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1. Introduction 

 

Haemorrhoidal tissue, which forms the ‘anal cushions,’ is a normal component of the anal 

canal and is composed predominantly of vascular tissue, supported by smooth muscle and 

connective tissue. Haemorrhoids result from enlargement of the haemorrhoidal plexus and 

pathological changes in the anal cushions. They are common, affecting as many as 1 in 3 of 

the population (1). Approximately 23 000 haemorrhoidal operations are carried out in 

England each year and the prevalence may be as high as 75% of professionally active 

people. Repeated visits to hospital for therapy represent a significant disruption to the 

personal and working lives for this population in particular. 

 

Treatment depends on the degree of symptoms and the degree of prolapse, ranging from 

dietary advice to rubber band ligation (RBL) in the outpatient department to a surgical 

procedure under anaesthetic. Although RBL is cheap, it has a high recurrence rate and 

patients often require further visits to the outpatient department for repeat banding before 

exploring surgical options. Surgery takes the form of a traditional "open" 

haemorrhoidectomy (OH) or a stapled haemorrhoidopexy (SH). Both require an anaesthetic. 

OH is associated with considerable post-operative discomfort, often necessitating overnight 

hospital stay and a delay in return to normal activity, but has a low recurrence rate. SH has a 

slightly higher recurrence rate but is carried out as a day case and patients return to normal 

activity more quickly. An alternative treatment is haemorrhoidal artery ligation (HAL), which 

also requires an anaesthetic, but is thought to enable even quicker return to normal activity. 

Recurrence rates are reportedly similar to SH but complication rates lower. 

 

Although HAL requires an anaesthetic, evidence suggests a recovery similar to RBL but an 

effectiveness that approaches the more intensive surgical options. The substantial data 

concerning effectiveness includes one recent systematic review (2), three randomised trials 

(RCTs) (3-5), one non-randomised trial (6) and over 20 case series. A recent overview has 

been carried out by the National Institute for Health and Clinical Excellence (NICE, 

Haemorrhoidal artery ligation - Interventional Procedure Overview 803, May 2010), which 

concludes that current evidence shows it to be a safe alternative to OH or SH. 

o In terms of efficacy, studies with more than 1 year follow up suggest bleeding, pain 

on defaecation and prolapse (surrogates of recurrent symptoms) in 10%, 9% and 

11% of patients respectively 

o Regarding safety, post-operative haemorrhage requiring intervention (readmission, 

transfusion, reoperation or correction of coagulopathy) was reported in less than 
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1.2%. Haemorrhoidal thrombosis was seen in less than 3.5% and fissure formation in 

less than 2.1%. 

o The data from the three RCTs comparing HAL with SH and OH is difficult to combine, 

but essentially efficacy is similar for all procedures with OH perhaps being superior in 

treating prolapse, although it is unclear if a "pexy" stitch was used in the HAL cases 

to reduce prolapse. OH appears to result in the most post-operative pain and longest 

recovery but there are mixed results as to whether the HAL technique results in less 

pain compared with the SH. Complications were also more frequent in the open 

group but occurred at a similar frequency in the other groups. 

 

Both the systematic review and the NICE overview highlight the lack of good quality data as 

evidence for the advantages of the technique; most data is from case series. Even the RCTs 

have significant methodological drawbacks that make them subject to selection, 

performance, attrition and detection bias. Indeed none of the studies are powered to reach 

any meaningful conclusion. There are no studies that compare HAL with RBL. 

 

2. Methods 

 

The patient and public consultation event was held on 16th September 2010 at the School of 

Health and Related Research at The University of Sheffield. Four recently-treated patients 

were recruited; two who had undergone RBL and two who had undergone HAL. Jim Tiernan 

led the discussions with the patients. The format of the meeting was as follows: 

i. Welcome and introductions 

ii. Explanation of haemorrhoids including definition, grading, diagrams and current 

management principles 

iii. Participants experiences of RBL and HAL 

iv. Detailed explanation of proposed trial 

v. Review of draft lay-person summary and questionnaires 

vi. Feedback and discussion 

Participants each received a £20 shopping voucher. Hot and cold drinks, and biscuits were 

provided. 
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3. Summary 

 

3.1  Participants’ Experiences 

RBL: 

- Not expecting procedure whilst in clinic - “surprised” 

- Explanation whilst lying on couch under examination leading to not remembering 

details, for example regarding bleeding and band falling away post-procedure 

- Both had significant discomfort for 24 hours requiring a day off work 

HAL: 

- Would like more information pre-operatively; one was unaware it was an ‘operation’ 

- More post-operative pain than they expected 

- Would prefer a suppository pre-operatively 

 

3.2 Patient information sheet 

Participants recommended some word changes and alternative phrasing to ensure it is fully 

understood by patients. They also recommended an additional “punchline” sentence to 

highlight why the trials is being carried out. 

 

3.3 Consent and randomisation 

No issues. 

 

3.4 Patient questionnaires and follow-up 

Small changes to improve clarity to patients were suggested. Patients were happy with the 

length and intensity of follow-up. 
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3.5 Confidential postal evaluation Form 

All four participants responded. One had concerns regarding recruitment, suggesting 

patients would always opt for RBL first and then consider HAL if it failed. Another struggled 

with finding the venue and would have preferred another female participant present; in fact 

another female was due to attend but pulled out a few days prior. 

 

4. Acknowledgements 

 

This event was funded through an award from the NIHR Research Design Service for 

Yorkshire and the Humber. The application for this funding is included as an appendix in 

Section 6.3. 
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6. Appendix 

6.1 Letter sent to patients 

 

2
nd

 September 2010 

 

Dear 

 

Thank you for agreeing to participate in our Patient and Public Involvement workshop on Thursday September 

16th. A total of four patients who have had different treatments for piles will be present and we will seek your 

views, experiences and feedback regarding our proposed clinical trial. We will refund your travel costs (please 

bring receipts), provide tea, coffee and lunch, and give you a £20 voucher. 

The workshop is booked from 9am until 1pm but may well finish earlier than that. 

 

Location: 

Trent Room, 
School of Health and Related Research (ScHARR), 
Regent Court 
30 Regent Street 
Sheffield 
S1 4DA 
0114 222 6385 
0114 222 0870 
 

If for any reason you are unable to attend, please contact me ASAP so that I can find a suitable replacement. 

Similarly, if you have any queries please do not hesitate to contact me. 

 

Yours sincerely, 

 

 

Jim Tiernan, MBChB, MRCS 

Surgical Registrar 

077XXXXXXXX 
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6.2 Draft patient questionnaires 

 

 
Patient symptom severity score questionnaire v1.0 

 
 

To be completed at 1 week, 6 weeks and 12 months post-procedure. 
 
For each of the following 5 symptoms please score them as follows: 
 
 1 = never 
 
 2 = less than once a week 
 
 3 = 1 – 6 times per week 
 
 4 = every day (always) 
 
 
 
Question 1: How often do you experience pain from the haemorrhoids? 
 

□ never      □ less than once per week      □ 1-6 times per week      □ every day (always) 
 
 
 
Question 2: How often do you experience bleeding from the haemorrhoids? 
 

□ never      □ less than once per week      □ 1-6 times per week      □ every day (always) 
 
 
 

Question 3: How often do you experience itching or irritation of the anus? 
 

□ never      □ less than once per week      □ 1-6 times per week      □ every day (always) 
 
 
 
Question 4: How often do you soil your underwear (soiling from the anus)? 
 

□ never      □ less than once per week      □ 1-6 times per week      □ every day (always) 
 
 
 
Quesiotn 5: How often do you reduce a prolapsing haemorrhoid with your hand? 
 
□ never      □ less than once per week      □ 1-6 times per week      □ every day (always) 
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Pain Visual Analogue Scale 

 
Question 1 
 
Please rate the level of pain related to your haemorrhoids that you are experiencing TODAY. 
The best rating is marked 0 (no pain) and the worst rating is marked 10 (worst imaginable 
pain). Please draw a circle around the most appropriate number that describes your pain 
today. 
 

 
____________________________________________________________ 
| | | | | | | | | | | 

   0   1   2   3   4   5   6   7   8   9   10 
    No         Worst 
    pain         imaginable 
         pain 
 
 
 

Question 2 
 
Please rate the WORST level of pain that you have experienced SINCE YOUR 
OPERATION, approximately 7 days ago. The best rating is marked 0 (no pain) and the worst 
rating is marked 10 (worst imaginable pain). Please draw a circle around the most 
appropriate number that describes your worst pain since your operation. 
 
 

____________________________________________________________ 
| | | | | | | | | | | 

   0   1   2   3   4   5   6   7   8   9   10 
    No         Worst 
    pain         imaginable 
         pain 
 
 

 
Question 3 
 
During the last seven days have you been taking any pain relief medication? 
 

□   Yes   □   No 
 
 
 
If you answered yes, how many days out of the last seven have you taken pain relief 
medication? 
 

□  1            □  2            □  3            □  4            □  5           □  6            □  7 
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Continence Questionnaire 

 
 
 
In the past 4 weeks have you experienced any incontinence of gas or stool?     □  yes 
 
           □  no 
 
 
 
If „yes‟ can you please mark with an X in the appropriate box if you have experienced any of 
the following: 
 
 
 
     Always      Often      Sometimes      Rarely      Never 
 
Incontinence of solid stool       □          □      □   □       □ 
 
Incontinence of liquid stool       □          □      □   □       □ 
 
Incontinence of gas        □          □      □   □       □ 
 
Need to wear a pad        □          □      □   □       □ 
 
Affects your lifestyle        □          □      □   □       □ 
 

 
 
Are you able to defer defaecation (“hold on”) for at least 15 minutes?  □  yes 
 
           □  no 
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General Health Questionnaire (EQ5-D) 

 
 
By placing a cross in one box in each group below, please indicate which 
statements best describe your own health state today 
 
 
A1. Mobility 

I have no problems in walking about   □ (1) 

I have some problems in walking about   □ (2) 

I am confined to bed   □ (3) 

 
 
A2. Self-care 

I have no problems with self-care   □ (1) 

I have some problems washing or dressing myself   □ (2) 

I am unable to wash or dress myself   □ (3) 

I have no problems with performing my usual activities   □ (1) 

 
 
A3. Usual Activities 
(e.g. work, study, housework, family or leisure activities) 

I have some problems with performing my usual activities   □ (2) 

I am unable to perform my usual activities   □ (3) 

 
 
A4. Pain/Discomfort 

I have no pain or discomfort   □ (1) 

I have moderate pain or discomfort   □ (2) 

I have extreme pain or discomfort   □ (3) 

 
 
A5. Anxiety/Depression 

I am not anxious or depressed   □ (1) 

I am moderately anxious or depressed   □ (2) 

I am extremely anxious or depressed   □ (3) 
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6.3 Draft summary for the non-expert 

 
Summary for the Non-Expert 

 

 

Treatment for the symptoms of haemorrhoids (also known as piles) is dependent upon 

their “degree” (position and whether they prolapse) and in most cases the first line of 

specialist treatment is rubber band ligation (RBL). This procedure involves placing a 

small band around the base of the haemorrhoid which cuts off the blood supply, 

resulting in the pile being shed. RBL is a relatively painless outpatient treatment with 

minimal complications. However, the chance of recurrence is high, with up to 4 in 10 

patients requiring further treatment either in the form of repeat banding or a bigger 

operation. 

 

For bigger piles or those where RBL has failed, it can be repeated several times but 

requires repeated visits to outpatients and may never resolve the symptoms. 

Haemorrhoidectomy (cutting the pile out) has the best chances of curing the problem 

but requires an anaesthetic, is associated with significant pain after the procedure and 

has a long recovery period. The stapled haemorrhoidopexy technique, which also 

requires an anaesthetic, is associated with less pain and more rapid recovery (most 

patients are discharged on the same day) but is still several days or even weeks. 

 

Haemorrhoidal artery ligation operation (HALO) uses a Doppler scanner to locate the 

arteries feeding the haemorrhoids which are then tied with a stitch. The mucosa over 

the artery is also "hitched up" with a further stitch to reduce prolapse. Although it does 

require an anaesthetic the procedure appears to cause minimal pain and is associated 

with rapid recovery, usually within 1-2 days. Many think that it is as good as the more 

intensive surgical procedures in curing piles but we are not sure. Some think it may be 

a better option than rubber band ligation because it is more effective with similar 

discomfort and recovery. This trial will compare RBL with HALO in patients with new 

haemorrhoids and those who have had a recurrence following previous RBL, 

measuring recurrence rates, how each procedure affects the quality of life or each 

patient, how painful the procedure is, how long it keeps patients away from normal 

activities and the cost of each procedure to the NHS and to the patient. It will enable 

us to give accurate information so that patients can choose the procedure that best 

suits their circumstance. 
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6.4 Evaluation form results 

Question 1: The quality of the venue was satisfactory and appropriate for the session. 

Strongly agree  2 

Agree   1 

Neutral  0 

Disagree  1 

Strongly disagree 0 

 

Question 2: The quality of the refreshments were satisfactory 

Strongly agree  2 

Agree   2 

Neutral  0 

Disagree  0 

Strongly disagree 0 

 

Question 3:  The information received prior to the event was sufficient. 

Strongly agree  2 

Agree   2 

Neutral  0 

Disagree  0 

Strongly disagree 0 

 

Question 4: The event was organised and well run. 

Strongly agree  3 

Agree   1 
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Neutral  0 

Disagree  0 

Strongly disagree 0 

 

Question 5:  The duration of the event was sufficient. 

Strongly agree  2 

Agree   2 

Neutral  0 

Disagree  0 

Strongly disagree 0 

 

Question 6: Your opinions were acknowledged and valued. 

Strongly agree  3 

Agree   1 

Neutral  0 

Disagree  0 

Strongly disagree 0 
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6.5 PPI application form 

 

Application for the 

RDSYH Public Involvement in Grant Applications Funding Award 

 

Email your completed application form to rds-yh@sheffield.ac.uk, stating „RDSYH Public 

Involvement Funding Award‟ in the email subject window. 

 

Send the signed, hard copy of your completed application form to: Clare Clarke, The NIHR 

Research Design Service for Yorkshire and the Humber, The University of Sheffield,  

School of Health and Related Research (ScHARR), Ground Floor, Room G045, Regent 

Court, 30 Regent Street, Sheffield S1 4DA. 

 

Please complete the form as fully as possible. The boxes given below for you to 

provide your answers are expandable, allowing you to write as much as you feel is 

necessary. Refer to the guidance notes or contact your public involvement advisor if 

you have any difficulties with answering the questions on this form.  

 

 

1. Name and details of lead applicant for RDSYH Public Involvement in Grant 
Applications Funding Award 

 

Full name Steven Brown 

Job title Consultant Surgeon 

Organisation Sheffield Teaching Hospitals 

Work address Northern General Hospital 

Herries Road 

Sheffield 

Postcode S5 7 AU 

Telephone 

number 

0114 271 5030 

mailto:rds-yh@sheffield.ac.uk
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Email steven.brown@sth.nhs.uk 

Self-employed? No 

 

 

2. Please give the details of co-applicants (if applicable). Copy and paste the table 
below as appropriate if there is more than one co-applicant 

 

Full name Jim Tiernan 

Job title Specialist Registrar, General Surgery 

Organisation Sheffield Teaching Hospitals 

 

Full name Danny Hind 

Job title Assistant Director 

Organisation CTRU, University of Sheffield 

 

 

3. Please provide an outline of the grant application that is being developed, 
including: 

 Which specific type(s) of members of the public will be involved in 
developing the grant (e.g. a specific patient/service user/carer group, older 
people, children etc) 

 How you intend to gain access to, and approach, members of the public to 
invite them to become involved 

 How members of the public will be actively involved in developing the grant 
application 

 How the involvement of members of the public in the development of the 
grant application will be evaluated 

 How you intend to continue to actively involve members of the public 
should you be successful in winning the grant 

 

Haemorrhoids (piles) are a common problem that comprise a significant workload to the 

colorectal surgeon. They can be divided into groups depending upon the extent of prolapse, 

labelled as grades I to IV. Grade I piles usually respond to simple treatments such as dietary 

modification, whilst symptomatic grade IV piles usually require an operation. Symptomatic 

grade II and III piles are treated initially with rubber band ligation but this has a high 

recurrence rate. If it fails, surgery is considered in the form of a stapled haemorrhoidopexy or 

mailto:jtiernan@doctors.org.uk
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an open haemorrhoidectomy. Haemorrhoidal artery ligation (HALO) is a new procedure that 

is less invasive than the established surgical interventions but has been reported as having a 

lower recurrence rate than rubber band ligation. It involves identifying the blood vessel 

supplying each pile with a Doppler probe and stitching it closed, allowing healing. 

 

Our study will be a multi-centre randomized controlled trial comparing rubber-band ligation, 

haemorrhoidal artery ligation and stapled haemorrhoidopexy for second or third degree 

haemorrhoids that have been banded and recurred. 

 

We will approach patients who have undergone all three types of treatment for haemorrhoids 

and seek their opinions on the trial from a patient‟s perspective. Patients will be identified at 

their six-week follow-up appointment following their treatment. We aim to approach two 

patients from each treatment group. They will be invited attend a focus group meeting where 

their opinions regarding the planned recruitment and randomization process, their 

experiences and their suggestions will be sought. We will also ask them to comment on the 

relevance of the research to patients and potential ethical concerns (and how they might be 

addressed). 

 

PPI attendees will be asked to fill in a simple evaluation form, developed for the event, at the 

end of the consultation. The form will ask no more than seven questions, rated on 5 point 

scales. Opinions will be sought on the quality of the venue, refreshments provided, directions 

provided to the venue, information received prior to the event, how well the event was run by 

the researchers, convenience and timing of the event, the length of event, and the extent to 

which they felt that their contributions were listened to and valued by the researchers. A 

space will be provided at the end of the form for further comments to be provided. 

 

Consultees will be informed that, should RfPB decide to fund the study, we will invite at least 

one and ideally two members of the public to join the trial management group which will 

oversee the study‟s implementation. We will assess, on the day, whether any of the 

consultees are interested in continued involvement should the grant application be 

successful. 

 

4. Please state to which NIHR funding scheme (or other scheme) the grant 
application is to be submitted. Please also provide an estimate of the total 
amount of funding being sought 

 

 
HTA:  £1,500,000 
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5. Please provide a breakdown, together with costings, of how the award will be 
spent (for example, venue, travel, subsistence, payments to members of the 
public)  

 

 
Venue: £0.00 (consultation will take place at ScHARR) 
Travel. £180 (worst case scenario 2 taxi fares x £15 x 6 participants)  
Lunch & refreshments: £127 Based on university catering costs for 3 servings of 
tea/coffee (min. 15 covers), 1 serving to come with biscuits, sandwich lunch 3 (for 8 
people - assumed there would be at least one/two facilitators), orange juice 
Payment to members of the public: £120 (6 x £20) 
 
TOTAL COST: £427 
 

 

6. If applicable, please indicate other sources of contributory funding already 
obtained for the active involvement of members of the public in the 
development of the grant application. If more than one source of contributory 
funding has already been obtained, please copy and paste the table below as 
appropriate    

 

Funding source N/A 

Amount N/A 

 


