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INTRODUCTION 
Hemorrhoids to the surgeon, refers to abnormalities of the vascular 
cushions of the anus. The most common symptom is bleeding at 
defaecation. Commonly this is bright red and follows immediately 
after defaecation. 

Clinically, Haemorrhoids can be Classified into Four Groups: 
1.  Internal haemorrhoids presenting with bleeding alone (first 

degree) 
2.  Haemorrhoids which prolapse on defaecation but reduce 

spontaneously (second degree) 
3.  Haemorrhoids which prolapse and require manual reduction 

(third degree) 
4.  Irreducibly prolapsed haemorrhoids (fourth degree). 

Treatment of hemorrhoidal disease depends on the stage of the 
disorder and the symptoms.  1 The options for the treatment of 
hemorrhoids can be categorized into medical management, office-
based treatments, and operative therapies. 

Surgical hemorrhoidectomy is indicated for the treatment of third- and 
fourth-degree symptomatic hemorrhoids.  However, surgery is 2

associated with severe postoperative pain which is a source of such 
anxiety, that some patients decide not to undergo the operation. 

Post hemorrhoidectomy pain seems to be significantly associated with 
a spasm of the internal anal sphincter.  Nonsteroidal anti-3,4

inflammatory drugs (NSAIDs) and opiates have often been used to 
control pain, but their use is confined to a short period of time and is 
associated with frequent side effects.  Pain when adequately 5

controlled, hemorrhoidectomy may be conducted in an outpatient 
setting, saving a lot of money.6

Hence, the introduction of novel methods for the control of pain after 
hemorrhoidectomy was required. Many invasive and non invasive 
methods have been developed including Surgical sphincterotomy and 
chemical sphincterotomy. Since IAS spasm is attributed to one of the 
major causes of post operative pain, advocation of IAS can abolish the 

7spasm and has been proposed to reduce post operative pain . Also 
recent evidence suggests that chemical sphincterotomy with the use of 
nifedipine, a calcium channel blocker, is effective in relaxing the anal 

8  sphincter smooth muscles and inturn reducing anal resting pressure . 
Therefore, it seems likely that a new ointment, Anobliss containing – 
0.3% nifedipine + 1.5% lidocaine may be considered as a treatment 
that affects one of the supposed causes for pain after hemor-
rhoidectomy. Lidocaine (local anesthetic) and nifedipine have 
complementary actions. 

Hence in this study we evaluate the efficacy in postoperative pain 
reduction of  Internal anal sphincterotomy (IAS) as compared to the 
topical use of Lidocaine 1.5% + Nifedipine 0.3% (Anobliss ointment) 
following Milligan Morgan open hemorrhoidectomy. (OH)

MATERIALS AND METHODS 
Study Design
The study was a single center prospective randomized controlled trial 
which was conducted on patients presenting with grade 3 & 4 

hemorrhoids in the department of general surgery (OPD/IPD/ 
emergency) at SHRI ATAL BIHARI VAJPAYEE MEDICAL 
COLLEGE & RESEARCH INSTITUTE / BOWRING & LADY 
CURZON HOSPITAL, (SABVMC&RI/B&LCH)during the period of 
1 year (2023 – 2024).

Patient Selection
Pateints presenting to OPD with newly diagnosed hemorrhoids were 
screened and those above the age group of 18 years and of grade 3 and 4 
symptomatic hemorrhoids were enrolled into the study. Those patients 
having, strangulated/thrombosed hemorrhoids, hemorrhoids with 
concomittant fistula, abscess, fissure, anorectal carcinoma, inflam-
matory bowel disease, medical renal disease, portal hyper-tension, 
previous h/o anorectal surgeries, pregnant women, neurological deficit 
or chronic anorectal pain syndrome, hypertensives, copd/bronchial 
asthama, cardiac failure, those patients allergic to any of these drugs, 
and those unwilling for surgery and to follow up, were not consider 
into the study group. 

Methodology
Institutional ethical committee clearence was obtained (IEC/RP/ 
166/23-24) following which the study was initiated after taking 
consent from the patients. As per the statistical analysis a total sample 
size of 30 was allocated, where 15 in each arm were considered. The 
study was designed to assess the difference in mean visual analogue 
pain score among the groups. The eligible consented subjects were 
randomized (computer generated randomization) into 2 groups  - 
Group A (Open miligan morgan hemorrhoidectomy + IAS)  and Group 
B (Open miligan morgan hemorrhoidectomy + Anobliss – Lidocaine 
1.5% + Nifidepine ointment 0.3%). They were blinded to respective 
treatment arms. The operating surgeon surgery was blinded to the 
group allocation and was not involved in the post operative 
assessement.

Procedure
A Detailed clinical history was taken and patients were examined 
thoroughly. The consented patients with a pre operative clearence  were 
subjected to open miligan morgan hemmo-rhoidectomy under SA. The 
patients were then randomized to 2 groups where – Group A, underwent 
an additional procedure of IAS (Internal Anal Sphincter was divided 
through one of the hemmorhoidectomy wounds and hemostasis was 
achieved)  and Group B had an application of ANOBLISS ointment ( 
LIDOCAINE 1.5% + NIFEDIPINE 0.3%  ) post open miligan morgan 
hemmorhoidectomy. The first topical dose of ANOBLISS ointment was  
applied on table at the end of surgery, and the subsequent doses were 
administrated by the patient in an identical manner as follows: once in the 
evening of the surgery day, followed by thrice daily (morning, afternoon, 
evening) from POD 1 - POD 6. Post operatively – All patients were given 
the medical and nursing care as per protocol. Patients were  allowed full 
oral feed six hours after surgery. They were advised for High fiber diet, 
Plenty of oral fluids (min 2lts), Antibiotics, PPI, Tab Paracetamol 500mg 
as per rescue analgesic protocol, laxatives, Anobliss application (TID till 
POD 6), Sitz bath (TID), Medications for co morbid conditions, Good 
toiletary habits and perianal hygiene. As an oral sedative, and from the 
ethical point of view for the management of post operative Pain, all 
patients in the study of both the groups were prescribed tab paracetamol 
500 mg on a BD dose (as a RESCUE ANALGESIC), till POD 3 and 
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when discharged, Tab paracetamol 500 mg was prescribed again as a 
RESCUE ANALGESIC, on SOS basis. Patients who were fit were 
planned for discharge (tentatively on POD3) with the appropriate advise 
on discharge and were called to  visit for a follow up on POD 7. The 
patients were asked to maintain a record of the number (in a book) of 
RESCUE ANALGESIC consumed at home post discharge and were 
calculated and assessed for pain on the follow up period at POD 7. Post-
hemorrhoidectomy pain was assessed by a blinded assessor using the 
VISUAL ANALOUGE SCORE at POD 1 , POD 2 , POD3 and POD 7. 
The cumulative number of RESCUE ANALGESIC consumed in the first 
3 days and post discharge till POD 6 was calculated on POD 7.

Data Collection
Postoperative assessment, follow-up and data collection was done by 
an surgical assistant who was blinded to group allocation and 
procedure performed. 

Statistical Analysis
Data was entered in Microsoft Excel format 2000 and was analyzed by 
using SPSS Version 10. Comparison and analysis between VAS, in two 
groups, on various days were done by using Student T test. Statistical 
techniques applied were Chi-square and Fisher's Exact Test. To see the 
change over a period of time, two-way analysis of variance (Repeated 
Measure Analysis) followed by Port-Hoch (Multiple range test) was 
done. P value less than 0.05 was considered as significant. 

RESULTS
A total of 30  eligible patients were incorporated in the study and they 
were randomized into two groups of 15  cases each. Group A were 
designated for internal anal sphincterotomy while Group B for topical 
LIDOCAINE 1.5% + NIFEDIPINE 0.3%. (ANOBLISS ointment) 
The data collected was analyzed.

The Flowchart of the Trial is Summarized in Figure 1.

Of the total 30 patients incorporated in the study 15 patients were 
classified into group A (OH + IAS)  and the other 15 were classified 
into group B (OH +  ANOBLISS ointment - lidocaine 1.5% + 
nifedipine 0.3%.). The mean age was 42.35 in group A and 48.46 in 
group B respectively. The study had predominantly male patients in 
both the groups. Grade 3 haemmorhoids were predominantly found in 
group B and grade 4 haemmorhoids were dominant in group A of the 
study.  Demographic details summarised in Table 2.

Table 2 – Demographic Details.

The mean VAS scores were compared between the 2 groups for POD1, 2, 
3 & 7 and the consumption of rescue analgesic noted. It was noted that till 
POD 3 there was no statistically significant difference in the VAS 
between 2 groups, but a statistically significant difference was noted on 
POD 7. VAS score was significantly lower in group A (table 3).

Table 3 - Comparison of VAS Score Among Both the Groups.

The mean number of analgesic tablets required by Group A was 11.36 
+ 1.13 ; while that in Group B was 17.31 + 1.24. The difference of 
analgesic consumption was statistically significant among the groups 
was less in group A (table 4). 

Table – 4. Comparison of RESCUE ANALGESIC consumption 
among Both the Groups.

Post operative complication incidence was more in Group A (20%) 
compared to that in Group B (10%), however, this difference was not 
significant (P= 0.748; Table 5). 

Table – 5. Post Operative Complications.

DISCUSSION
Hemorrhoids are one of the most common surgical pathologies 
encountered by the surgeon. Hemorrhoids treatment depends upon the 
stage of disease and that the current treatment for third- and fourth-
degree symptomatic hemorrhoids is hemmorhoidectomy.2  But since, ,9 

surgery is associated with severe postoperative pain which is a source 
of such anxiety, that some patients decide not to undergo the operation. 
The exact cause of postoperative pain after hemorrhoidectomy has not 
been defined yet, but hypertonia of internal sphincter is widely 
believed to be the cause of postoperative pain after hemorrhoidectomy 
has not been defined yet, but hypertonia of internal sphincter is widely 
believed to be the cause of postoperative pain after hemorrhoidectomy. 

[10] Eisenhammer was the first to propagate the idea that post-
hemorrhoidectomy pain is due to spasm of the internal sphincter and 
described that its division through one of the hemorrhoid wounds is 
certainly an effective way to lessen postoperative pain. Hence Pain 
when adequately controlled, hemorrhoidectomy may be conducted in 
an outpatient setting, saving a lot of money. novel methods 4  Several 
(invasive and non invasive) were developed  including Surgical 
sphincterotomy and chemical sphincterotomy for the control of pain , 
after hemorrhoidectomy. 
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DEMOGRAPHICS GROUP A (N=15)
OH + IAS 

GROUP B (N=15)
OH + ANOBLISS 
(LIDOCAINE 1.5% 
+ NIFEDIPINE)

MEAN AGE 42.35 48.46
MALE 12 9
FEMALE 3 6
GRADE 3 6 10
GRADE 4 9 5

DAY GROUP - A 
(N=15)
OH + IAS
(MEAN + SD)

GROUP - B (N=15)
OH + ANOBLISS 
((LIDOCAINE 1.5% + 
NIFEDIPINE) (MEAN + SD) 

P VALUE
0.05

POD 1 7.59 + .60 8.96 + 0.68 0.61
POD 2 6.13 + 1.07 7.89 + 0.62 0.59
POD 3 4.71 + 1.13 5.37 + 0.86 0.52
POD 7 0.34 +0.27 1.25 + 0.09 0.02

GROUP A 
OH + IAS

GROUP – B
OH + ANOBLISS 
(LIDOCAINE 1.5% + 
NIFEDIPINE)

P value 
(0.05)

Number of Tab 
Paracetomol 500mg 
consumed since the 
time of surgery till 
POD 7

11.36 + 1.13 17.31 + 1.24 0.01

GROUP - A GROUP – B 
Bleeding 1 0
Faecal soiling 1 0
Mucus discharge 2 0
Incontinence to flatus 1 0
Headache 0 2
Anal stenosis 0 0
Recurrence 0 0
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[11,12] Several investigators have concluded that sphincterotomy 
significantly improves the postoperative course after hemor-
rhoidectomy and that the procedure is safe. Since IAS is known to lead 
to permanent minor impairment of continence leading to incontinence 
of flatus, mucus, or occasionally stool, some of them have advocated 
the concept of chemical sphincterotomy with topical nitrates and 
calcium channel blockers. Tho much of the learnings of chemical 
sphincterotomy have come from the experience of treating chronic 

 [13-16]  fissure in ano.

Amongst the agents employed for “chemical sphincterotomy” calcium 
channel blockers have been opted over topical nitrates citing the much 

[17,18] lower incidence of complications in the former. Topical nifedipine 
blocks the calcium uptake in the myocytes thereby decreasing 
contraction and tone of internal anal sphincter, aiding in reducing post 

11 operative pain. such type of chemical sphincterotomy has also 
demonstrated to have significant healing rates for chronic anal fissures 

[19-21] by reducing the anal sphincter pressure. 

Hence in this study we tried to  evaluate the efficacy in postoperative 
pain reduction of  Internal anal sphincterotomy as compared to  topical 
use of Anobliss ointment (Lidocaine 1.5% + Nifedipine 0.3%) 
following Milligan Morgan hemorrhoidectomy. Our study had 2 group 
where mean age in group A was 42.35 and in group B was 48.46. the 
study had a male preponderance among the groups. 

Our study demonstrated that pain relief was statistically significant  in 
patients subjected to IAS than topical anobliss ointment group, which 
was noted on post operative day seven. The VAS scores were assessed 
and recorded on post operative day 1,2,3 and 7, by a surgical assistant 
who was blinded to the study. We also measured the pain perception 
indirectly by recording the number of rescue analgesics (Tab 
paracetamol 500mg) consumed.  

The overall incidence of complications was higher in the IAS group 
(A) as mentioned in table – 5. The concern of faecal soiling was noted 
in 1 patient and Incontinence to flatus was found in 2 patients. 
Although the mentioned complications were not as big a concern as 

[22] mentioned in the literature, especially incontinence.  Calcium 
channel blockers when taken systemically might result in some of the 
cardiovascular event like headache, dizziness, flushing, palpitations. 
In our study, the complication noted in group (B) where there was 
topical application of Nifidepine 0.3% + lignocaine 1.5% following 
OH had only 2 cases of headache. This less incidence of complication 
could be most likely due to the topical application of calcium channel 
blocker, which appears to be safe, when compared to that taken 
systemically. At the end of the study group A had a better outcome in 
terms of pain relief when compared to group B.  Although the 
complication rates were more in group A, there were not statistically 
significant nor alarming. 

So now it may be questioned that if hemorrhoidectomy has to be 
complimented with IAS or just hemorrhoidectomy for a better post 

[24] [25]operative pain relief. Authors like mathias etal.,  and khubchandani  
reported in their studies that there was no statistically different pain 
score among those who underwent hemorrhoidectomy with IAS and 
just hemorrhoidectomy. But in our study statistically significant scores 
were noted in group A  which was comparable to the study conducted 

[26] [27] by Amorotti et al.,  and Ashutosh Chauhan et al.

There were few limitations of the study too and that it was a Small  
 Sample size.With regards to inadequate pain relief in group B, Local 

absorption of nifedipine + lignocaine is not only proportional to the 
amount applied, but also to factors such as skin thickness and the 
degree of tissue inflammation. Due to this, perianal wounds following 
hemorrhoidectomy may significantly affect the dynamics of 
Nifidepine + lignocaine absorption and that its efficacy in controlling 
pain by relaxing the IAS may be reduced which could be a bias 

[23]  factor. Also the pain relief documented in the study could have been 
correlated to the pre and post op anal manometric studies to more 
effectively highlight the pain reducing techniques among the 2 groups. 
But still this wouldn't be an important limitation as our primary 
objective was to assess the pain using a clinical assessement tool and 

 that was valid.And lastly a Short follow up period.

CONCLUSION 
From our study we conclude that the pain scores were less in the group 
who underwent IAS when compared to the chemical sphincterotomy 
group as an adjunt procedure to standard hemmorhoidectomy.
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