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Postoperative topical analgesia of hemorrhoidectomy with
policresulen and cinchocaine: a prospective and controlled

study

Analgesia tépica com policresuleno e cinchocaina no pés-operatério de
hemorroidectomias: um estudo prospectivo e controlado
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ABSTRACT

Objective: To evaluate the effects of topical policresulen and cinchocaine in the postoperative pain behavior of open
hemorrhoidectomy. Methods: We conducted a prospective, double-blinded, controlled study. The control group received the usual
guidelines with oral medications. The topical treatment group received, in addition, the application of the ointment and was
comprised of two subgroups (policresulen + cinchocaine, and placebo). Pain intensity was recorded with the visual analogue scale.
Results: 43 patients were operated on: control group — n = 13, one excluded; placebo — n = 15; and policresulen + cinchocaine —
n = 15. The mean age was 45.98 years and 37.2% were men. The average pain intensity was 4.09 (immediate postoperative), 3.22
(hospital discharge), 5.73 (day 1) , 5.77 (day 2), 5.74 (day 3), 5.65 (day 7), 5.11 (day 10), 2.75 (day 15) and 7.70 (first bowel
movement), with no difference between groups in all periods. Conclusion: This study showed no reduction in pain after

hemorrhoidectomy with the use of topical policresulen and cinchocaine.
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INTRODUCTION

he clinical topical treatment for hemorrhoids using

ointments, creams and suppositories is widespread and
routinely used by most proctologists '. It is a conduct with
no supporting scientific data 2.

A recent meta-analysis on the surgical treatment
of hemorrhoids considered pain as a major complication of
hemorrhoidectomy 3. According to Ho et al., many patients
prefer to live with the prior hemorrhoidal symptoms than
endure postoperative pain. Attempts to minimize it divide
proctologists between pre and postoperative ones, with no
consensus or consolidated guidelines in this regard *.

The usual hemorrhoidectomy postoperative
period is composed of hygienic-dietary guidelines, oral
analgesics and medications aimed at the formation of pasty
feces, facilitating elimination °.

The combination of topical policresulen and
cinchocaine, without addition of corticosteroids and
antibiotics, has wide acceptance by patients and indication
by physicians for the clinical treatment of hemorrhoids, and
quite controversially, in postoperative management.
According to Spinoza, the compounds containing
policresulen and cinchocaine for prolonged treatment of

internal and external hemorrhoids are responsible for
therapeutic success in over 80% of patients °.

Policresulen, the main component of the
association, is an organic acid of high molecular weight, of
ionic potential hydrogen (pH) equal to 4, whose half-life
ranges from four to five hours. It has hemostatic activity by
causing coagulation of blood proteins and promoting the
contraction of the muscular fibers of the blood vessels of
small caliber. It ptomotes selective chemical debridement:
being an anion, it has the ability to interact only with the
phospholipid molecules of the plasma membranes of to
devitalized cells, which have lost its original electric charge.
This contact provides the denaturation of cellular proteins,
facilitating their removal. Its acidity, together with
coagulating properties, give policresulen antimicrobial
activity against staphylococcus spp., streptococcus spp. and
Candida albicans ’. The debridement and antimicrobial
action of policresulen make it an important agent in the
process of healing. The cinchocaine (dibucaine) is a topical
anesthetic of the amide group, the same as lidocaine,
mepivacaine, prilocaine and bupivacaine, differing by the
presence of a double aromatic ring in its lipophilic moiety.
It features fast action, in approximately 15 minutes, with
peak activity lasting between two and four hours®.

1. Coloproctology Service of the University Hospital Cajuru, Pontificia Universidade Catélica do Parand — (PUCPR); 2. University Hospital,
Universidade Federal de Santa Catarina (UFSC); 3. Post-Graduation Program in Zoology, Universidade Federal do Parana (UFPR).
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Similarly to what happens in the clinical
management of hemorrhoids, postoperative topical
treatment is controversial, having no consistent results in
the literature 1. According to Cruz et al., postoperative
care divide proctologists who are dedicated to operate on
patients with hemorrhoidal disease, with constant endless
discussions about the approaches adopted by each °. There
is no published consensus on this topic.

Given this scenario of uncertainty, the objective
of this study was to evaluate the effects of topical
policresulen and cinchocaine on intensity of pain in the
postoperative period of patients undergoing
hemorrhoidectomy compared with use of placebo and non
use of ointments.

METHODS

This study was approved by the Ethics in Research
Committee of the Center for Bioethics at the Pontifical
Catholic University of Parana (PUCPR), number 5297/11.

This study was a prospective, longitudinal, double-
blind, placebo-controlled trial. From May to September 2011
we evaluated patients from the General Proctology Clinic
of the Cajuru University Hospital undergoing
hemorrhoidectomy.

Patients were divided into two groups: control
and topical treatment. The first consisted of patients who
received routine post-operative orientations without the use
of topical treatment with ointments, only oral medications,
and general guidelines. The topical treatment group was
composed of patients who, in addition to routine guidelines,
received prescription of ointment for application to the
wound three times a day for seven days. This group was
randomly divided into patients who used policresulen and
cinchocaine and others who used neutral ointment
(placebo), composed of 30% petroleum jelly, lanolin 30%,
3% EDTA and propylene glycol gs. Both patients and
researchers were blinded to this treatment/placebo
assigment. The study design is illustrated in Figure 1.

Patients included were of both sexes, 18-70 years,
with symptomatic grade Ill and IV'® mixed hemorrhoidal
disease refractory to medical treatment. All were operated
on by the same surgeon and had their three hemorrhoids
resected by the Milligan-Morgan technique . Moreover,
they fit the anesthetic criteria for submission to outpatient
surgical procedure according to the guidelines of the
American Society of Anesthesiologists °.

We excluded patients who had undergone any
anorectal operation, patients with mental disorders, patients
allergic to dipyrone and NSAIDs, patients who refused to
complete the questionnaire or who had not completed the
guestions posed in the return to the clinic. Moreover, we
also excluded those who did not follow the general
postoperative guidelines or had not used the ointment, as
well as pregnant patients, due to the inconsistency of data

on the toxicity of policresulen and cinchocaine in this group®.

All patients were treated at the day hospital
sector of the Cajuru University Hospital. The operations were
performed by the open technique (Milligan-Morgan)' under
combined anesthesia (induced with intravenous propofol +
local) 5. Patients also received dipyrone 1g and 100mg
intravenous ketoprofen, administered by the anesthesiologist
during the procedure.

All patients received the same prescriptions
containing analgesics administered in the ward. We
administered 1g dipyrone intravenously every six hours,
50mg tramadol hydrochloride intravenously every eight
hours and 50mg tramadol hydrochloride intravenously, if
necessary.

To discharge, patients were evaluated by the
principal investigator, between six and eight hours after
the procedure, aimed at satisfying the conditions of hospi-
tal release after '2. The supplied postoperative instructions,
equal for both groups, purported to eating behaviors, bowel
movements, hygiene maneuvers, sitz baths, and risk signs
and symptoms that would demand hospital return for
reassessment.

Oral analgesia to both groups included 1 g
dipyrone every six hours for ten days, 10 mg ketorolac
tromethamine every eight hours for seven days and 50 mg
tramadol hydrochloride, for persistent pain, besides the two
medicines listed above. Lactulose 667mg/mL was taken
twice daily, 10mL each time for seven days.

The topical treatment group additionally received
a prescription ointment, a tube of 30g, with the guidance
of topical application in the surgical wounds three times
daily for seven days (they were instructed to put about one
ml of ointment on the index finger and apply it smoothly
on the operated region). Each patient received only one

Hemorrhoidectomies
performed in the period

Control Group
(oral treatment and
general guidance)

Topical Treatment

Group
(oral treatment, general
guidance and ointments)

Policresulen and
Cinchocaine
ointment

Placebo

Ointment

Figure 1 - Schematic drawing of the study with groups of

patients.
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unit of product. Ointments were made in a manipulation
pharmacy, according to the norms of production and
packaging of the product. The tubes of ointment, identical
to each other, were numbered and identified by the
provider, who recorded the composition in a sealed
document, open only in the end of the study by the princi-
pal investigator.

The distribution of patients in the study groups
was made randomly. There was no known systematization
of the randomization.

Through the Visual Analog Scale (VAS — Figure
2)'3, received with postoperative guidelines, the patient was
instructed to associate the sensation of pain to a number
from 0 to 10 (no pain to extreme pain, respectively). The
records were made at the time the patient arrived at the
ward, at hospital discharge, after the first evacuation and
after one, two, three, seven, ten and 15 days
postoperatively. Additionally, we asked the patient to
respond affirmatively or negatively on the performance of
postoperative instructions. In the topical treatment group,
there was still the question about the use of the ointment
on the degree of patient satisfaction.

Statistical analysis of demographic data was
performed by applying the chi-square and Kruskal-Wallis
tests. The assessment variables related to the measurement
of pain was performed using the Kruskal-Wallis test. The
nominal qualitative variables were assessed by the Fisher’s
exact test. The significance level used in all statistical tests
was 0.05. The primary study hypothesis was that there would
be no difference between the control, placebo and ointment
groups in the analysis of postoperative pain using a visual
analog scale (VAS).

RESULTS

Forty-three patients underwent
hemorrhoidectomy. Of these, 13 comprised the control
group. A male patient of this group was excluded for not
properly completing the questionnaire for assessing pain.
Of the remaining 30 patients comprising the topical

treatment group, 15 were included in the placebo group
and fifteen in the use of policresulen and cinchocaine
ointment group (Figure 3).

The mean age of all patients was 45.98 years. In
the control group, the mean was 42.84, in the placebo,
50.26, and in ointment group the mean age was 44.86
years. There was no statistical age difference between the
analyzed groups (Kruskal-Wallis, p = 0.27). Of all patients
included, 37.2% were men and 62.8% women. In the
control group, the distribution was 66.66% and 33.33%.
In the placebo group, 26.66% and 73.33% and in
policresulen + cinchocaine group, 20% and 80%,
respectively. The chi-square test revealed no statistical
difference for gender in the control and placebo groups (p
=0.16.and p =0.07), though present in the policresulen +
cinchocaine group (p = 0.02) (Table 1).

The mean pain intensity assigned by patients upon
arrival to the ward was 4.09 (control group - 3.41; the
placebo group - 3.93; and policresulen + cinchocaine group
- 4.93), with no statistical difference between groups (p =
0.40). At hospital discharge, the mean values of the painful
sensation measured by the visual analog scale was 3.22
(control group - 2.75; placebo - 2.8; and policresulen +
cinchocaine - 4.13), also with no statistical difference
between groups (p = 0.36).

At the end of the first postoperative day, the
mean pain noted by patients was 5.73 in the overall analysis,
with no statistical significance (p = 0.67). On the second
day after surgery the average rate was 5.77 in all patients,
again with no statistical difference between groups (p =
0.3). At the end of the third postoperative day, mean pain
was 5.74 among all patients, without statistical significance
(p=0.22).

On the seventh day after surgery, the mean of
the values assigned to pain was 5.65 in the total population
sample, without statistical difference between groups (p =
0.45). On the tenth day, the average was 5.11 in total,
also with no statistical difference (p = 0.69). On the 15th
day (outpatient visit), the mean values of pain reported by
patients was 2.75, with no significant difference between
groups (p = 0.41).

According to the analysis with the Kruskal-Wallis,

Figure 2 -

Visual Analogue Scale (VAS), from 0 to 10, used to measure patients’ pain’>.
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Table 1 - Demographic data.

Average age - year Male Female p value

(minimum and maximum)

Total sample 45.98 (18-68) 37.2% 62.8% —_—
Control Group 42.84 (21-68) 66.66% 33.33% 0.16
Placebo Group 50.26 (18-64) 26.66% 73.33% 0.07
Policresulen + Cinchocaine Group  44.86 (31-61) 20% 80% 0.02 *
p value for age 0.27 R D R

* The gender distribution in the policresulen + cinchocaine group showed statistical significance (chi-square test)

there was no statistical differences in pain intensity in
patients from the three groups at all postoperative periods
included in the analysis. The curves drawn in accordance
with the values reported have the same graphic pattern,
with a plateau of greater pain intensity between the first
and tenth days after surgery (Figure 4).

The first evacuation occurred, on average,
between the second and third days after surgery, ranging
from the first to the seventh day. In the control group
the average was 2.5 days (range 1-4, SD=1) in the
placebo group, 2.43 (range 1-7, SD=1.55) and in the
policresulen + cinchocaine group 3.4 (range 1-6,
SD=1.35). Statistical analysis showed no significant
difference (p = 0.1).

At the first evacuation, the mean values of pain
intensity by patients assigned in the visual analog scale
was 7.7, not statistically significant (p = 0.67) (Figure 4).

It was observed that the postoperative instructions
were completely followed by 83.33% of patients in the
control group, 93.33% in the placebo group and 86.66 %
of the individuals of the ointment group. Application of
Fisher’s exact test for nonparametric variables showed no
statistical differences when comparing the frequencies
between groups: p =0.5.

Finally, as for subjective analysis, 86.66% of
placebo patients liked using the ointment, whereas in the
policresulen + cinchocaine group the ratio was 66.66%.
Application of Fisher’s exact test showed no statistical
significance between groups (p = 0.19).

DISCUSSION

Hemorrhoidectomy is the most effective treatment
for hemorrhoids '4, pain symptoms being its main obstacles
> The most used technique is the open surgery, Milligan-
Morgan technique ', considered the “gold standard” for
this type of procedure .

The mean age of patients submitted to
hemorrhoidectomy was 45.98 years, with no statistical
difference between groups, making them comparable in
regard to this variable. These data were, likewise, consistent
with the literature ™.

Hemorrhoidectomies

n=43

Control Group

Topical Treatment Group
n=30

Excluded
n=1

Placebo Policresulen and Cinchocaine
n=15 n=15

Included in the

Analysis
n=12
Figure 3 - Scheme showing the distribution of the subjects in
the three study groups.
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Figure 4 - Values of pain as postoperatively measured by the
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Figure 5 -  Average value of measured pain on the analog scale

of the respective groups at the time of first bowel
movement. There was no statistical difference
between groups (p = 0.67).

Of all patients included, 37.2% were men and
62.8% women. There was statistical difference regarding
the policresulen + cinchocaine group (men - 20%; women
- 80%; p = 0.02). The placebo group showed a trend
towards statistical significance (p = 0.07). Demographic
comparison between groups using the ointment showed
no significant difference. The random aspect of this research
did not allow control over patients, but the one
recommended in the criteria for inclusion and exclusion
criteria cited in the methods. There was no systematic
randomization in this work, which probably did not distribute
men and women more evenly between groups. The use of
nonparametric tests was due to the population factor,
associated with unknown, non-standardizable samples.
Interestingly, in the literature there is a no significant trend
in prevalence of men in studies involving patients undergoing
hemorrhoidectomy '. In this study, we observed the
opposite.

Despite the optimal statistical model for analysis
of visual analogue scales is yet to be established '8'°, the
use of certain tests such as Student’s t, ANOVA, Mann-
Whitney and Kruskal-Wallis to detect differences in found
measurements is widely applied in the literature 2°2'. Vacanti
stated that when the data are not normally distributed or
when they are on ordinal pattern measure, for example
the anesthetic ASA scale and Visual Analogue Scale,
nonparametric tests should be used. The Mann-Whitney
test is the equivalent nonparametric test to the Student’s t
test. The Kruskal-Wallis test, on its turn, would be equivalent
to the Mann-Whitney test for two or more groups 2.

Regardless of the gender heterogeneity existing
between the control, placebo and policresulen +
cinchocaine groups, the use of the ointment containing or
not active ingredients did not cause significant change in
the natural history of postoperative pain symptoms of open
Milligan-Morgan hemorrhoidectomy. The mean values of
pain intensity assigned by the patients were not significantly
different between groups in all periods, from the immediate
to the 15th postoperative day. The use of the ointment

containing or not policresulen and cinchocaine did not
change the painful parameters compared with the control
group. Thus, there was no influence of the use of any
ointments in reducing pain after hemorrhoidectomy. This
reflects the daily life of proctologists, fueling the controversy
over the issue since the late '60s. To date, there is no
consensus in the specialty regarding the use or not of
ointments for pain reduction, and each expert has his own
method of conducting patients °.

Pain symptoms were less intense in the immediate
postoperative period. On arrival to the ward and at the
time of hospital discharge, the patients were under the
influence of intravenous medications and residual local
anesthesia. After leaving the hospital, there was a slight
increase in the level of pain on the visual analog scale due
to the early use of oral medications. It isimportant to note
that at least 83.33% of the patients followed the guidelines
properly. This variation of pain intensity is due possibly to
the greater analgesic potency of intravenous over oral
medications.

It is known that the first evacuation is the most
intense painful moment after hemorrhoidectomy . The
average assigned values between groups was 7.7 (p =
0.67), with no statistical significance between them. They
were the largest values reported throughout the study.
The first evacuation occurred between the second and third
days, with no difference between groups (p = 0.1). Patients
in group policresulen + cinchocaine evacuated on average
a day later, with no statistical difference. One justification
for this finding would be the prevalence of women in this
group, for whom constipation and fear of pain when
defecating tends to be more prevalent. We could not
characterize whether there was active influence of the
ointment in this finding.

The passage of fecal matter through the operated
area associated with secondary sphincter hypertonia cau-
ses severe pain to the patient, regardless of care and applied
postoperative approach 3. This work demonstrated exactly
what exists in the literature because the higher values
assigned to pain were found during the first evacuation.
Furthermore, there was no protective effect of the use of
ointments in pain decrease in this difficult phase of the
postoperative period.

The present study demonstrated that, after this
peak of pain, coincident with the first evacuation, there
was a sort of plateau in its intensity curve until about the
tenth day after the date of the operation (Figure 3).
Thereafter, a decline was observed, with a reduction of
the associated values in the first follow up (day 15). This
observation is in agreement with the subjective experience
of proctologists and, therefore, this study confirms the reality
of the painful profile after hemorrhoidectomy.

The cause of pain after hemorrhoidectomies
(mostly open ones) remains inconclusive. In thesis, it is
considered multifactorial 2. The main factors that justify is
iatrogenic injury to the anal mucosa ?°, intense local
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inflammatory response, spasm of the internal sphincter and
the passage of fecal matter . The formation of linear,
slow healing surgical wounds, similar to anal fissures, and
the additional bacterial inflammatory stimulation on the
operated area, can also cause pain %’. In the present study,
the protocol of postoperative guidelines with or without
the use of ointment attempted to minimize many of these
factors. However, no systemic or topical antibiotic therapy
was used, a way to combat bacterial factor in the genesis
of pain.

Studies on chemical sphincterotomy associated
with hemorrhoidectomy using calcium blockers, nitrates and
botulinum toxin channels are effective in reducing pain from
the third and fourth days after surgery, even causing
significant reduction in anal resting pressure already in the
immediate postoperative period 4. This approach also
matches the time at which most patients eliminate fecal
matter, the moment of greatest pain recorded on the visu-
al analogue scale. It was not the aim of this study to evaluate
the effect of the reduction of the internal sphincter muscle
spasm. In the post- operative instructions, we did not use
any ointment substances that act for this purpose. A future
perspective of this study is to add a new group of patients
with this type of medication.

Most of the patients were satisfied by using the
ointment. Personal accounts coincided to mention the
comfort and feeling of freshness associated with the
application of the ointment in the perianal region, especially
in the first group. In the group receiving policresulen and
cinchocaine, some patients mentioned burning and anal
and perianal itching just after applying the ointment,
without, however, limiting the application as directed on
the prescription at the time of hospital discharge, but
restricting the degree of satisfaction. The literature reports
several cases of allergic dermatitis, mainly associated
cinchocaine %, usually of benign course and no correlation

RESUMDPO

with allergies to other local anesthetics of their same group
(amide), such as lidocaine and prilocaine. The acidity
inherent to policresulen in contact with the bloody tissue
may also be associated with anal burning and itching .
The placebo group received ointment containing petrolatum
and lanolin, which have a barrier effect and may be
associated with the feeling of anal comfort and freshness
2 Like any work, this study has limitations. Initially, sampling
has been limited. Maybe with twice the patients included
the trends could be undeniably confirmed. The healing
changes that occur throughout the organic aging are now
known 3°. A larger sample would allow stratification of
groups by age and gender, favoring more specific and
meaningful statistical data. Additionally, letting the filling
of the visual analogue scale by patients themselves may
cause bias, since not everyone has the same level of
understanding of the exhaustive guidance provided. Finally,
one can never forget that pain is a subjective and highly
variable symptom among individuals. There is no
standardization that is accepted worldwide for its
measurement.

The hemorroidal postoperative period also
presents numerous situations based on traditional usages,
on old routines employed in Coloproctology services and
on personal experiences. There is a significant need to carry
out further randomized, double-blinded controlled studies
to obtain evidence which corroborates the conduct that
will bring real benefits to patients, intensely affected by
pain and postoperative discomfort.

We conclude that the use of ointments has not
reduced the intensity of pain in patients undergoing
hemorrhoidectomy. We believe that patient care, mutual
trust, meticulous operative technique and the detailed
guidelines after the operation are still the most important
measures for a more comfortable and appropriate
postoperative period.

Objetivo: avaliar a acao do policresuleno e cinchocaina tépicos no comportamento da dor no pds-operatdrio de hemorroidectomias
abertas. Métodos: estudo prospectivo, duplo cego e controlado. O grupo controle recebeu as orientacdes usuais com medicacoes
de uso oral. O grupo de tratamento tépico recebeu, adicionalmente, a aplicacdo de pomada e foi composto de dois subgrupos
(policresuleno + cinchocaina, e placebo). A intensidade da dor foi registrada a partir da escala visual analdgica. Resultados: foram
operados 43 pacientes: grupo controle (n=13; um excluido), placebo (n=15) e policresuleno + cinchocaina (n=15). A média de idade
foi 45,98 anos e 37,2 % foram homens. A média da intensidade da dor foi 4,09 (PO imediato), 3,22 (alta hospitalar), 5,73 (dia 1), 5,77
(dia 2), 5,74 (dia 3), 5,65 (dia 7), 5,11 (dia 10), 2,75 (dia 15) e 7,70 (primeira evacuacao), sem diferenca entre os grupos em todos os
periodos estudados. Conclusdo: este estudo ndo demonstrou reducdo da dor apds hemorroidectomias como o uso do tratamento

topico.

Descritores: Hemorroidas. Hemorroidectomia. Dor pds-operatdria. Analgesia.
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