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Abstract

Obj ect ives: To evaluate the effect iveness and safety of 2% dilt iazem ointment  in the t reatment  

of anal issure. To analyse the relationship between healing and diagnosis, and duration of the 
t reatment , and the number of applicat ions. 

Met hods:  A prospective observational study of all patients diagnosed with anal issure that 
began t reatment  with topical dilt iazem between January and June in 2007. Dilt iazem ointment  

was prepared in the Pharmacy Service. Effect iveness and safety were assessed by a telephone 

survey conduct ed wit h each pat ient  af t er 8 weeks of  t reat ment ,  adding it  t o t he pat ient ’s 

cl inical records.  The variables t hat  were analysed were healing,  adverse ef fect s,  diagnosis, 

durat ion of t reatment , and number of applicat ions, among others. Follow-up was carried out  for 

up to 1 year until complete healing of the issure. The data analysis was carried out by descriptive 
stat ist ics, crosstabs, and c2.

Resul t s:  A total of 70 patients were included in the study and anal issure healed in 48.6% of 
them. Healing occurred in 54.5% of patients with anal issure and in 33.3% of patients with anal 
f issure and haemorrhoids.  Some adverse ef fect s occurred in 30% of  pat ient s.  Therapy was 

abandoned due to adverse reactions for 5.7%. The issure was cured for 60% of patients who 
underwent  t reatment  for a month or more. More than twice-daily applicat ions did not  lead to 

improved healing. There were no signiicant statistical differences in these results.
Conclusions: Despite not  having found stat ist ical dif ferences between the analysed variables, 

treatment of anal issures with 2% diltiazem ointment has avoided surgery in nearly 50% of 
pat ients, with few adverse effects. 

© 2008 SEFH. Published by Elsevier España, S.L. All rights reserved.
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Introduction 

Anal f issure is a f issure associated with intense spasming of 
t he int ernal  anal  sphinct er,  wi t h cl inical  sympt oms of 
proctalgia and rectal bleeding, and results in changed work 
and social pat terns combined with, on a personal level, fear 
and preoccupat ion.1-3 It  const itutes one of the most  frequent  
proctologic problems in the western populat ion. It  is equally 
prevalent  among both sexes and is displayed mainly in young 
pat ient s and middle age adult s,  alt hough it  can af fect  al l 
ages.4 It s most  frequent  locat ion (90%) is the midline in the 
posterior plane, and another, less common locat ion (10%) is 
the anterior midline. 5 The classic symptoms are anal pain, 
rectal bleeding, and pruritus ani. The pain is characterist ically 
sharp, of ten intense, and can last  f rom minutes to several 
hours,  dur ing and/ or f ol lowing defecat ion.  The rect al 
bleeding usual ly consist s of  clear,  red blood discharge, 
generally in small quant it ies and is not  mixed with faeces. 
The chronic phase of  t he lesion may involve t he onset  of 
pruri t us and/ or mucosal  or mucopurulent  secret ion. 6 It s 
diagnosis is simple and is based on cl inical  hist ory:  past  
medical history, clinical symptoms, and examinat ion.7

The aim of  t he t reat ment  is t o reduce t he hypert onia 
with a decrease in pressure in the anal canal and to improve 
local  vascularisat ion,  breaking t he vicious circle of  anal 
pain,  spasming of  t he sphinct er,  and ischaemia,  al lowing 
heal ing and recovery f rom t he f issure. 8,9 Treat ment  has 
undergone signif icant  developments in recent  years,  and 
there are various t reatment  opt ions listed in the bibliography, 
such as hygiene and dietary recommendat ions, surgical, and 
pharmacological t reatment .10,11

Efectividad y seguridad de diltiazem 2% tópico en isura anal

Resumen
Obj et ivo:  Evaluar la efect ividad y la seguridad de la pomada de dilt iazem al 2% en el t ratamien-

to de la isura anal. Analizar la relación entre la cicatrización de la isura y diagnóstico, duración 
del t ratamiento y número de aplicaciones.

Métodos: Estudio prospectivo observacional de todos los pacientes diagnosticados de isura anal 
que comenzaron tratamiento con diltiazem tópico entre enero y junio de 2007. La pomada de 
diltiazem al 2% se preparó como fórmula magistral en el servicio de farmacia. La efectividad y 
la seguridad se evaluó mediante encuesta telefónica a cada paciente tras 8 semanas de 
t ratamiento, completándose con la historia clínica del paciente. Las variables analizadas fueron 

cicatrización, efectos adversos, diagnóstico, duración del tratamiento y número de aplica-

ciones, entre otras. Se realizó seguimiento hasta resolución de la isura hasta un período de  
1 año. El análisis de los datos se realizó mediante estadística descriptiva y frecuencia, tablas de 
cont ingencia y c2.

Result ados: Se incluyó a un total de 70 pacientes y se produjo cicatrización en el 48,6% de és-
tos. Cicatrizó en el 54,5% de los pacientes con isura anal y en el 33,3% con isura anal y hemor-
roides. El 30% experimentó efectos adversos. El 5,7% abandonó el tratamiento por reacción ad-

versa. La isura cicatrizó en el 60% de los pacientes que estuvieron más de 1 mes en tratamiento. 
No hubo más cicatrización con más de 2 aplicaciones diarias. En ninguno de estos resultados 
hubo diferencias estadísticamente signiicativas.
Conclusiones: A pesar de no encontrarse diferencias signiicativas entre las variables estudiadas, 
el tratamiento de la isura anal con la pomada de diltiazem al 2% ha evitado la intervención 
quirúrgica casi en un 50% de los pacientes, con efectos adversos poco frecuentes.

© 2008 SEFH. Publicado por Elsevier España, S.L. Todos los derechos reservados.
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Estudio observacional

Lat eral  int ernal  sphinct erot omy is t he t reat ment  of 
choice for anal f issure. It  is a simple method which shows a 
high rat e of  recovery.  However,  t he def init ive sect ion of 
t he anal  sphi nct er  pr oduces i r r ever si bl e r at es of 
incont inence in dif fering degrees between 0% and 66%. 10,12 
In addit ion, clinical manomet ric studies have demonst rated 
that  there is a group of  pat ients with certain cont ribut ing 
fact ors associat ed wit h anal  f issure wit hout  associat ed 
hypert onia in which t here is a great er r isk of  residual 
i ncont i nence f ol l owi ng surgery.  Theref ore surgi cal 
sphincterotomy should be avoided as an init ial t reatment  
opt ion and should be considered as the next  step in cases 
of  relapse or among selected pat ient s who do not  display 
incont inence risk factors. 9-16

In the search for alternat ive forms of t reatment  which do 
not  result  in residual incont inence, different  pharmacological 
t reat ment s have been t est ed t o f ind t he cure f or anal 
f i ssure.  The mechanism consist s of  br inging about  a 
temporary or reversible relaxat ion of the internal sphincter, 
suff icient ly long enough to allow the healing of the f issure, 
but  with the subsequent  recuperat ion of normal basal anal 
t one,  t hereby avoiding incont inence. 17 This t reat ment  
opt ion is known as reversible chemical sphincterotomy. 18 
Among those used, the most popular are: a local injection of 
botulinum toxin; nit ric oxide liberators in topical form; and 
calcium-channel blockers.19

The calcium antagonists applied topically or orally which 
have mainly been tested are nifedipine and dilt iazem. They 
act  by blocking calcium channels,  reducing sphinct er 
spasming and thereby result ing in a greater blood f low in 
the internal anal sphincter.20
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The objective of our study was to assess the efficacy and 
safet y of  di l t iazem 2% ointment  in t he t reatment  of  anal 
f issure in our hospit al  cent re,  as wel l  as t o analyse t he 
relat ionship bet ween t he heal ing of  t he f issure and t he 
diagnosis, the durat ion of the t reatment  and the number of 
applicat ions.

Methods

An observat ional prospect ive study was undertaken, which 
included all of the pat ients diagnosed with acute and chronic 
anal f issure in a third level hospital,  who began t reatment  
wit h dil t iazem 2% ointment  between January 1 and  June 
30,  2007.  Pat i ent s under  t he age of  18 years were 
excluded.

Preparation of diltiazem 2% ointment

The di l t iazem 2% oint ment  was prepared as a magist ral 
formula in the Pharmacy Department . It  was produced from 
diltiazem HCl (Fagron Ibérica), liquid vaseline (Acofarma), 
and white vaseline (Acofarma). For 100 g of ointment  2 g of 
di l t iazem hydrochlor ide,  2 g of  vasel ine oi l  and whi t e 
vaseline were weighed in suff icient  quant it ies for 100 g. The 
dilt iazem 2% ointment  was repackaged in aluminium tubes 
of 30 g and conserved at  room temperature, protected from 
light , with an expiry date of 3 months.21

Dispensation information and record  
for diltiazem 2% 

Following the medical prescript ion of topical dilt iazem and 
the informed consent  of the pat ient , the dilt iazem ointment  
was dispensed.  At  t he f irst  dispensat ion,  t he pharmacist  
issued a leaf let  produced by t he pharmacy depart ment  
(Annex 1),  and informed t he pat ient s of  i t s expiry dat e, 
conservat ion,  mode of  appl icat ion,  and possible adverse 
effects.

At  t he beginning of  t reat ment ,  t he personal  and 
dispensat ion details of all external pat ients were recorded in 
t he dispensat ion programme dat abase f or out pat ient s 
available in the hospital, for their corresponding dispensat ion, 
entering into records and subsequent  follow-up. In this way 
al l  t he pat ient s diagnosed wit h anal  f issure who began 
t reatment  with topical dilt iazem during the months of  the 
st udy and who complied wit h t he inclusion crit eria were 
selected.

Assessment of the eficacy and safety  
of diltiazem 2%

A quest ionnaire was designed (Annex 2) which included all 
of the sociodemografical variables and all variables related 
to the disorder,  the t reatment  and the clinical response. A 
t elephone survey was carried out  on each pat ient  af t er  
8 weeks of t reatment . This was completed ret rospect ively, 
based on the corresponding clinical history of the pat ient . A 
follow-up was undertaken unt il  recovery f rom the f issure, 

by means of either healing with dilt iazem, or surgery, up to 
a maximum period of 1 year.

The main ef f i cacy var i abl e was t he resul t  of  t he 
t reatment , defined as recovery (total healing of the f issure), 
surgery and non-recovery (f issure not  healed or surgery not  
undert aken at  t he end of  t he st udy).  The main safet y 
var iable was t he onset  or ot herwise of  classic adverse 
effects (headache and hypotension). Other studied variables 
were the associated presence or otherwise of haemorrhoids, 
t he number of  dai ly appl icat ions of  t he oint ment ,  t he 
duration of treatment in weeks, the subjective evaluation 
of  rel i ef  of  sympt oms exper ienced af t er  8 weeks of 
t reatment  by means of  a scale numbered f rom 1 to 5 (1 = 
very poor; 2 = poor; 3 = average; 4 = good; 5 = very good), 
t he onset  of  ot her adverse react ions dif ferent  f rom t he 
usual  ones and t he abandonment  or  ot herwise of  t he 
t reatment  due to the onset  of side effects.

Statistical analysis

A dat abase for t he analysis of  al l  of  t he variables of  t he 
study was designed using the SPSS version 12.0 (©2003 SPSS 
inc) comput er programme.  Descr ipt ive and f requency 
stat ist ics of the variables of the study were carried out . The 
associat ion bet ween t he variable heal ing was compared 
with the main qualitat ive variables of the study (diagnosis, 
durat ion of  t reat ment ,  and number of  appl icat ions) by 
means of  cont ingency t ables and c2 wit h t he signif icance 
level established at  P<.05.

Results

A total of 70 pat ients were included (37 men), 57 of whom 
(81.4%) were diagnosed wit h anal f issure and 13 (18.6%), 
with anal f issure with haemorrhoids. The average age was 
49.04 (45.53-52.55) years. As regards the symptoms prior to 
beginning t reatment ,  100% were experiencing pain,  58.6% 
(41 pat ient s) were exper iencing i r r i t at ion,  and 75.7%  
(53 pat ients), rectal bleeding.

Of the 70 pat ients, 13 (18.6%) were applying the ointment  
once per day, 55 (78.6%) twice per day, and only 2 pat ients 
(2. 9%) 3 t imes per  day,  wi t h an average durat ion of 
t reatment  of 6.16 (5.15-7.16) weeks.

As regards t he out come variable,  heal ing occurred in  
34 pat ient s (48.6%) while 33 of  t hem underwent  surgery 
(47.1%). Of the total pat ients t reated, 3 were not  cured nor 
operated on during the study period;  therefore they were 
not  taken into account  in the rest  of the results.

With regard to relief of the symptoms experienced after  
8 weeks of t reatment with topical dilt iazem and with respect  
to the scale of subjective evaluation, 5 (7.1%) responded 
“ very poor” ;  4 (5.7%),  “ poor” ;  13 (18.6%),  “ average” ;  25 
(35.7%), “ good” ; and 23 (32.9%), “ very good.”

Twent y-four pat ient s (30%) experienced some form of 
side ef f ect  relat ed t o t he t reat ment .  Wi t h respect  t o 
t he classic adverse react ions t o di l t iazem,  6 pat ient s 
(8. 6%) of  t he t ot al  exper ienced headache and one of 
t hem (1. 4%) exper ienced hypot ension.  Ot her  var ious 
not ed side ef fect s were:  an al lergic react ion in 3 pat ient s 
(4. 3%),  i r r i t at ion in 10 (14. 3%),  dizziness in 2 (2. 9%), 
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f acial  f l ushing in 1 (1. 4%),  and local  heat  in 1 (1. 4%). 
Only 4 pat ient s (5.7%) abandoned t he t reat ment  due t o 
an adverse react ion:  1 due t o exper iencing an al lergic 
react ion (abandoned t reat ment  af t er 2 weeks) and t he 
r emai n i ng 3 due t o i r r i t at i on upon app l i cat i on 
(abandoned t reat ment  af t er  2 or  3 weeks),  and t hey 
underwent  surgery.

As regards t he relat ionship between t he diagnosis and 
heal ing of  t he f issure,  t he data is shown in Figure 1.  The 
anal f issure was healed in 30 of  t he 55 pat ients diagnosed 
with anal f issure (54.5%), and only in 4 of the 12 diagnosed 
wit h anal  f issure wit h haemorrhoids (33.3%),  al t hough a 
stat ist ically signif icant  dif ference between both diagnoses 
has not  been obtained (P=.183).

The results obtained with regard to associat ion between 
the durat ion of the t reatment  and the healing or otherwise 
of  t he f issure are shown in Figure 2.  The pat ient s were 
divided into 2 groups: those who were t reated with dilt iazem 
for a period of equal to or less than 4 weeks, and those who 
were t reated for over 4 weeks. Of those t reated for 1 month 
or less (42 pat ients),  the f issure was healed in 19 (45.2%), 
and of  t hose who were in t reat ment  for a longer period  
(25 pat ient s),  15 (60%) were healed,  and no signi f icant  
dif ferences were found between both groups (P=.242).

Upon comparison of the number of daily applicat ions of 
t he oint ment  wi t h t he heal ing of  t he f issure,  t he vast  
majority (79.1%) followed the usual dosage instructions and 
applied twice per day; of  t his group, the f issure healed in 
49.1%. Of the 2 pat ients who applied 3 t imes per day, in one 
the f issure eventually healed and in the other it  did not  (the 
lat ter had surgery scheduled since before start ing t reatment  
wit h t opical  di l t iazem).  No signif icant  di f ferences were 
found between both groups (P=.746).

In order to bet ter evaluate the eff icacy of the t reatment  
a subgroup was created which excluded those pat ients who 
had surgery scheduled before st art ing t reat ment  wi t h 
di l t i azem and t hose who were l ess t han 1 mont h i n 
t reat ment ,  given t hat  t he st andard durat ion used in t he 
bibl iography is 4 t o 8 weeks.  A t ot al  of  55 pat ient s were 
taken into account . The most  noteworthy fact  is that  of the 
100% of the cured pat ients,  60% were diagnosed with anal 
f i ssure,  whi l e t he ot her  40% had anal  f i ssure wi t h 
haemorrhoids.  However,  on appl icat ion of  t he c2 t est  
corrected by Fisher’s exact  test ,  no stat ist ically signif icant  
dif ference was obtained between both diagnoses (P=.304).

Discussion

Lat eral  int ernal  sphinct erot omy is one of  t he t reat ment  
opt ions described and accepted as the t reatment  of choice 
f or  chroni c anal  f i ssure,  si nce i t  reduces sphinct er 
hypertonia, allowing a reduct ion in proctalgia and thereby 
promot ing healing of the f issure. However, it  is not  without  
complicat ions,  especial ly changes in faecal incont inence, 
which explains why in the last  50 years the most  successful 
t reatment  for anal f issures remains a mat ter of considerable 
debat e.  A consensus has st i l l  not  been reached on t he 
mat ter, and every day new molecules are researched, both 
topical and oral, to t reat  this common disorder. 

Among the oral and topical t reatments produced in the 
context  of chemical sphincterotomy of anal f issures, the use 

of  bot ul inum t oxin has creat ed new perspect ives in t he 
t reatment  of  anal f issures; however,  studies regarding the 
most effective dosage, its location, the number of injections, 
t he durat ion of  t he t reatment ,  and the long-term result s, 
are st i l l  necessary.  As regards t he rest  of  t he t reatments, 

Figure 1 Percent age of  pat ient s operat ed on and cured 

according to the diagnosis.

Figure 2 Percent age of  pat ient s operat ed on and cured 

according to the durat ion of t reatment  with dilt iazem.
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mainly derived f rom nit r ic oxide l iberat ors and calcium 
antagonists, there is a discrepancy in the results pertaining 
to their eff icacy.

Treat ment  wit h di l t iazem is associat ed wit h an init ial 
heal ing rate of  between 65% and 95% in t he t reatment  of 
chronic f issures, with no signif icant  side effects. However, 
oral t reatment  has resulted in unacceptable rates of nausea, 
vomiting, and headaches; therefore the majority of 
publicat ions refer to dilt iazem 2% in ointment  form, applied 
twice daily.  Studies have been undertaken which compare 
di l t i azem wi t h ni t rogl ycer ine,  and bot h are equal l y 
ef fect ive; however,  nit roglycerine is associated with more 
side effects (headaches and irritat ion).22-24

This st udy,  f rom t he point  of  view of  t he resul t s of 
ef fect iveness of  dil t iazem ointment ,  ranks sl ight ly below 
other published studies. The f issure was healed in 48.6% of 
pat ients, and 47.1% underwent  surgery. Nash et  al 25 carried 
out  a study similar t o our own (112 pat ient s t reated wit h 
dilt iazem 2% ointment  applied twice per day) with a healing 
rate of 66%.

With regard to adverse ef fects,  our study demonst rates 
that  t reatment  with topical dilt iazem is safe. Only 8.6% of 
pat ients experienced headaches and only 1.4% experienced 
hypotension, which are considered the most  common side 
ef fect s;  various ot her side ef fect s were experienced by 
24. 3%.  The adverse r eact i ons were a cause of  t he 
abandonment  of  t reatment  only in 5.7% of  pat ient s.  Nash  
et  al 25 obt ained a simi lar percent age of  adverse ef fect s 
(approximat ely 20% of  pat ient s).  This low f requency of 
headaches is probably related to the form of administ rat ion 
(applied direct ly onto the f issure and not  around the anus, 
which is generally recommended) and with the recommended 
precaut ion using a disposable glove for it s applicat ion,  t o 
avoid any minimal  cont act  wi t h t he pat ient ’s skin,  and 
therefore, its absorpt ion.

Wit h regard t o t he rest  of  t he resul t s obt ained in our 
study, one may conclude that  the f issures are more likely to 
heal when unaccompanied by haemorrhoids; that  applicat ion 
more f requent  t han t wice per day does not  inf luence an 
improved level of  healing;  and that  prolonging t reatment  
over 1 month seems to produce improved healing (although 
there is no signif icant  stat ist ical dif ference, perhaps due to 
the dif ference in the number of pat ients that  make up the 
groups, which means that  they are not  comparable between 
themselves). 

As regards the follow-ups, they must  be carried out  on a 
l ong- t er m basi s,  as l at e r el apses and r ecover abl e 
incont inence can be detected as t ime passes.  This fact  is 
ref lected in examples such as progressive recurrence with 
follow-up periods of  over 1 year in around 50% of pat ients 
t reated with botulinum toxin, according to Arroyo et  al26,27 
and 11%-45% of pat ients with reversible incont inence 6 years 
af t er  t he sphinct erot omy,  publ ished by Nyam et  al . 28 
Therefore,  def init ive conclusions must  not  be drawn from 
short  to mid term studies.

The lack of  long-t erm fol low-up periods which could 
detect  relapses and the diff icult ies in carrying out  telephone 
int erviews (al t hough t he det ai ls of  t he int erview were 
conf irmed wit h t he cl inical  hist ory) could be considered 
among the limitat ions of our study.

In t he future,  similar studies,  with some dif ferences in 
t he met hodology,  could focus on comparing t he t ype of 

f issure (ant er ior or post er ior),  recording t he causes of 
failure of the t reatment  with topical dilt iazem (side effects, 
persist ent  sympt oms,  lack of  heal ing,  et c),  carrying out  
longer-t erm fol low-ups for al l  pat ient s on an equal basis 
(cured or ot herwise).  The st udies could t hereby al low 
conclusions to be drawn on relapses, or take a cont rol group 
t reat ed wit h t opical  ni t roglycerine and comparing bot h 
topical t reatments.

Anot her f ield which meri t s fut ure research would be 
evaluat ing the init ial response to dil t iazem 2% as a factor 
predict ing curabilit y. In this sense, Placer et  al29 concluded 
that  a poor response in the f irst  week resulted in failure of 
t he t reat ment ,  avoiding t he necessit y of  prolonging t he 
t reatment .

In conclusion,  t he t reat ment  of  t he anal  f issure wit h 
t opical  di l t iazem in our hospit al  has avoided surgery in 
almost  50% of  t he pat ient s,  wit h inf requent ,  sl ight  and 
tolerable adverse effects. Despite no signif icant  dif ferences 
being found bet ween t he st udied variables,  t he resul t s 
suggest  that  t reatment  was more effect ive in pat ients who 
did not  have haemorrhoids associated with the anal f issure 
and in t hose whom the durat ion of  t reatment  was longer 
than 4 weeks.

We bel ieve t hat  f ur t her  st udies wi t h t he di f f erent  
met hods of  t reat ment ,  surgical  and non-surgical ,  are 
necessary, in order to const ruct  a t reatment  algorithm which 
would result  in an improved approach to anal f issures.
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DILTIAZEM 2% OINTMENT

Which conditions or disorders is this medication prescribed for?

Diltiazem is used topically to treat anal issure, among other conditions. Diltiazem belongs to a class of medica-

t ion known as calcium-channel blockers. It  works by relaxing the blood vessels and muscles.

How should this medication be used?

Dilt iazem is packaged in aluminium tubes of  approx. 30 g. Take a small amount ,  approximately the size of  a 

grain of rice, and apply it using a latex glove or with a cotton bud over the issure. Use the medication exactly 
as indicated. Do not  use more or less than the indicated dosage or more frequent ly than prescribed by your 

doctor.

Follow the instruct ions that have been issued to you in the consultat ion carefully and ask your doctor or pharmacist  

if there is anything you do not understand.

What other use does this medication have?

It  is used in tablet  form, taken orally, in the t reatment  of cardiovascular diseases. This medicat ion may also be 

prescribed for other uses; ask your doctor or pharmacist  for more informat ion

Which special precautions should I follow?

Before beginning to take diltiazem:

  • Tell your doctor or pharmacist  if  you are allergic to dilt iazem or to any other medicat ion.  •  Tell your doctor or pharmacist  which medicat ion, with and without  prescript ion, you are taking, especially 

medication for the heart and for blood pressure such as beta-blockers, digoxin (Lanoxin), quinidine (Qui-
naglute, Quinidex), and diuretics; carbamazepine (Tegretol); cimetidine (Tagamet); cyclosporine (Neoral, 
Sandimmune); fentanyl (Duragesic); medicat ion for t reat ing depression; medicat ion for t reat ing glaucoma 

(increased pressure in the eye); theophylline, and vitamins.  •  Tell your doctor if  you have, or have had at  any t ime, a heart , liver, or kidney condit ion.  •  Tell your doctor if  you are pregnant , if  you have plans to become pregnant , or if  you are breast -feeding. If  

you become pregnant  while taking this medicat ion, call your doctor immediately.  •  If  you are going to undergo any type of surgery, including dental surgery, tell your doctor or dent ist  that  

you are taking dilt iazem.

(Cont inues next  page)

Annex 1 Informat ion sheet  issued to pat ients t reated with topical dilt iazem
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What special diet should I follow while taking this medication?

If  your doctor prescribes you with a diet , follow the inst ruct ions exact ly.

What should I do if I forget to apply a dose?

Apply the dose you have forgot ten as soon as you remember, however, if  it  is t ime to apply the next  dose, skip 

the one you forgot  and cont inue with your regular dosage. Do not  take a double dose to compensate for the one 

you have forgot ten.

What are the side effects which this medication could cause?

Although side effects are not  common with this medicat ion, there is a possibilit y they could occur.

Tell your doctor if  any of the following symptoms becomes severe or does not  disappear:

  •  Dizziness or nausea.  •  Hot lushes (sensation of excessive heat).  •  Cephalea (headache).  •  Ext reme t iredness.  •  Slower heartbeat  than normal.  •  Upset  stomach.  •  Loss of appet ite.  •  Vomiting.  •  Diarrhoea.  •  Const ipat ion.  •  Stomach ache.  •  Sensat ion of dryness in the mouth.  •  Dificulty getting to sleep or staying asleep.
If  you experience any of the following symptoms, call your doctor immediately:

  •  Inlammation of the face, eyes, lips, tongue, arms, or legs.  •  Dificulty breathing or swallowing.  •  Faint ing.  •  Skin rash (erupt ions of the skin).  •  Yellowish discoloration of the skin or eyes.  •  Fever.  •  Increase in the frequency or intensity of chest  pain (angina).

How should this medication be stored?

Keep this medicat ion in its packaging, properly closed and out  of reach of children. Store it  at  room temperatu-

re and away from excessive heat  and humidity (not  in the bathroom). Dispose of any medicine which has expired 

or is no longer in use. Consult  your pharmacist  about  appropriate disposal of medicat ion.

Annex 1 Informat ion sheet  issued to pat ients t reated with topical dilt iazem (Cont inuat ion)
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DILTIAZEM 2% FOLLOW-UP SURVEY

Questionnaire No.: ___________________________ Date: _______________________

Patient details:

Surname 1: _____________________ Surname 2: ______________________ First  name: ____________________

NHC: ___________________________________________________________ Telephone: ____________________

Sex: ____________________________________________________________ Age: __________________________

Diagnosis:

Anal issure/anal issure + haemorrhoids

Symptoms prior to treatment:

Pain                   Yes/No

Irritation/pruritus          Yes/No

Rectal bleeding            Yes/No

Treatment with diltiazem 2%:

•  No. of applicat ions per day

•  Relief of symptom:      1      2      3      4      5

               (1 = very poor; 2 = poor; 3 = average; 4 = good; 5 = very good)

• Adverse effects:

Headache   Yes/No
Hypotension          Yes/No

• Other adverse effects:

• Abandonment of treatment due to onset of adverse effects:     Yes/No:

• Healing of the issure:     Yes/No:

• Surgery after treatment with diltiazem:     Yes/No:

• Surgery scheduled prior to beginning treatment:     Yes/No:

Annex 2 Telephone quest ionnaire designed to assess the response to dilt iazem after 8 weeks  
of t reatment


