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INTRODUCTION 

 

 Haemorrhoidal disease is a clinical entity having a chronic and 

progressive course, which affects approximately 50% of individuals over the 

age of 50 years old. The complex of symptoms is composed of haemorrhage, 

prolapse, occasional pain and pruritis. Haemorrhaging is due to the laceration of 

small vessels which have been uncovered by the erosion of mucous 

membranes which are poorly nourished due to problems with venous return and 

subjected to continuous trauma. They cover certain vascular packages which 

are turgid, oedematous and fallen from their original position. A pharmacological 

agent which protects the integrity of the vascular structures in this region is 

therefore of great clinical value (1).  

 

 Hidrosmin, a new synthesised flavanoid, has pharmacological effects at 

three main levels: a) at a capillary level it has a favourable influence on the 

permeability and fragility of microvessels (2-4), b) at a venous level it brings 

about a marked increase in parietal tone, and c) possesses clear 

haemorrheologic properties, increasing erythrocyte deformability and reducing 

the viscosity of the blood (5, 6). All of these pharmacological properties show 

hidrosmin to have the potential to be beneficial in the treatment of patients with 

haemorrhoidal pathology.  

 

 An article (7) has recently been published and contains hopeful results. It 

compared the efficacy of hidrosmin with that of another flavanoid in the 

treatment of several proctologic pathologies. To clarify the real efficacy of 

hidrosmin in the haemorrhaging and procidentia of haemorrhoids, this 

controlled, randomised and simple blind study was undertaken, comparing 

hidrosmin with dietary fibre supplements, the latter having broadly well - proven 

beneficial effects on the haemorrhoidal syndrome (8, 9). 
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MATERIAL AND METHODS 

 

Subjects 

 

 This study was carried out on 50 out - patients, 29 men and 21 women, 

aged from 31 to 80 years old (50.3 + 13.1, median  + D.E.), diagnosed as 

simple non - thrombotic haemorrhoids in states II to IV, with episodes of 

rectorrhagia in the 15 days prior to inclusion in the study (Table I). The 

haemorrhoidal process was classified according to the following criteria of 

evolution:  

 

State I: procidentia of haemorrhoidal packages without prolapsing 

outside the anus.  

State II: prolapse of the haemorrhoids without emerging from the anal 

canal, and with spontaneous reduction following defecation.  

State III: prolapse of the haemorrhoids outside the anus, spontaneously 

or following defecation. Spontaneous or manual reduction.  

State IV: the prolapse is permanent and irreducible. The haemorrhoids 

have “come out of place”. 

 

According to the order in which they arrived, the patients were randomly 

assigned to each group of treatment, with 27 patients being included in the 

hidrosmin group and 23 in the group to receive vegetable fibre.  
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 Those patients who presented any of the following conditions were 

excluded:  

 

1.- Thrombotic haemorrhoids. 

2.- Anal fissure. 

3.-  Perianal abscesses. 

4.- Anal fistula. 

5.- Rectal tumour or cancer. 

6.- Processes involving Intra-abdominal compression. 

7.- Patients who required surgical intervention for the treatment of 

 haemorrhoids.  

8.- Patients who were to be operated surgically in the period covered by the 

 study.  

9.- Patients suffering serious cardiac, hepatic or renal insufficiency. 

10.- Patients treated with phlebotropes, anti-haemorrhoid products, laxatives 

 or other medications which could distort the results of the study.  

 

Criteria used in clinical evaluation 

 

1.- Rectorrhagia 

 

 Each patient kept a daily record on an individual record sheet of the 

number of episodes of rectorrhagia which presented in the 15 days preceding 

the start of the study and the following 45 days during which they took 

pharmacological treatment. For the purposes of statistical analysis the duration 

of the study was divided into equal periods of 15 days each, and the number of 

incidents of rectorrhagia were counted individually for each period. In this way 

the results are expressed as: number of incidents of rectorrhagia occurring 

every 15 days. 
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2.- Endoscopy 

 

 Before and after treatment anuscopy was carried out according to the 

established protocol. Especial attention was paid to the study of procidentia or 

prolapse, this permitting the classification of the haemorrhoids in the different 

states of development described above. Likewise, a record was kept of the 

number of haemorrhoidal packages which presented erosion of the mucous 

membrane covering them, as well as if the haemorrhoids bled due to contact. 

The researcher in charge of carrying out the anuscopy was unaware of the 

treatment group to which patients belonged, thereby preventing as far as 

possible this having any influence on this ability to evaluate their condition.  

 

Treatment 

 

 Depending on their position in the order of inclusion in the study, patients 

were allotted to one or other of the following treatment groups in a random 

manner. 

 

HIDROSMIN GROUP: these patients received VENOSMIL®  in the form of two 

200 mg capsules every eight hours (1,200 mg/day of hidrosmin) during 40 days. 

 

CONTROL GROUP: these patients received METAMUCIL EFERVESCENTE® 

in the form of one sachet containing 3.5 g of purified mucilage of Ispagula 

(Plantago ovata) diluted in 150 ml water, three times a day during 40 days.  

 

 During the duration of the study the patients received no medicines which 

could have interfered with the evaluation of results. Only the use of hygienic and 

dietary measures was permitted, if these were usual practice for patients of this 

type.  
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Undesirable effects 

 

 All those effects which could be suspected as arising due to adverse 

reactions were recorded, including the dates of their commencement and end, 

as well as the seriousness of the reaction.  

 

Statistical analysis 

 

 The homogeneity of the two groups treated was analysed by means of 

the Student t test for two medians in the case of quantitative variables, and the 

Mann - Whitney U test was used for qualitative variables. The influence of the 

treatment used on the parameters used to evaluate each group under study 

was measured by the Student t test for paired data, and by the non-parametric 

McNemar test in the case of variables in dichotomies. The comparison between 

the groups was carried out by using the Student t test for two medians, as well 

as the Mann - Whitney U test. The level of significance was set at p < 0.05. 

 

RESULTS 

 

 Both groups under treatment were homogeneous respecting the 

demographic and clinical variables considered (Table II). There were no 

statistically significant differences between the two groups at baseline 

evaluation in terms of: sex, age, weight, episodes of rectorrhagia, the number of 

patients with eroded haemorrhoids, degree of procidentia, current bleeding and 

the degree of compliance with the prescription.  

 

 7 patients had to be excluded during the study (Table III), four from the 

group treated with hidrosmin and three from the control group. Of the hidrosmin 

group, one patient failed to return to the final check - up, one did not follow the 

recommended dosage correctly, another used a laxative together with the 

treatment under study, while a fourth abandoned the medication due to 

intolerable side effects (muscular cramps in the lower limbs). One patient in the 

control group failed to take the prescribed dosage correctly, another made use 

of a laxative and the last did not record on the control sheets the number of 
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episodes of rectorrhagia suffered. Thus although all the patients who had taken 

either of the products in the trial were included for the purposes of the 

evaluation of tolerance, to evaluate the efficacy of the therapy in question only 

43 of the 50 patients were analysed, 23 in the hidrosmin group and 20 in the 

group treated with fibre. 

 

 For rectorrhagia (Table IV and Figure 1) the group treated with hidrosmin 

showed a reduction in the number of episodes per fifteen days, down from 6.8 + 

3.7 before treatment to 4.3  + 3.8 in the first fortnight, 2.8  + 3.5 in the second 

and 2.4  + 3.8 in the third. In all cases the differences in comparison with the 

baseline situation were highly significant (p<0.001, Student t test for paired 

data). In this treatment group 8 of the 23 patients (35%) had ceased bleeding 

after the first fortnight taking hidrosmin. 

 

 In the control group, which received a pharmaceutical preparation 

containing fibre, the number of episodes of rectorrhagia was 5.2 + 2.9 before 

starting the treatment, and only reduced by a statistically significant amount 

after the second and third fortnights, to 3.1  + 2.7 and 1.1  + 1.4, respectively 

(p<0.01, Student t test for paired data). It was not possible to find any 

statistically significant relationship between these two treatment groups 

(Student t test for two medians).  

 

 As may be seen in Table V and figure 2, the group treated with hidrosmin 

presented an average of 3 eroded packages of haemorrhoids at the start of the 

study. The was reduced to 2 packages by the end of 40 days of treatment, and 

this difference was significant (p<0.001, Student t test for paired data). The 

group treated with vegetable fibre also showed a fall in the number of eroded 

packages of haemorrhoids, from 2.5 beforehand to 1.6 after the treatment, and 

this was also statistically significant.  

 

 The degree of haemorrhoidal procidentia and the presence of blood in 

digital rectal examination did not change significantly with either of these drugs 

throughout treatment (non - parametric signed test and McNemar’s test). 
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 The undesirable effects encountered throughout the study are shown in 

Table VI. In the group treated with vegetable fibre there was almost constant 

complaint about the taste of this preparation, and three subjects in this group 

found this to be so intense that they had to reduce the dose by half. In the group 

treated with hidrosmin one patient referred epigastric pain after taking the 

medication, obliging them to reduce the dose, while another patient referred leg 

cramps, due to which they decided to abandon the study. Nevertheless, the 

causal relationship between the drug and these side effects is difficult to 

establish.  

 

DISCUSSION 

 

 A fundamental factor in the pathogenesis of the haemorrhoidal syndrome 

is, without doubt, the lack of vegetable fibre in the Western diet, which gives rise 

to a faecal bolus that is both small and hard. As could be expected, due to its 

being a well - proven finding in everyday clinical practice,  the addition of 

vegetable fibre to the diet (as occurred in the control group) brings about an 

improvement in terms of episodes of rectorrhagia and the re - covering of 

haemorrhoidal packages with the epithelium, offering important relief to patients 

with haemorrhoids.  This study shows hidrosmin to be as effective as vegetable 

fibre in the treatment of haemorrhaging caused by haemorrhoids, as well as in 

bringing about the re - epitheliasation of eroded haemorrhoidal packages, given 

that it was impossible to find any statistically significant differences between the 

two groups treated. Hidrosmin seems to work more quickly that fibre, as in a 

few days more than a third of those patients treated with hidrosmin were 

virtually asymptomatic, although here too it was impossible to find any 

significant differences.  

 

 Both medications attained very similar effects, and probably worked by 

means of different mechanisms. Dietary fibre makes the faecal bolus softer and 

Valsalva’s manoeuvre more gentle, thereby decreasing the erosive capacity of 

the bolus and reducing the blood pressure in the haemorrhoidal package. On 

the basis of what is known about the pharmacological properties of hidrosmin, 

its beneficial effects must be related to a reduction in venous congestion and 
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the oedema, thereby facilitating re - epethiliasation. In this study it was not 

possible to demonstrate any decrease in the volume of haemorrhoids due to 

increase in vascular tone following treatment with hidrosmin, even though this 

effect of hidrosmin has been proven in large calibre veins.  

 

 Both medications were well tolerated throughout the period of time during 

which the study lasted. The most common complaint in the group treated with 

vegetable fibre, and which led one patient to reduce the dose, was the 

unpleasant appearance and taste of this pharmaceutical preparation. The side 

effects which appeared in the group treated with hidrosmin were trivial, and 

disappeared when the medication was withdrawn.  

 

 According to our results, hidrosmin could replace vegetable fibre in the 

treatment of some aspects of the haemorrhoidal syndrome, and, what is more, 

could have a synergetic effect which would make it recommendable as a 

therapy, and it would be prudent to investigate this hypothesis.  

 

CONCLUSIONS 

 

 This study was carried out on 50 patients, 29 men and 21 women, aged 

from 31 to 80 years old (50.3  + 13.1, median  + D.E.), diagnosed simple non - 

thrombotic haemorrhoids  in states II to IV, with episodes of rectorrhagia in the 

15 days prior to inclusion in the study. Of these, 27 patients were treated with 

hidrosmin (400 mg/8 hours) and 23 were treated using a fibre supplement (3.5 g 

mucilage /8 hours). 

 

Both groups of treatment were homogeneous in terms of the variables of: sex, 

age, weight, episodes of rectorrhagia, the number of eroded haemorrhoidal 

packages, the degree of procidentia, bleeding and compliance with the 

prescription.  

 

 For rectorrhagia the group treated with hidrosmin showed a reduction in 

the number of episodes per fifteen days, down from 6.8 + 3.7 before treatment 

to 4.3  + 3.8 in the first fortnight, 2.8  + 3.5 in the second and 2.4  + 3.8 in the 
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third. In this treatment group 8 of the 23 patients (35%) had ceased bleeding 

after the first fortnight taking hidrosmin. 

 

 In the control group, which received a pharmaceutical preparation 

containing fibre, the number of episodes of rectorrhagia was 5.2 + 2.9 before 

starting the treatment, and only reduced by a statistically significant amount 

after the second and third fortnights, to 3.1  + 2.7 and 1.1  + 1.4, respectively.  

 

 

 It was not possible to find any statistically significant relationships 

between these two treatment groups.  

 

 Both groups showed a fall in the number of eroded packages of 

haemorrhoids after 40 days of treatment. The degree of haemorrhoidal 

procidentia and the presence of blood in digital rectal examination did not 

change significantly with either of these drugs throughout treatment. 

 

 The demonstration by this study that hidrosmin is as effective as 

vegetable fibre in the treatment of haemorrhages caused by haemorrhoids and 

in the re - epitheliasation of eroded haemorrhoidal packages could open new 

perspectives in the treatment of the symptoms of the haemorrhoidal syndrome. 
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Table I. GENERAL CHARACTERISTICS OF THE GROUP 
(N = 50) 

_____________________________________________________________ 
SEX: 29 M.: 21 F. 

AGE (YEARS): 50.3 + 13.1 

WEIGHT (kg): 67.1 + 11.9 

Diagnosis: HAEMORRHOIDS - RECTORRHAGIA 

Treatment: 27 HIDROSMIN 

23 VEGETABLE FIBRE 

Days of treatment: 34.8 + 9.1 

EPISODES OF RECTORRHAGIA PRIOR TO TREATMENT 

No. of episodes in 15 days): 6.1 + 3.8 

ERODED HAEMORRHOIDAL PACKAGES: 2.8 + 1.2 

       PROCIDENTIA:  DEGREE I = 0 

           DEGREE II = 11 

           DEGREE II = 35 

           DEGREE IV = 4 

    BLOOD FOUND IN RECTAL EXAMINATION: 12 YES 
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              38 NO   

 Table II.- THE HOMOGENEITY OF TREATMENT GROUPS 

 HIDROSMIN 

(n = 23) 

VEGETABLE FIBRE 

(n = 20) 

P. 

SEX 

AGE (years) 

WEIGHT (kg) 

RECTORRHAGIA 

BEFORE TREATMENT 

ERODED HAEM. 

PACK. 

PROCIDENTIA:  

 DEGREE I 

 DEGREE II 

 DEGREE III 

 DEGREE IV 

BLOOD IN RECTAL 

EXAM. 

15 M. 8 F. 

51.1 + 12.6 

68.0  + 12.6 

 

6.8  + 3.7 

 

3.1  + 1.2 

 

0 

4 

17 

2 

6 yes 

17 no 

10 M. 10 F. 

49.6  + 14.0 

65.3  + 13.8 

 

5.2  + 2.9 

 

2.5  + 1.0 

 

0 

4 

14 

2 

5 yes 

15 no 

n.s. 

n.s. 

n.s. 

 

n.s. 

 

n.s. 

 

n.s. 

n.s. 

n.s. 

n.s. 

n.s. 
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TREATMENT (days) 36.6  + 5.6 37.1  + 3.9 n.s. 

 

        

 Table III.- ABANDONED / EXCLUDED FROM THE STUDY 

Code Treatment group Reason 

# 05 

# 12 

# 17 

# 26 

# 27 

# 47 

# 50 

Vegetable fibre 

Vegetable fibre 

Hidrosmin 

Vegetable fibre 

Hidrosmin 

Hidrosmin 

Hidrosmin 

Non-compliance with dosage 

Use of laxative 

Intolerable side effect 

Non-compliance with protocol 

Non-compliance with dosage 

Use of laxative 

Voluntary abandonment 

 

 

 

 

 

 



 17 
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 Table IV.- EPISODES OF RECTORRHAGIA (1) 

 HIDROSMIN  

n = 23) 

VEGETABLE FIBRE 

(n = 20) 

BEFORE TREATMENT 

AFTER TREATMENT 

 1ST FORTNIGHT 

 2ND FORTNIGHT 

 3RD FORTNIGHT 

6.8  + 3.7 

 

4.3 + 3.8 ** 

2.8 + 3.5 *** 

2.4 + 3.8 *** 

5.2 + 2.9 

 

4.4 + 3.0 

3.1 + 2.7 ** 

1.1 + 1.4 *** 

 (1) No. of episodes of rectorrhagia each fortnight 

 ** p<0.01:  *** p<0.001, in comparison with before treatment 
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  Table V. - RECTOSCOPY 

 HIDROSMIN 

BEFORE   AFTER 

VEGETABLE FIBRE 

BEFORE   AFTER 

ERODED HAEMORRHOIDS 

PROCIDENTIA 

 DEGREE I 

 DEGREE II 

 DEGREE III 

 DEGREE IV 

BLOOD IN DIGITAL RECTAL 

EXAMINATION YES 

    NO 

3.1 + 1.2   2.0 + 1.4*** 

 

0     0 

4     6 

17     15 

2     2 

 

6     2 

17     21 

2.5 + 1.0   1.6 + 1.2*** 

 

0     0 

4     5 

14     13 

2     2 

 

5     0 

15     20 

*** P<0.001 in comparison with previously 
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Table VI.- SIDE EFFECTS 

Code 

 

# 17 

# 47 

# 05 

# 29 

# 39 

Treatment group 

 

Hidrosmin 

Hidrosmin 

Vegetable fibre 

Vegetable fibre 

Vegetable fibre 

Side effect 

 

Leg cramps. Abandonment. 

Epigastric pain. Reduced dose. 

Unpleasant taste. Reduced dose. 

Nausea. 

Unpleasant taste. Reduced dose.  
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Episodes Of Rectorrhagia 

 
 

** p<0.01:  *** p<0.001, in comparison with day 0.         Figure 1 
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Eroded Haemorrhoidal Packages 
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 *** p<0.001 in comparison with day 0          Figure 2 


