
 

 

CAT FOR TREATMENT 

 

Clinical Scenario: 

 A 30-year old male footballer presented at surgical OPD with clinical of painful, reducible 

groin hernia.  I advice him for surgical management and gave him the possible unfavorable post-

operative outcome including recurrence and chronic groin pain. He worried about the chronic groin 

pain, because his work.  

 The mechanism of chronic groin pain may from nerve injury during hernia dissection, nerve 

entraped from suture. The new surgical techqinue and mesh has develop for solve this problem like 

as a self-gripping mesh, this kind of mesh can attach to underlying tissue without additional suture. 

But this kind of mesh is more expensive than conventional mesh.  

 After I give all information, he ask me about the effectiveness of self- gripping mesh for 

prevent the chronic groin pain in post-operative period. 

 
Clinical Question:  

 Clinical Question: Is the self-gripping mesh better than the conventional mesh in term of 

post-operative pain after open inguinal hernia repair? 

 P: Adult symptomatic unilateral uncomplicated inguinal hernia. 

 I: Open inguinal repair with self-gripping mesh 

 C: Open inguinal repair with conventional mesh 

 O: Chronic groin pain 
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A. Study Characteristics: 

 A double-blinded randomized controlled trial. Study between November 2008- April 2010 

and study in 5 hospitals in Denmark.  There are 161 cases in self-gripping groups and 168 cases in 

sutured mesh groups. 

 
1.  Patients included – 

 The inclusion criteria were active men aged between 18 and 80 years, diagnosed with an 

uncomplicated unilateral inguinal hernia. 

 The exclusion criteria were: recurrent, scrotal, incarcerated or femoral hernia; body mass 

index over 30 kg/m2; non-Danish speaking; concomitant abdominal surgery; ongoing long-term 

analgesic or steroid treatment; known abuse of alcohol or drugs; Child – Pugh grade C hepatic 

cirrhosis; or severely compromised health that was likely to affect patient compliance.  

2.  Interventions Compared – 

 The intervention in this study is open inguinal hernia repair using the Self-gripping mesh 

compared with conventional flat mesh (or Lichtenstein hernia repair). 
 

3.  Outcomes Monitored – 

 Primary endpoint was a moderate and severe chronic groin pain and/or numbness and/or 

groin discomfort at the 12-month visit. Term of moderate and severe pain mean VAS (0-100 mm) 

are 31-60 mm and 61-100 mm respectively.  

 Secondary endpoint included; duration of surgery, length of hospital stay, overall wound 

complication (hematoma, seroma, wound infection), time to return to daily activity, VAS pain > 30 

mm at 1-month visit, patient satisfaction, QoL (SF-12), hernia recurrence. 

 
 

 



 

 

 

B.  Validity Criteria: 

1.  Were patients randomized? 

 Answer- Yes, the patients was randomized. In part of methods, authors state the process of 

randomization by using computerized randomization, block size of six technique. 

 
2.  Was randomization concealed? 

 Answer- Yes, this study performed randomization concealed.  In part of methods, authors 

state the process of randomization concealed by using sealed, numbered envelopes that were opened 

in sequence. But not described the type of enveloped (opaque or transparent). 

 
3.  Were patients analyzed in the groups to which they were randomized? 

 Answer- Yes, the patients were analyzed with intention-to-treat analysis. Authors mention 

this process in statistical analysis that the outcome were analyzed for synchronous assessment of 

time and allocation. 
 

4.  Were patients in treatment and control groups similar at baseline? 

 Answer- Yes, in table 1 that show pre-operative characteristics of study populations and no 

statistical significant between both groups. 

 
5.  Were patients aware of group allocation? 

 Answer- No, Patients were blinded to the allocation for the full 12 months after operation. 

Authors state the blinding process in methods. 

 
6.  Were clinicians aware of group allocation? 

 Answer- Yes, the surgeons know the allocation but surgical staff members were not allowed 

to communicate information about treatment allocation to patients or other staff.  
 

 



 

 

 

7.  Were outcome assessors aware of group allocation? 

 Answer- No, Evaluators were blinded to the allocation for the full 12 months after operation. 

Authors state the blinding process in methods. 

 
8.  Was follow-up complete? 

 Answer: No, but the number of loss follow-up cases were less than the total cases of primary 

endpoint outcomes and not more than 20%. 

 Self-gripping mesh group = 4 cases (4/161 = 2.41%)  

 Sutured mesh group  = 4 cases (4/168 = 2.33%) 
 

C.  Results: 

 

1. Primary endpoint =  combined measure that evaluated the prevalence of symptoms 

considered moderate or severe 

Outcome Rc Rt RR RRR ARR NNT P 

1. Combined measure – moderate or 
severe 

20.2 17.4 1.16 0.14 0.03 35.13 0.589 

2. Persistent pain @12 month 0 0 NA NA 0 ∞ 0.173 

3. Persistent numbness @12 month 0 0 NA NA 0 ∞ 0.178 

4. Groin discomfort @12 month 0 0 NA NA 0 ∞ 0.422 

Number 2-4 are individual result from primary endpoint 

This table show the self-gripping mesh had risk of moderate to severe outcome at 12 months 

less than sutured mesh and difference of risk is 0.03 but there are no statistical significant. 

The number of patients that must be treated over a given period of time to prevent one adverse 



 

 

outcome is 35.13 cases. 

2. Secondary endpoint 

Outcome Rc Rt RR RRR ARR NNT P 

1. Hematoma or seroma 36 24 1.43 0.30 0.06 15.8 0.154 

2. Wound infection 12 9 1.27 0.21 0.014 66.84 0.655 

 

 This table show the secondary endpoint outcome that self-gripping mesh had risk of wound 

complication ( hematoma, seroma or wound infection)  less than suture mesh but there are no 
statistical significant. 
 

Outcome Rc Rt RR RRR ARR NNH P 

1. Hernia recurrence 1.19 1.24 0.95 -0.05 -0.0005 -1742 1.000 

This table show the secondary endpoint outcome that self-gripping mesh had risk of hernia 
recurrence more than suture mesh but there are no statistical significant. 
 

Outcome Mean (c) Mean (t) Mean diff. P 

1. Persistent pain @1 month 3.5 3 0.5 0.740 

2. Numbness @1 month 7.25 5 2.25 0.315 

3. Groin discomfort @1 month 4.75 8.75 -4 0.048 

4. Duration of surgery (min) 30 29 1 <0.001 

5. Duration of admission (hr) 4 4 0 0.681 

This table show the secondary endpoint outcome that mean groin discomfort at 1 month of 
self-gripping mesh group more than suture mesh with statistical significant.  

The mean duration of surgery in self- gripping mesh group less than suture mesh with 
statistical significant. 

 



 

 

 
D.  Applicability: 

1.  Are the study patients similar to the patients in my practice? 

 Answer: Yes, the study population similar to the patient in my practice. 
 

2.  Were all clinically relevant outcomes reported? 

 Answer: Yes, primary and secondary endpoint outcomes were standard clinical outcome 

that recommend in general practice for hernia surgery. 
 

3.  Are the likely treatment benefits worth the harm and costs? 

 Answer: I think self-gripping mesh not make the benefit for prevent the chronic groin pain 

in post inguinal hernia surgery  

For cost of mesh – self-gripping mesh is more expensive than conventional mesh.  

 For harm – self-gripping mesh is more harm in term of hernia recurrence. 
 

Author’s Conclusion: 

 The avoidance of suture fixation using a self-gripping mesh was not accompanied by a 

reduction in chronic symptoms after inguinal hernia repair. 
 

Reviewer’s Conclusion: 

 I will give information with my patient that the self-gripping mesh is the special kind of 

mesh that can fixed the underlying tissue to reinforce the inguinal floor but from the data of this 

study show this kind of mesh cannot reduce the chronic groin pain and this more expensive than 

suture mesh. 

 

Reviewer: Suphakarn Techapongsatorn  Date : November 28, 2016 

 

 

 


