
The Journal ClubThe Journal Club

A Morgan
Consultant Colorectal Surgeon



�� J Colorectal Disease, Sep 2016. J Colorectal Disease, Sep 2016. VolVol 18 no.918 no.9::

�� Systematic review on use of VAC for Systematic review on use of VAC for EntercutaneousEntercutaneous

FistulaFistula

�� Which Technique to choose in the era of minimal access Which Technique to choose in the era of minimal access 

Rectal surgeryRectal surgery

�� Long Term Outcome of Local Vs Radical resection of T1 Long Term Outcome of Local Vs Radical resection of T1 

Rectal CaRectal Ca

�� Watch & Wait in Rectal CancerWatch & Wait in Rectal Cancer

�� Timing of Adjuvant chemotherapy in colorectal cancerTiming of Adjuvant chemotherapy in colorectal cancer

�� TME Quality Does not improve the Prediction of OutcomeTME Quality Does not improve the Prediction of Outcome

�� Impact of SSI reduction Strategy after Colorectal Impact of SSI reduction Strategy after Colorectal 

resection (NSQIP)resection (NSQIP)  41% Reduction41% Reduction

�� Screening Vs Non Screening Colonoscopy, Scope For Screening Vs Non Screening Colonoscopy, Scope For 

improvement.improvement.



QUIZQUIZ



Stoma Site Closure, Does it Require Stoma Site Closure, Does it Require 

ReinforcementReinforcement
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�� Hands Up Please:Hands Up Please:

�� Stoma Site Proposes a potential MorbidityStoma Site Proposes a potential Morbidity

�� We Should ReWe Should Re--inforceinforce all stoma sites on closureall stoma sites on closure

�� ReRe--inforcementinforcement of stoma is feasibleof stoma is feasible

�� ReRe--InforcementInforcement of stoma site is safe of stoma site is safe 



ROCSS, Reinforcement of Closure of Stoma SiteROCSS, Reinforcement of Closure of Stoma Site

Sep 2016 



�� Background:Background:
�� 30 % of Closed Stoma30 % of Closed Stoma

�� 50% Complex 50% Complex ReoperationReoperation with Significant Morbiditywith Significant Morbidity

�� Prevention improves outcome and avoids complex rePrevention improves outcome and avoids complex re--
operationoperation

�� It may reduce the long term costIt may reduce the long term cost

�� There is no significant increase in morbidity from There is no significant increase in morbidity from 
previous studiesprevious studies

�� We do not have accurate data on long term outcomeWe do not have accurate data on long term outcome

�� Synthetic Mesh only in clean wounds but recorded SSI & Synthetic Mesh only in clean wounds but recorded SSI & 

wound breakdown at stoma site.wound breakdown at stoma site.



�� Why this trial was established ?Why this trial was established ?

�� ROCCS trial as a result of a recommendation by the ROCCS trial as a result of a recommendation by the 
IDEAL FrameworkIDEAL Framework (Idea, Development, evaluation, (Idea, Development, evaluation, 
assessment and Long Term Study Framework)assessment and Long Term Study Framework)

�� Initial Proof of Principle study in seven consented Initial Proof of Principle study in seven consented 
nonnon--randomized patients (Phase 1randomized patients (Phase 1--2a)2a)

�� Phase 3: A Phase 3: A MulticentreMulticentre randomized controlled trial randomized controlled trial 
comparing using a biological mesh for reinforcement comparing using a biological mesh for reinforcement 
Vs. Current Standard Practice of no mesh application.Vs. Current Standard Practice of no mesh application.

�� West Midland Collaborative Research West Midland Collaborative Research (WMRC)(WMRC)
planned the trial.planned the trial.



�� Aim :Aim :

�� 90 Patients90 Patients

�� 5 Different Hospitals5 Different Hospitals

�� 12 Months12 Months

�� RandomizationRandomization

�� Safe Delivery, Consultant PresenceSafe Delivery, Consultant Presence

�� Outcome :Outcome :
�� Post op Adverse events, need to remove the mesh.Post op Adverse events, need to remove the mesh.

�� Operation Specific Adverse Events including (ReOperation Specific Adverse Events including (Re--operation)operation)

�� SSISSI

�� Early Clinical Hernia OccurrenceEarly Clinical Hernia Occurrence

�� If 20% planned mesh failed, Stopping Rule and revision.If 20% planned mesh failed, Stopping Rule and revision.



�� Centre & Patient EligibilityCentre & Patient Eligibility

�� InclusionInclusion

�� > 18> 18

�� IleostomyIleostomy / Colostomy / loop or End/ Colostomy / loop or End

�� Previous Open or LaparoscopicPrevious Open or Laparoscopic

�� Trephine, midline or Laparoscopic.. All acceptedTrephine, midline or Laparoscopic.. All accepted

�� Exclusion:Exclusion:

�� If large If large parapara--stomalstomal Hernia with definite need for a mesh Hernia with definite need for a mesh 
““ExcludedExcluded””

�� If pt. involved in another trialIf pt. involved in another trial

�� Allergic to Allergic to PocrinePocrine or Collagen Productsor Collagen Products

�� FAP (Increased risk of FAP (Increased risk of cutaneouscutaneous desmoiddesmoid tumour)tumour)

�� Lack of CapacityLack of Capacity

�� Consent:Consent:

�� Written information Sheet about the trial.Written information Sheet about the trial.

�� Consultant Surgeon / Consultant Surgeon / SpRSpR / Trained Specialist Nurse/ Trained Specialist Nurse



�� Randomization :Randomization :

�� How:How:

�� 1:1 Ratio Between the two Groups1:1 Ratio Between the two Groups

�� Member of ROCSS Team at the siteMember of ROCSS Team at the site

�� Birmingham Clinical Trial Unit (Telephone)Birmingham Clinical Trial Unit (Telephone)

�� Surgeon, Surgeon, AssisstantAssisstant & Theatre Team only& Theatre Team only

�� Patient and Outcome Assessors : BlindedPatient and Outcome Assessors : Blinded

�� In theatre Randomization to minimize risks of In theatre Randomization to minimize risks of unblindingunblinding

�� Surgical and Quality Assurance:Surgical and Quality Assurance:

�� Previous 20 Stoma ClosurePrevious 20 Stoma Closure

�� Standardized Technique, Online demonstration and trainingStandardized Technique, Online demonstration and training

�� 11stst case : Joint with a Senior Trial Surgeoncase : Joint with a Senior Trial Surgeon

�� All : Prophylactic AntibioticsAll : Prophylactic Antibiotics

�� Closure : Hand or Stapled (No Restrictions)Closure : Hand or Stapled (No Restrictions)



Intra abdominal Intra abdominal 

Underneath Peritoneum  Underneath Peritoneum  

PDS PDS TransfasialTransfasial Bites Bites 

Minimal overlap 3 cmMinimal overlap 3 cm

Fascia Closed on the Top (Non Fascia Closed on the Top (Non 

absorbable)absorbable)

40 40 ml.ofml.of Local AnaesthesiaLocal Anaesthesia

Fund: LifeCell (Acelity, Oxfordshire, UK)
No Control Over Trial

TECHNIQUE



Recruitment GraphRecruitment Graph



TrustsTrusts



CONSORT Flow DiagramCONSORT Flow Diagram



�� Results:Results:

�� 104 Pt. Considered for the Trial104 Pt. Considered for the Trial

�� 90 Consented and Randomized, 14 Excluded90 Consented and Randomized, 14 Excluded

�� 45 To Each arm45 To Each arm

�� 12 Months Time12 Months Time

�� A] Mesh Arm: 42/45 received the mesh (93%)A] Mesh Arm: 42/45 received the mesh (93%)

�� B] Non Mesh Arm: 43/45 received the B] Non Mesh Arm: 43/45 received the tttttt (96%)(96%)

�� 31 Post op Adverse events:31 Post op Adverse events:

�� 13 A13 A

�� 18 18 BB
�� Most Common : Most Common : SSI 9%SSI 9% & & IleusIleus 6%6%



Follow Up

Demography



�� Conclusion:Conclusion:

�� The The ““Novel TechniqueNovel Technique”” is widely accepted by is widely accepted by 

surgeons & Patients surgeons & Patients 

�� Adverse Events were Similar between blinded armsAdverse Events were Similar between blinded arms

�� No Safety Concerns addressed (DMEC)No Safety Concerns addressed (DMEC)

�� No early removal required No early removal required 

�� Phase III Trial to recruit from 30 Phase III Trial to recruit from 30 CentersCenters / 2.5 Years/ 2.5 Years



Weakness:Weakness:

�� Numbers (Too Low)Numbers (Too Low)

�� Follow Up Duration (Too Short)Follow Up Duration (Too Short)

�� Hernia Rate (Main Outcome)Hernia Rate (Main Outcome)

Impact On Our Practice



Any Questions ?!!



Thank You !Thank You !


