Clinical Trial Protocol
Iranian Registry of Clinical Trials

10 Jun 2026

a clinical trial on the effect of biofeedback therapy in treatment of
coccygodynia in patients referring to physical medicine and rehabilitation

clinic of Firoozgar hospital

Protocol summary

Summary
(1)Objectives: the aim of this trial is to investigate the
effect of biofeedback therapy in the treatment of
patients with coccygodynia. (2) Design: itis a
randomized control trial, single blinded, without placebo
control, unicentral and in second or third phase of clinical
trial. (3) Setting and conduct the population under
research are patients with coccygodynia referring to
physical medicine and rehabilitation clinic via an
advertisement. the sample size is 30 people. in all
patients, coccydynia is confirmed with superficial and
intrarectal palpation. patients will be randomized to 2
groups of 15. (4) Participants including major eligibility
criteria: inclusion criteria are age 18 to 65 years and
Visual Analogue Scale equal to or more than 4 in any
position of sitting, standing or supine lying and exclusion
criteria are coccygeal injection or manipulation in last 2
months, history of poor control diabetes or
rheumatologic diseases, coccyx dislocation and
Simultaneous biofeedback therapy due to any other
reason. (5) Intervention: the intervention is local injection
of methylprednisolone in the point of maximum
tenderness and also teaching of pelvic floor exercises for
4 weeks and lifestyle modification in one group and the
same work in the other group in combination with pelvic
floor biofeedback. (6) main outcome measures
(variables): the patients are followed and assessed of
their pain 4 and 8 weeks after the intervention with
Visual Analogue Scale. also, patient's quality of life will
be tested with a valid questionnaire before and after the
intervention. sample collection and intervention will be
done in 6 months.
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a clinical trial on the effect of biofeedback therapy in
treatment of coccygodynia in patients referring to
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Public title
the effect of biofeedback therapy in the treatment of
coccygodynia

Purpose
Treatment

Inclusion/Exclusion criteria
inclusion criteria: age 18 to 65 years; VAS scale equal to
or more than 4 in any position of sitting, standing or
supine lying exclusion criteria: coccygeal injection or
manipulation in last 2 months; history of poor control
diabetes or rheumatologic diseases; any low back pain
radiating to sacrococcygeal region or interfering with
appropriate position during biofeedback therapy; history
of any malignancy, coccyx dislocation; acute fissure;
Simultaneous biofeedback therapy due to any other
reason

Age
From 18 years old to 65 years old

Gender
Female

Phase
2-3
Groups that have been masked
No information
Sample size
Target sample size: 30
Randomization (investigator's opinion)
Randomized
Randomization description
Blinding (investigator's opinion)
Single blinded
Blinding description
Placebo
Not used
Assignment
Parallel
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Description of health condition studied
coccygodynia

ICD-10 code
M53.3

ICD-10 code description
Sacrococcygeal disorders, not elsewhere classified

Primary outcomes
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Description

coccygeal pain
Timepoint

before intervention, 4 and 8 weeks after intervention
Method of measurement

Visual Analogue Scale

2

Description

patient's quality of life
Timepoint

before intervention, 4 and 8 weeks after intervention
Method of measurement

the standard SF36 questionare

Secondary outcomes
empty

Intervention groups
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Description
in the intervention group local injection of 1cc Lidocaine
and 1cc of 40 mg Methylprednisolone in the point of
maximum tenderness plus teaching of pelvic floor
exercises for 4 weeks and lifestyle modification plus
pelvic floor biofeedback. biofeedback is a kind of
physiotherapy which is done 2 sessions per week, each
time for 15 minutes and in total number of 8 sessions for
1 month by a physiotherapist. Pelvic floor exercises are
done 3 times a day, each time for 5 minutes by the
patient.

Category
Treatment - Other
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Description
in the control group local injection of 1cc Lidocaine and
1cc of 40 mg Methylprednisolone in the point of
maximum tenderness plus teaching of pelvic floor
exercises for 4 weeks and lifestyle modification. Pelvic




floor exercises are done 3 times a day, each time for 5
minutes by the patient.

Category
Treatment - Other
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