostatic cancer. 
Observational study conducted19, case series20 and 
reports21-23 by researchers throw light on the usefulness 
of homoeopathy in BPH. The Central Council for 
Research in Homoeopathy (CCRH) had carried out 
preliminary study on symptomatic BPH with positive 
effects (unpublished data). The Council then took up 
a multi-centre study to evaluate the usefulness of a 
group of pre-defined homoeopathic medicines in BPH 
patients as a primary objective. The secondary objective 
was to check the progression of disease by evaluating 
changes in prostate volume (PV), post-void residual 
urine  (PVRU) and peak urine flow rates (Qmaximum 
and Qaverage in mL/sec).

Material and Methods

Study design

	 This prospective multi-centric observational study 
was carried out between October 2005 to September 
2010 at five Institutes/Units selected keeping in 
view the adequacy of the manpower, facilities of lab 
investigations and the willingness of the research 
personnel at the institute. These Institutes and Units 
were: Central Research Institute (H), Noida; Regional 
Research Institute (H), Gudivada; Clinical Research 
Unit (H), Siliguri and Tirupathi and Homoeopathic Drug 
Research Institute, Lucknow and were governed by 
CCRH. The patients were treated for a period of one 
year. Investigators with experience of  five or more 
years were trained in the protocol. The study met the 
Council’s ethical clearance and followed the declaration 
of Helsinki24 and Good Clinical Practices of India.25 
Informed consent was obtained from all the patients 
before their enrolment. The symptoms and signs of 

these patients were rated using the American Urological 
Association Symptom Index (AUASI).26 

Patients 

Patients  with 50 years and above having sign and 
symptoms of BPH, Prostate Specific Antigen (PSA) 
level ≤4 ng/ml, smooth, firm and elastic enlargement 
of prostate on digital rectal examination and PV >20ml 
on ultrasonic examination were included. Patients with 
complete retention of urine ≥ 24 hours, complications 
from benign neoplasms needing hospitalization, history 
of prostatic carcinoma and other possible causes such 
as urinary tract infection, neurogenic bladder, or urethral 
stricture were excluded.

Procedure for selection of pre-defined trial 
homoeopathic medicine 

	 Table 1a and 1b shows the procedure for selection 
of pre-defined trial medicines by repertorizing the 
symptoms of BPH27 using the Complete Repertory 
from CARA software.28 Twenty medicines of both first 
(3 points) and second grade (2 points) mentioned 
against the rubrics ‘Prostate, swelling’ and ‘Prostate, 
enlargement’ were shorted: Pulsatilla (Puls.), Conium 
maculatum (Con.), Digitalis purpurea (Dig.), Calcarea 
carbonica (Calc.), Baryta carbonicum (Bar-c.), 
Chimaphilla (Chim.), Staphysagria (Staph.), Thuja 
occidentalis (Thuj.), Apis mellifica (Apis), Sulphur 
(Sulph.), Argentum nitricum (Arg-n.), Selenium (Sel.), 
Lycopodium (Lyc.), Pareira brava (Pareir.), Mercurius  
solubilis (Merc.), Silicea (Sil.), Nitric acid (Nit-ac.), 
Hyoscyamus (Hyos.), Medorrhinum (Med.) and 
Phosphorus (Phos.). 

Selection of medicine and follow-up

	 The selection of the specific medicine for each 
patient was on the basis of the highest value on 
repertorization of the presenting signs and symptoms, 
further guided by the characteristic mental/emotional 
and physical attributes of the patient. The investigator 
was free to change the prescription up to three times, 
including the first prescription. However, if the selected 
medicine based on individualization was not one of 
those included in the pre-defined trial medicines then 
the patient was not included in the study.

	 The prescription of the selected medicine started 
with 30CH potency, in a single dose (four pills of globule 
No. 30) followed by placebo (four pills of unmedicated 
globules No. 30), daily. Follow-up was weekly for the 
first month, fortnightly for the next second months and 
thereafter monthly till 12 months. Clinical assessment 
was done by the investigator and urologist/surgeon 
at each centre and uroflometry was conducted by the 
urologist/surgeon. 
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Table 1a: Symptoms for selection of pre-defined trial medicine for Benign Prostatic Hyperplasia

Symptom Complete Repertory

Rubric Sub rubric Code

Smooth, firm, elastic 
enlargement of the prostate

PROSTATE
SWELLING (21)* 1a

ENLARGEMENT (94) 1b

Hesitancy/straining
U

R
IN

AT
IO

N

retarded, must wait for urine to start (77) 2a
retarded, must wait for urine to start; press, must; prostate 
affections, in (1)

2b

retarded, must wait for urine to start; press, must; a long 
time before he can begin (47) 

2c

Intermittent voiding

interrupted, intermittent (50) 3a
spurting stream (12) 3b
interrupted, intermittent; spurts, in swelled prostate, with 
each spurt cutting pain (1)

3c

A diminished stream
Thin stream (31) 4a
Feeble stream, slow, weak (81) 4b

Incomplete emptying
Unsatisfactory (64) 5a
Unsatisfactory; feeling as if urine remained in urethra (26) 5b

Post void leakage	

Dribbling by drops; enlarged prostate, with (17) 6a
Dribbling by drops; urination, after (45) 6b
Unsatisfactory; bladder were not emptied, as if, with 
dribbling (1) 

6c

Nocturia
Frequent; night (147) 7a
Frequent; old people; enlarged prostate, with (2) 7b
Frequent; prostate affections, with (5) 7c

Urgency
URGING to urinate, morbid desire; sudden; hasten to 
urinate, must, or urine will escape (62)

8

Retention RETENTION of urine; enlarged prostate, from (19) 9

*Figure in parentheses indicated no. of medicines in Complete Repertory

	 Any change (improvement/deterioration) triggered 
the administration of placebo or change in potency (from 
30C to 200C or 1M) or change in remedy following the 
guidelines of Hahnemann29and Kent.30 

Plan of treatment

The plan of treatment was based on the guidelines of 
the American Urological Association (AUA).25 

i	 Plan Ι: Mild to moderate intensity (AUASI: 0-19): 

1•	 st phase treatment – “Watchful waiting”. 
Placebo plus pelvic floor exercises were 
advised till there was improvement as per the 
AUASI score, which was determined at two 
week’s interval.  In case of no improvement, 
the 2nd phase treatment was given.

2•	 nd phase treatment – Indicated pre-

defined trial medicine along with the general 
management.

ii 	 Plan ΙΙ: Severe intensity (AUASI score: 20-35): 

Patients with severe AUASI score were advised for 
non-medicinal management as mentioned below, 
along with the indicated medicine.

Non-medicinal management

	 The following non-medicinal management were 
advised: to urinate when they first got the urge; to 
discontinue tobacco, alcohol and caffeine, especially 
after dinner; not to drink a lot of fluid at once and to 
avoid drinking fluids within two hours of bed time; not to 
take over-the-counter cold and sinus medications that 
contain decongestants and antihistamines, as these 
can increase BPH symptoms; to keep themselves 
warm by exercising regularly and  to reduce stress, 
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Table 1b: Selection of pre-defined trial medicine for Benign Prostatic Hyperplasia

Medicine→

Pu
ls

Co
n

D
ig

Ca
lc

Ba
r-

c

Ch
im

St
ap

h

Th
uj

A
pi

s

Su
lp

h

A
rg

-n

Se
l

Ly
c

Pa
re

ir

M
er

c

Si
l

N
it-

ac

H
yo

s

M
ed

Ph
os

Total Score/
rubrics/sub 
rubrics covered→

Code↓ 26
/1

3

17
/0

9

17
/0

9

12
/0

5

10
/0

5

11
/0

6

23
/1

4

22
/1

3

18
/1

1

18
/0

8

16
/1

0

15
/0

9

14
/0

8

13
/0

9

13
/0

6

12
/0

8

12
/0

6

11
/0

6

10
/0

6

09
/0

7

1a 2 2 2 0 0 3 1 1 0 0 0 1 0 0 0 0 0 0 1 0

1b 3 3 3 3 3 2 2 2 2 2 2 2 2 2 2 2 2 2 2 2

Score/rubrics/sub 
rubrics covered→
Code↓ 21

/1
1

12
/0

7

12
/0

7

09
/0

4

07
/0

4

06
/0

4

20
/1

2

19
/1

1

16
/1

0

16
/0

7

13
/0

8

12
/0

7

12
/0

7

11
/0

8

11
/0

5

09
/0

6

10
/0

5

09
/0

5

07
/0

4

07
/0

6

2a 1 0 2 1 0 0 1 2 2 1 1 2 3 2 0 2 2 0 1 0

2b 0 0 0 0 0 0 0 0 1 0 0 0 0 0 0 0 0 0 0 0

2c 0 0 0 0 0 2 0 1 2 0 0 0 1 1 0 0 2 2 0 0

3a 2 3 0 0 0 0 0 2 1 2 1 0 2 1 0 0 0 0 1 1

3b 1 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0

3c 3 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0

4a 2 0 0 0 0 1 2 2 1 2 0 0 0 0 2 0 2 0 0 0

4b 1 0 2 0 0 1 1 1 2 3 3 2 1 1 3 1 2 0 2 1

5a 1 1 0 2 0 0 2 2 0 2 2 2 1 0 1 1 0 2 0 1

5b 0 0 1 0 0 0 2 2 0 0 2 2 0 0 0 1 0 0 0 0

6a 2 0 2 0 1 0 2 0 0 0 0 1 0 1 0 0 0 0 0 0

6b 0 2 1 3 2 0 2 2 0 0 1 2 1 2 0 1 0 0 0 1

6c 0 0 0 0 0 0 2 0 0 0 0 0 0 0 0 0 0 0 0 0

7a 3 2 1 3 3 0 1 2 2 3 1 1 3 0 3 3 2 2 3 1

7b 0 2 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0

7c 0 0 0 0 0 0 1 1 1 0 0 0 0 0 0 0 0 0 0 0

8 3 0 0 0 1 0 1 2 2 3 2 0 0 2 2 0 0 2 0 2

9 2 1 3 0 0 2 3 0 2 0 0 0 0 1 0 0 0 1 0 0

nervousness and tension which lead to more frequent 
urination; to perform Kegel exercises for  strengthening 
pelvic muscles. 

Outcome Assessment and Statistical analysis

The outcome status of the treatment was calculated 
using the formula: 

Outcome =  100×
−

scoreAUASIBaseline
endatscoreAUASIscoreAUASIBaseline

			
	 Changes were graded as marked (75% to < 100%), 
moderate (50% to < 75%), mild improvement (25% to 
< 50%), improvement not significant (< 25%), static (no 
change), and worse (increase in AUASI). 

Statistical analysis (SPSS version 16) followed the 
intention to treat approach: patients who had at least 
one visit, apart from baseline, were included under 
intention to treat (ITT) analysis. The last observation 
carry forward (LOCF) was used to fill the missing 
values. Parametric tests were used for continuous data 
and non-parametric tests were used for ordinal data. 
The formula for Effect size calculation was: Effect size= 

N
Z   , where Z is the Z score and N is the total number 

of observations.31 They are classified as r= 0.5,
large; r < 0.3, medium; r =0.1, small.  P-value < 

0.05 was considered significant. 

Results

Disposition of patients

	 A total of 762 patients were screened; 231 patients 

at
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fulfilled the inclusion criteria. 44 out of 231 patients 
were excluded from analysis as mentioned in Figure 
1. 187 patients were analyzed as per ITT. The baseline 
characteristics of the patients are given in Table 2. Mild, 
moderate and severe intensity of patients as per AUASI 
were 11(6%), 36(19%) and 140(75%) respectively. 
Objective findings (pre & post) could be analyzed as 
follows: PV (n=186 patients), PVRU (n=184 patients), 
PSA (n=104 patients), Peak urine flow rates (n=22 
patients). Out of 20 pre-defined medicines, only 10 
pre-defined medicines were used, on the basis of 
individualization.10 medicines which were not used in 
the study are Dig., Calc., Bar-c., Chim., Sel., Pareir., Sil., 
Nit-ac., Hyos. and Med. Henceforth the result will reflect 
the information related to 10 pre-defined medicines 
used.  

Figure 1: Flow of patients in the study 

Total screened
n=762 

Enrolled
n=231 

EXCLUDED (N=531)
1. INELIGIBLE (366) 
 High PSA (57) 
 Normal prostate size (87) 
 Hypertension (73) 
 Hypertension with other disorders (12) 
 Diabetes Mellitus (53) 
  Arthritis (26) 
 Bronchial Asthma (5) 
 Coronary artery disease (16) 
 Prostatic Carcinoma (2) 
 Recurrent Urinary Tract Infection (31) 
 Other renal disorders (4)  

2. EIGIBLE BUT NOT ENROLED (144) 
 Incomplete Baseline (60) 
 Refused to participate (81) 
 Staying far from study centre (3) 

3. OTHERS (21) 

Analyzed (n=187) as per ITT 

Excluded from analysis after enrollment
(44)
 Protocol violation -28 
 High PSA during baseline-2 
 Loss to follow up after baseline -13 
 Died due to heart attack -1

Figure 1: Flow of patients in the study

Variable No. of patients (n),% Mean(sd)/Median(Q1 to Q3)
Noida
Gudivada
Tirupathi 
Lucknow
Siliguri

51(27.3)
66(35.3)
36(19.3)
33(17.6)
1(0.5)

Age  in yrs 
Range 

50-64•	
65-80•	
81>•	

187(100%)

86(46%)
99(53%)
2(1%)

64(8)

54.4(4.2) 

69.8(4.2) 

84.5(0.7) 

Duration of BPH in yrs 187(100%) 3.7(2) 

Co-morbid disease
Diabetes•	
Hypertension•	

12(6%)
08(4%)

Body Mass Index (kg/m2 )
<25•	
25-29•	
≥30•	

125(67%)
44(23%)
18(10%)

21.8(2.5) 

26.7(1.03) 

31(1.5) 

AUASI 
AUASI Intensity -Mild (0-7)•	
AUASI Intensity -Moderate (8-19)•	
AUASI Intensity Severe (20-35)•	
AUASI Intensity Mild –Moderate (0-19) •	

11(6%)
36(19%)

140(75%)
47(25%)

4(2 to 4) 
      13.5(10.25 to 17) 

23(21 to 27)
12(8 to 16)

AUASI total score •	 187(100%) 21(19 to 25)
AUASI storage score•	 185(99%) 10(8 to 13)
AUASI voiding score •	 181(97%) 11(7 to 15)

Individual symptom score of AUASI 
Incomplete emptying•	
Frequency•	
Intermittency•	
Urgency•	

150(80%)
174(93%)
129(69%)
159(96%)

4(1to 5)
4(3 to 5)
3(0 to 5) 
4(2 to 5)

Table 2: Characteristics of study patients at Baseline
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Changes in subjective parameter (Primary 
outcome)

	 Table 3 summarizes the results of Friedman’s 
test for AUASI total score, individual symptoms, and 
different grades of intensity based on AUASI score 
over 12 months. There was a statistically significant 
reduction in all the subjective parameters. AUASI total 

Weak stream•	
Straining•	
Nocturia (times per night)•	

170(91%)
101(54%)
170(91%)

4(2 to 5)
1(0 to 3)
3(2 to 5)

Prostate gland 
Prostate Specific Antigen (ng/mL)•	 187(100%) 1.34(0.9)
Prostate volume (mL)•	 187(100%) 35(15)
Post void residual urine (mL)•	 187(100%) 73(78.5)

Uroflometry 
Qmax•	  (mL/s)
Qavg (mL/s)•	

63(34%)
63(34%)

16(9.7)
5.8(4)

Others 
Serum Creatinine (mg/dL)•	 180(96%) 1.1(0.6)
Blood urea (mg/dL)•	 180(96%) 31(9)

Data are presented in n(%),Mean(sd), Median(Q1 to Q3) 

score  was reduced significantly (median reduction: 10, 
12, and 13 points at 3 months , 6 months and 12 months 
respectively; p=0.0001). Voiding (questions 1, 3, 5 and 
6 of AUASI) and storage symptoms (questions 2, 4, 
and 7 of AUASI) occurring due to BOO (Bladder outlet 
obstruction) were analyzed and found to be reducing 
significantly (p= 0.0001). 

Parameter

Mdn(Q1 to Q3)
Chi 

square df p-valueBaseline 3rd month 6th month 12th month

AUASI score
Mild (0-7)•	 4(2 to 4)

4(1 to 5) 2(1 to 4) 3 (1to 4) 2.9 3 0.4

Moderate •	
(8-19)

13.5(10.25 to 
17)

8(5.25 to 11.75) 7(5 to 14.5) 7(5.25 to12) 24.9 3 0.0001

Severe (20-•	
35)

23(21 to 27) 14 (8 to 19) 11(7 to 17) 10(6 to16) 236.6 3 0.0001

Mild •	
–Moderate 
(0-19) 

12(8 to 16) 7(4 to 11) 6(4 to 12) 6 (4 to 9) 25.63 3 0.0001

AUASI total score 21 (19 to 25) 11(6 to 17) 9(6 to 16) 8(5 to15) 252.6 3 0.0001
AUASI storage 
score

10(8 to 13) 5 (3 to 9) 5 (3 to 8) 4 (2 to 7) 261.6 3

AUASI voiding 
score

11(7 to 15) 5(3 to 9) 5 (3 to 9) 4 (2 to 9) 164.5 3

Symptoms of 
AUASI

Incomplete •	
emptying
Frequency•	
Intermittency•	
Urgency•	
Weak stream•	
Straining•	
Nocturia •	
(times per 
night)

4(1 to 5)

4(3 to 5)
3(0 to 5)
4(2 to 5)
4(2 to 5)
1(0 to 3)
3 (2 to 5)

1(0 to 3)

2(1 to 4)
1(0 to 3)
1(0 to 4)
2(1 to 5)
0(0 to 1)
1(1 to 3)

1(0 to 3)

3(1 to 2)
1(0 to 2)
1(0 to 3)
2(1 to 4)
0(0 to 1)
1(1 to 3)

1(0 to 2)

1(1 to 3)
1(0 to 2)
1(0 to 2)
2(0 to 4)
0(0 to 1)
1(0 to 2)

173.4

199.6
97.5
209
107
73

215

3

3
3
3
3
3
3

Table 3: Subjective changes in the patients (Freidman test)
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	 At 12 months, mild, moderate and marked 
improvement was observed in 33 (17.6% of 187), 
65 (34.8% of 187) and 45 patients (24% of 187) 
respectively. Non-significant, static and worsening of 
symptoms was found in 22 patients (12% of 187), 12 
patients (6.4% of 187) and 10 patients (5.3% of 187) 
respectively (Table 5). None of the patients from mild 
(n=05) and moderate intensity group (n=06) who had 
Plan Ι treatment and prescribed placebo till the end 
were worsened.  No adverse events were noted during 
the study.

Changes in objective parameters (secondary 
outcome)

Table 4 summarizes the results of paired t test for 
objective changes from baseline to 12th month. There 
was significant reduction in PV (3 ml, p=0.005), PSA 
(-0.24 ng/mL, p=0.01) and serum creatinine (p=0.01). 
However, insignificant statistical change was found in 
PVRU (p=0.06), Qmax (p=0.39), Qavg (p=0.15) and 
BUN (p=0.21). 

Parameter

Difference

(Baseline-12 months)

95% CI of the 

Difference
t df p-valueMean (sd) Lower Upper

Ultrasonography 
PV/mL(n=186)•	 2.3 (11.2) 0.7 3.9 2.8 185 0.005
PRU/mL(n=184)•	 9.5(69.8) -0.6 19.6 1.8 183 0.06

Uroflometry, mL/sec 
Qmax (n=22)•	 -2.3 (12.6) -7.9 3.20 -0.8 21 0.39
Qavg (n=22)•	 1.6(4.9) -.61 3.8 1.5 21 0.15

PSA , ng/mL (n=104) -0.24 (0.9) -0.4 -0.06 -2.6 103 0.01
BUN,mg/dL(n=95) 1.4(10.5) -0.8 3.5 1.3 94 0.21
Serum creatinine,mg/dL(n=94) 0.1(0.4) 0.02 0.17 2.4 93 0.01

PSA- Prostate specific antigen, BUN- Blood Urea Nitrogen, PV- Prostate volume, PRU- Post void residual urine

Table 4: Changes in objective parameters 

Table 5: Outcome status of predefined Homeopathic medicine and intensity of BPH

N
Outcome, n

Marked Moderate Mild Not Significant Static Worse
Medicine
Thuj. 53 9 18 9 9 4 4
Sulph. 46 11 15 7 6 3 4
Puls. 46 13 21 7 2 1 2
Lyc. 13 4 3 4 2 0 0
Con. 6 1 2 1 1 1 0
Staph. 5 1 2 1 0 1 0
Merc. 5 2 2 1 0 0 0
Others 2 2 0 0 0 0 0
Total 176 43 63 30 20 10 10
Intensity of disease

Mild
Placebo 5 2 0 1 0 2 0

Medicine 6 1 0 0 0 4 1
Total 11 3 0 1 0 6 1

Moderate

Placebo 6 0 2 2 2 0 0

Medicine 30 4 12 2 4 3 5

Total 36 4 14 4 6 3 5

Severe 140 38 51 28 16 3 4
Grand total 187 45 65 33 22 12 10
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Effect of medicines

	 Out of 187 patients analyzed, 47 patients (11 
mild, 36 moderate) had Plan Ι treatment whereas 140 
severe patients had Plan ΙΙ treatment at baseline. 
The changes in AUASI score was compared with 
baseline value in subsequent follow ups. Patients who 
improved/ maintained status quo in their AUASI score 
(5 mild, 6 moderate out of 47) were further kept on 
placebo whereas 36 patients (6 mild, 30 moderate) with 
increased AUASI score were prescribed the pre-defined 
trial medicines. 93% of patients (140 patients of severe 
BPH, 30 moderate BPH, and 6 mild BPH) required a 
homoeopathic medicine for their suffering. 23 patients 
in placebo group were changed to medicine group 
within three months of treatment, 05 patients within 6 
months of treatment and 07 patients within 12 months 
of treatment. Table 5 shows the useful homoeopathic 
medicines. Frequently prescribed medicines producing 
marked and moderate improvement are Thuj. (27 / 53; 
51%), Sulph. (26 /46; 56.5%), Puls. (34 / 46;74%), Lyc.
(7 / 13; 54%). A total of 55 patients required a change 
of prescription from baseline; 36 patients from mild and 
moderate BPH and 19 patients of severe BPH. 

Effect size

	 Individualized homoeopathic treatment has large 
effect size at 3 months (Mdn = 11, Z = -10.47, r = 0.54, 
p =0.0001) and this was maintained up to 12 months 
(Mdn=4, z=-10.61, r=-0.5, p = 0.0001).

Discussion

	 This study has thrown some light on the effect 
of homoeopathic medicines in BPH. The positive 
aspects are: firstly, medicines were prescribed following 
homoeopathic principle of individualization29 and at 
the same time, following the treatment guidelines of 
AUA.26 Secondly, previous research has suggested 
that a clinically meaningful change in symptoms of BPH 
requires a change in the AUASI score of at least three 
points.32 In our study too, it was found that there was 
a reduction of 13 points in the AUASI score after one 
year.

	 Medicines have shown relief in both the voiding 
and storage symptoms in patients with LUTS and 
BOO, thought to be associated with BPH. Ten pre-
defined medicines covered the prescribing totality of 
176 patients. Four homoeopathic medicines covered 
approximately 81% of the prescriptions. Despite the 
individualized nature of homoeopathic treatment, it 
appears that clinical pathway to specific prescription 
exists, which is in consonance with the findings of 
Riley et al.33  The most useful medicines that yielded 
marked and moderate improvement are Thuja, Sulphur, 
Pulsatilla and Lycopodium.

	 The review of literature shows that α1 adrenergic 
receptor blockers are not able to significantly alter 

PSA, and PV.34 But in this study, it is observed 
that homeopathic medicines were able to change 
significantly the PV, maintain serum PSA till 12 months 
of treatment but no change was observed in post-void 
residual urine, Qmax and Qavg. Further research in 
a controlled setting is required to explore this area. 
Homeopathic medicines had no measurable effect on 
the urinary flow rates as pre- and post-comparison was 
done in 22 patients only. 

	 The natural history of a disease refers to the 
progression of the untreated disease over time. 
Clinical endpoints of progression for BPH are bladder 
dysfunction manifested by incomplete emptying or 
detrusor instability, severe BOO, acute urinary retention, 
recurrent UTI, sepsis, chronic renal insufficiency, 
bladder stones, incontinence, and hematuria.35,36 Such 
complications were not observed in this study. 

	 There are limitations and drawbacks too. 60 patients 
gave their consent to participate but failed to report 
after enrolment. Patients of elderly age showed their 
difficulty for regular follow-up. Lastly, the investigators’ 
bias cannot be ignored.

Conclusion

	 Homeopathic medicines significantly improved 
LUTS in men with BPH. Placebo-controlled trials are 
needed to evaluate the efficacy and effectiveness.

Acknowledgement

	 The authors acknowledge Dr. Alok Kumar, Director 
General In-charge, CCRH, for his valuable support,  
Dr. Anil Khurana and Dr. Anita Sharma for their inputs 
in preparation of protocol,  Programme Officers of 
the Institutes/Units for their administrative support, 
Consultant Surgeons of respective centres for helping 
in conducting physical examination of the patients 
throughout the study,  Dr. J.S. Arya and Dr. Amitava 
Poddar Assistant Directors(H), CRU(H), Siliguri for their 
technical support, Mr. Arvind Kumar, and Mrs. Maya P 
Nambiar, Statistical Assistants, CCRH for their support 
in statistical analysis, and finally the patients for their 
participation to make this study successful. 

Conflict of interest: We disclose no conflict of 
interest.

References

1. 	 Gudkov AV. Experience of long-term Afala treatment in 
Benign Prostatic Hyperplasia. Bulletin of Experimental 
Biology and Medicine 2009; 148 Suppl. 1:308-11.

2. 	 Oelke M, Gravas S: Relevance of benign prostatic 
hyperplasia and associated conditions for urologists, 
health care systems, and society [Editorial]. World 
J Urol. 2010;28:1–2. DOI 10.1007/s00345-010-
0507-9.

[Downloaded free from http://www.ijrh.org on Thursday, March 7, 2019, IP: 59.179.16.161]



24Indian Journal of Research in Homoeopathy
Vol. 6, No. 3, July - September 2012

Homoeopathic medicines in the management of benign prostatic hyperplasia: A multi-centric prospective observational study
Praveen Oberai et al

3. 	 Hutchison A, Farmer R, Chapple C et al. Characteristics 
of patients presenting with LUTS/BPH in six European 
countries. Eur Urol 2006;50:555–62.

4. 	 Kortt MA, Bootman JL. The economics of benign 
prostatic hyperplasia treatment: a literature review. 
Clinical Therapeutics. 1996; 18(6):1227-41.

5. 	 Lepor H. Medical treatment of benign prostatic 
hyperplasia Rev Urol. 2011;13(1):20-33.

6. 	 Lee CH, Akin-Olugbade O, Kirschenbaum A. 
Overview of prostate anatomy, histology, and 
pathology. Endocrinol Metab Clin North Am. 2011; 
40(3):565-75.

7. 	 Clifford GM, Farmer RDT. Medical Therapy for Benign 
Prostatic Hyperplasia: A Review of the Literature. Eur 
Urol. 2000;38:2-19.

8. 	 Fourcade RO, Lacoin F, Rouprêt M, Slama A, Le 
Fur C, Michel E, et al. Outcomes and general health 
related quality of life among patients medically 
treated in general daily practice for lower urinary tract 
symptoms due to benign prostatic hyperplasia. World 
J Urol. 2011; DOI 10.1007/s00345-011-0756-2.

9. 	 Roos NP, Wennberg JE, Malenka DJ, Fisher ES, 
McPherson K, Andersen TF, et al. Mortality and 
Reoperation after Open and Transurethral Resection 
of the Prostate for Benign Prostatic Hyperplasia. N 
Engl J Med. 1989; 320:1120-24

10. 	 Doll HA, Black NA, McPherson K, Flood AB, Williams 
GB, Smith JC. Mortality, morbidity and complications 
following transurethral resection of the prostate 
for benign prostatic hypertrophy. J Urol. 1992 
Jun;147(6):1566-73.

11. 	 Chapman E. Homoeopathy. In Jonas W.B., Levin 
J.S., Essentials of Complementary Medicine; 1999; 
Lipincott Williams Wilkins [CD ROM].

12.	 Singh P, Yadav RJ, Pandey A. Utilization of indigenous 
systems of medicine & Homoeopathy in India. Indian 
J Med Res. 2005;122(2):137-42.

13. 	 Wassenhoven VM, Ives G. An observational study 
of patients receiving homoeopathic treatment. 
Homeopathy 2004; 93: 3–11.

14. 	 Rossi E, Endrizzi C, Panozzo MA, Bianchi A, Da Frè 
M. Homoeopathy in the public health system: a seven 
year observational study at Lucca Hospital (Italy). 
Homeopathy. 2009; 98(3):142-8.

15. 	 Spence David S, Thompson EA, Barron S J. 
Homoeopathic treatment for chronic disease: A 
6-year, university-Hospital Outpatient observational 
study. The Journal of Alternative and Complementary 
Medicine. 2005; 11(5):793-98.

16.	 Witt C, Keil T, Selim D. Outcome and costs of 
homoeopathic and conventional treatment strategies: 
A comparative cohort study in patients with chronic 

disorders. Complementary Therapies in Medicine 
2005; 13: 79-86.

17.	 Jonas WB, Gaddipati JP, Rajeshkumar NV et al. 
Can homoeopathic treatment slow prostate cancer 
growth? Integr Cancer Ther. 2006;5(4):343-9.

18. 	 MacLaughlin BW, Gutsmuths B, Pretner E, Jonas 
WB, Ives J, Kulawardane DV, et al. Effects of 
homoeopathic preparations on human prostate 
cancer growth in cellular and animal models. Integr 
Cancer Ther. 2006;5(4):362-72.

19. 	 Gupta G, Singh J P, Tandon S, Singh S, Nayak C, 
Singh H et al. Evidence Based clinical study to assess 
the usefulness of homoeopathic medicines in patients 
of Benign Prostatic Hyperplasia. Indian Journal of 
Research in Homoeopathy. 2010; 4(4):49-56.

20. 	 Reddy GRC, Oberai P, Singh V, Nayak C. 
Treating Prostatic Hyperplasia in Elderly Men with 
Homoeopathy- A series of 11 cases. Indian Journal 
of Research in Homoeopathy. 2009; 3(4):37-43.

21. Weinstein C. Benign Prostatic Hypertrophy: Analysis 
and Homoeopathic treatment. AJHM Autumn. 2008; 
149-55.

22. Gupta G. Ultrasonographic assessment of Benign 
Prostate Hypertrophy cases in response to 
Homoeopathic drugs. Asian Homoeopathic Journal. 
1994; 4(3):10-7.

23 Gupta G, Gupta N, Singh V, Chaudhary M, Singh M. 
Evidence based study on cases of Benign Prostatic 
Hyperplasia in response to homoeopathic drugs. The 
Homoeopathic Heritage. 2006; 31(7): 31-41.

24.	 World Medical Association Declaration of Helsinki 
— Ethical Principles for Medical Research Involving 
Human Subjects. Available from URL: http://www.
who.int/bulletin/archives/79(4)373.pdf accessed on 
8.8.05.

25.	 Good Clinical Practices of India; [Internet][cited 8 
Aug 2011].    Av a i l a b l e from:  http://unpan1.
un.org/intradoc/groups/public/documents/apcity/
unpan009867.pdf.  

26. 	 AUA Guideline on the Management of Benign 
Prostatic Hyperplasia: Diagnosis and Treatment 
Recommendations.[internet][cited Aug 31 2011].  
Available from http://www.auanet.org/content/
guidelines-and-quality-care/clinicalguidelines/
archived-guidelines/chapt_1_appendix.pdf. 

27. 	 Scher HI. Hyperplastic and Malignant Diseases 
of Prostate in Braunwald E, Fauci AS, Kasper DL, 
Hauser SL, Longo DL, and Jameson LL. Harrison’s 
Principles of Internal Medicine. 15th Edn. Vol.I 2001; 
McGraw-Hill; New York: 608-9. 

28.	 Witko D. CARA Professional © 1997; London, Miccant 
Ltd.; Revised programme by John Stevenson 1999.

[Downloaded free from http://www.ijrh.org on Thursday, March 7, 2019, IP: 59.179.16.161]



25 Indian Journal of Research in Homoeopathy
Vol. 6, No. 3, July - September 2012

Homoeopathic medicines in the management of benign prostatic hyperplasia: A multi-centric prospective observational study
Praveen Oberai et al

29. 	 Hahnemann S. Organon of Medicine, 6th edition. 
Translated by Boericke W. New Delhi; B Jain 
Publishers.

30. 	 Kent JT. Lectures on Homoeopathic Philosophy, 
Reprint 4th Edn.1997. B Jain Publishers (P) Ltd., 
New Delhi: 253-73.

31. 	 Field A. Discovering Statistics using SPSS. 3rd 
Edition; Sage Publications Limited, London: 2009.

32. 	 Lepor H, Williford W, Barry M, Brawer M, Dixon C, 
Gormley G. The efficacy of terazosin, finasteride, or 
both in benign prostatic hyperplasia. N Engl J Med. 
1996;335: 533-9.

33. 	 Riley D, Fisher M, Singh B, Haidvogl M and 

Marianne. Homoeopathy and Conventional Medicine: 
An Outcomes study comparing effectiveness in 
primary care setting. The Journal of Alternative and 
Complementary Medicine. 2001; 7(2):149-59.

34. 	 Roehrborn CG., Benign Prostatic Hyperplasia: An 
Overview. Reviews in Urology. 2005; 7 (SUPPL. 
9):s3-s14.

35. 	 Lepor H. Pathophysiology, Epidemiology, and Natural 
History of Benign Prostatic Hyperplasia. Rev Urol. 
2004; 6(suppl 9):S3-S10.

36. 	 Fitzpatrick JM. The natural history of benign prostatic 
hyperplasia. B J U International. 2006; 97, S2:3-6.

mˆs';% v/;;u dk izkajfHkd mˆs'; lqlk/; izksLVsfVd vfro`f) ds mipkj esa mi;ksxh iwoZ fpfUgr 
gksE;ksiSFkh vkS"kf/k;ksa ds ,d lewg dh fpfdRlh; mi;ksfxrk dk fu/kkZj.k djuk FkkA v/;;u dk f}rh; 
mˆs'; izksLVsV oksY;we ¼ih oh½] iksLV&ok;M vof'k"V ew= ¼ih oh vkj ;w½ vkSj ew= izokg nj ¼D;wesDl 
,oa D;wohlh ,e ,y@lsd.M½ esa ewY;kadu }kjk jksx ds fodkl dk ijh{k.k djuk FkkA

i)fr% dsUnzh; gksE;ksiSFkh vuqla/kku ifj"kn~ }kjk ,d cgq dsfUnzd izs{k.kkRed v/;;u fd;k x;k ftlds 
vUrxZr ifj"kn~ ds 5 laLFkkuksa@bdkbZ esa lqlk/; izksLVsV vfro`f) ls ihfM+r 231 ejhtksa dk ukekadu 
fd;k x;k ftudk izksLVsV oksY;we <20 ,e,y vkSj izksLVsV fo'ks"k ,aVhtu ¼ih ,l ,½ ≤4 ,u th@,e 
,y FkkA y{k.kksa dk fo'ys"k.k vesfjdu ;wjksyksftdy ,lksfl,'ku flLVkWe baMsDl ¼, ;w , ,l vkbZ½ 
}kjk fd;k x;kA ekin.M tSls ih ,l ,] izksLVsV vkdkj] iksLV&ok;M vof'k"V ew= D;wesDl] D;wosx 
Hkh fo'ysf"kr fd;k x;kA lqlk/; izksLVsV vfro`f) ds jksx y{k.kksa ds jsijVªkbts'ku ds mijkar chl iwoZ 
fpfUgr gksE;ksiSFkh vkS"kf/k;ksa dks pquk x;kA jksx voLFkk ¼jkgr@fcxM+uk½ gksus ij Iykflcks@iksVsalh 
mipkj esa rqjar ifjorZu fd;k x;kA vuqorZu dky ,d o"kZ dk FkkA gksE;ksiSFkh fl)kUrksa ds vuqlkj 
fo'ys"k.k fd;k x;kA ,ih,l,l otZu 16 dk mi;ksx djrs gq, lkaf[;dh; fo'ys"k.k fd;k x;kA

ifj.kke% ukekafdr 231 ejhtksa esa ls 187 ejhtksa ds vkadM+ksa dk fo'ys"k.k fd;k x;kA 12 eghuksa 
¼cslykbu] 3 eghuksa] 6 eghuksa vkSj 12 eghuksa½ esa ,;w,,lvkbZ Ldksj esa vk;s egÙoiw.kZ vUrj ds 
ijh{k.k gsrq xSj&iSjkesfVªd QzkbMeSu ijh{k.k mi;ksx esa fy;k x;kA ,d o"kZ ds mipkj ds iw.kZ gksus ij 
,;w,,lvkbZ Ldksj ¼13 fcUnqvksa dk e/;e ifjorZu] ih¾ 0-0001½ esa lkaf[;dh; egÙoiw.kZ :i ls deh 
ik;h xbaZA iwoZ fpfUg~r 20 vkS"kf/k;kaas esa ls 10 vkS"kf/k;ka 187 ejhtksa dks lsou gsrq nh xbZA bl v/;;u 
esa vR;f/kd mi;ksxh ikbZ x;h vkS"kf/k;ka % Fkqtk- ¼53 esa ls 27] 51%½] lYQj ¼46 esa ls 26] 56-5%½] 
iYlkfVyk ¼46 esa ls 34]74%½] ykbdksiksfM;e ¼13 esa ls 7]54 izfr'kr½ FkhaA izksLVsV ds vkdkj esa 2-3 
,e,y dh deh gqbZ tks dh lkaf[;dh; ¼ih¾0-005½ :i ls cgqr egÙoiw.kZ gSA

fu"d"kZ% lqlk/; izksLVsV vfro`f) ls ihfM+r iq:"kksa esa fuEu ew= ekxZ y{k.kksa esa gksE;ksiSFkh vkS"kf/k us 
egÙoiw.kZ lq/kkj fd;sA izHkkodkfjrk ,oa izHkko ds ewY;kadu gsrq Iykflcks fu;af=r ijh{k.k fd;s tkus 
dh vko';drk gSA

[kkst'kCn% gksE;ksiSFkh] lqlk/; izksLVsV vfro`f)] izs{k.kkRed v/;;u] Fkqtk] lYQj] iYlkfVyk] 
ykbdksiksfM;eA
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