Prospective randomized trials: Ruiz-Tovar (as First author):

2020: 3x

Application of Vitamin E Acetate on Staple Lines and Anastomoses of Roux-en-Y Gastric
Bypass: Impact on Postoperative Pain and Acute Phase Reactants 08/2020

Assessed for eligibiliy

(n=140)

Randomized (n=140)

Allocated to Intervention:
Group 1 (n=70)

Vit E on staple line and anastomoses

Excluded (n=0)

Lost to follow up (n=0)

Analyzed (n=70)
Fig. 1 CONSORT flow diagram

Allocated to intervention:
Group 2 (n=70)

No vitamin E

Excluded (n=0)
-

Lost to follow up (n=0)

Analyzed (n=70)

Incisional Surgical Site Infection after Abdominal Fascial Closure with Triclosan-Coated
Barbed Suture vs Triclosan-Coated Polydioxanone Loop Suture vs Polydioxanone Loop
Suture in Emergent Abdominal Surgery: A Randomized Clinical Trial. 05/2020

— Assessed for eligibility
- n =150 Excluded n =0
[ - " 5
) Did not meet inclusion
% l—o criteria n =0
= Refused to participate n =0
- Randomized
— n =150
I ' T ]

c
2 STRATAFIX SYMMETRIC: PDS PLUS LOOP: PDS LOOP:
§ Allocated to intervention n =50 Allocated to intervention n =50 Allocated to intervention n =50
Z Received intervention n = 50 Received intervention n = 50 Received intervention n = 50
‘:_} Lost to follow-up n =0 Lgst to follow-up n= 0‘ Lost to foIIow-_up n= 0'
z Discontinued intervention n =0 Discontinued intervention n =0 Discontinued intervention n =0
5
w
‘% Analyzed n =47 Analyzed n =45 Analyzed n =47
% Excluded from analysis n =3 Excluded from analysis n =5 Excluded from analysis n =3
2 Reoperation n =2 Reoperation n =3 Reoperation n =2

Mortality n=1 Mortality n=2 Mortality n=1

Figure 1. CONSORT flow diagram.
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Analgesic effect of postoperative laparoscopic-guided transversus abdominis plane (TAP)
block, associated with preoperative port-site infiltration, within an enhanced recovery after
surgery protocol in one-anastomosis gastric bypass: a randomized clinical trial 01/2020

== CONSORT

A2 TRANSPARENT REPORTING of TRIALS

CONSORT 2010 Flow Diagram

[ Enrollment ]

Assessed for eligibility (n= 140 )

Excluded (n=0 )

+ Not meeting inclusion criteria (n=0 )

A4

+ Declined to participate (n=0)
+ Other reasons (n=0)

Randomized (n= 140 )

!

v

—

Allocation

v

|
J

Allocated to intervention (n= 70 )

+ Received allocated intervention (n=70 )

«+ Did not receive allocated intervention (give
reasons) (n=0)

Allocated to intervention (n=70 )

+ Received allocated intervention (n=70 )

+ Did not receive allocated intervention (give
reasons) (n=0)

[

Follow-Up

] !

J

Lost to follow-up (give reasons) (n=0_)

Discontinued intervention (give reasons) (n= 0)

Lost to follow-up (give reasons) (n=0_)

Discontinued intervention (give reasons) (n= 0)

Analvsis

] !
J

Analysed (n=70 )

+ Excluded from analysis (give reasons) (n= 0)

Analysed (n=70)

+ Excluded from analysis (give reasons) (n= 0)




2019: 5x

Impact of Biliopancreatic Limb Length (70 cm vs 120 cm), with Constant 150 cm Alimentary
Limb, on Long-Term Weight Loss, Remission of Comorbidities and Supplementation Needs
After Roux-En-Y Gastric Bypass: a Prospective Randomized Clinical Trial 08/2019

No flow chart given.
Registered on clinicaltrials.gov on July 31% 2018; Study performed 2011-2012!
No details given

Study Details  Tabular View  No Results Posted Disclaimer How to Read a Study Record

Study Description Goto ~
Brief Summary:
Patients were randomly assigned into 2 groups: those patients undergoing RYGB with a BPL of 70cm and those ones undergoing RYGB with a BPL of 120 cm.
Excess BMI loss 5 years after surgery was investigated

Condition or disease © Intervention/treatment & Phase ©
Weight Loss Procedure: BP limb 70cm Phase 3
Procedure: BP limb 120cm

Detailed Description:
Patients were randomly assigned into 2 groups: those patients undergoing Roux-en-Y gastric bypass with a biliopancreatic limb of 70cm and those ones undergoing Roux-en-Y gastric bypass with a biliopancreatic imb of 120 cm. Alimentary limb was constant in both groups
(150cm)

Excess BMI loss 5 years after surgery was investigated
Study Design Goto +

Study Type @ : _ Interventional (Clinical Trial)
Actual Enroliment @ : 506 participants
Allocation: Randomized
Intervention Model: Parallel Assignment
Masking: None (Open Label)
Primary Purpose: Treatment
Offical Title: - Impact of Biliopancreatic Limb Lenght on Long-term Weight Loss After Roux-en-Y Gastric
Actual Study Start Date @ :  January 2011
Actual Primary Completion Date @ :  December 2012
Actual Study Completion Date @ :  December 2012

Resource links provided by the National Library of Medicine [ niH) QY]
MediinePlus related topics: Body Weight Weight Control

U.S. FDA Resources

Arms and Interventions Goto ~
— Intervention/treatment &
Active Comparator: BP limb 70cm Procedure: BP limb 70cm
Patients underwent a RYGB with a biliopancreatic limb of 70cm Performance of RYGB with a BP limb of 70cm
Experimental: BP limb 120cm Procedure: BP limb 120cm

Patients underwent a RYGB with a biliopancreatic limb of 120cm Performance of RYGB with a BP limb of 120cm



Effects of the application of vitamin E and silicone dressings vs conventional dressings on
incisional surgical site infection in elective laparoscopic colorectal surgery: a prospective
randomized clinical trial 07/2019

J. Ruiz-Tovar et al. / Journal of Hospital Infection 102 (2019) 262—266
Assessed for eligibility

(N=120)

Randomized (N=120)

Allocated to intervention: Allocated to intervention:
Group 1 (N=60) Group 2 (N=60)
Vitamin E and silicone dressing Conventional dressing
Excluded (N=1) Excluded (N=2)
—
Anastomotic leak Anastomotic leak
v v
Lost to follow-up (N=0) Lost to follow-up (N=0)
Analysed (N=59) Analysed (N=58)

Figure 1. CONSORT flow diagram.



Preoperative administration of Omega-3 fatty acids on postoperative pain and acute-phase
reactants in patients undergoing Roux-en-Y gastric bypass: A randomized clinical trial

08/2019
== CONSORT

L7 I TRANSPARENT REPORTING of TRIALS

[ Enroliment ] Assessed for eligibility (n=40)

Excluded (n= 0)

+ Not meeting inclusion criteria (n=0 )
>+ Declined to participate (n=0)

+ Other reasons (n=0)

Randomized (n=40 )

!

Y [ Allocation ] y
Allocated to intervention (n=20 ) Allocated to intervention (n=20 )
+ Received allocated intervention (n=20 ) + Received allocated intervention (n=20 )
+ Did not receive allocated intervention (give + Did not receive allocated intervention (give
reasons) (n=0 ) reasons) (n=0 )
v [ Follow-Up ] v
Lost to follow-up (give reasons) (n=0 ) Lost to follow-up (give reasons) (n=0)
Discontinued intervention (give reasons) (n=0) Discontinued intervention (give reasons) (n=0 )
3 [ Analysis ] y
Analysed (n=20 ) Analysed (n=20)
+ Excluded from analysis (give reasons) (n=0 ) + Excluded from analysis (give reasons) (n=0)

Fig. 1. CONSORT flow diagram.

Impact of implementation of an enhanced recovery after surgery (ERAS) program in
laparoscopic Roux-en-Y gastric bypass: a prospective randomized clinical trial 02/2019

No flow chart given. No detailed information regarding CONSORT in clinicaltrials.gov
or in the text of the paper.



Long-term follow-up after sleeve gastrectomy versus Roux-en-Y gastric bypass versus one-
anastomosis gastric bypass: a prospective randomized comparative study of weight loss and
remission of comorbidities 02/2019

COHORT flow diagram

Assessed for eligibility
(n=600)

Randomized (n=600)

\4

Allocated to Intervention: Allocated to Intervention: Intervention:

Group 1 (n=200) Group 2 (n=200) Group 5 (n=200)
Sleeve gastrectomy Roux-en-Y gastric bypass ¢\ nastomosis gastric bypass
(SG) (RYGB) (OAGB)

Excluded (n=0) Exclu& Excluded (n=0)

\4 \4

Lost to follow up (n=18 Lost to follow up (n=16) Lost to follow up (n=20)

S

v
- Analm:& ) Analyzed (n=184) Analyzed (n=180)




2018: 3x

Incidence of postoperative nausea and vomiting after laparoscopic sleeve gastrectomy with
staple line reinforcement with oversewing and staple line inversion vs buttressing material: A
randomized clinical trial 11/2018

[ Enroliment ] Assessed for eligibility (n=100 )

Excluded (n=0 )
*

‘ Randomized (n=100 ) ‘

l

4 {_ Allocation | 3
Allocated to intervention: Oversuture and Allocated to intervention: Use of buttressing
staple line inversion (n=50 ) material (n=50 )
+ Received allocated intervention (n=50 ) + Received allocated intervention (n=50 )
+ Did not receive allocated intervention (give + Did not receive allocated intervention (give
v Follow-Up v
Lost to follow-up (give reasons) (n=0 ) Lost to follow-up (give reasons) (n=0)
Discontinued intervention (give reasons) (n= 0) Discontinued intervention (give reasons) (n=0 )

v | Analysis v

)
Analysed (n=50 ) Analysed (n=50 )
+ Excluded from analysis (give reasons) (n=0) + Excluded from analysis (give reasons) (n= 0)

Laparoscopic-Guided Transversus Abdominis Plane (TAP) Block as Part of Multimodal
Analgesia in Laparoscopic Roux-en-Y Gastric Bypass Within an Enhanced Recovery After
Surgery (ERAS) Program: a Prospective Randomized Clinical Trial 11/2018

No flow chart given. No detailed information regarding CONSORT in clinicaltrials.gov
or in the text of the paper.



Effect of the application of a bundle of three measures (intraperitoneal lavage with antibiotic
solution, fascial closure with Triclosan-coated sutures and Mupirocin ointment application on
the skin staples) on the surgical site infection after elective laparoscopic colorectal cancer
surgery 01/2018
Assessed for eligibiliy
(n=198)

Randomized (n=198)

Allocated to Intervention: Allocated to intervention:
Group 1 (n=99) Group 2 (n=99)
Standard bundle Experimental bundle
Excluded (n=4) Excluded (n=4)
—
Anastomotic leak Anastomotic lez
4
Lost to follow up (n=0) Lost to follow up (n=0)
v
Analyzed (n=95) Analyzed (n=95)

Fig.1 CONSORT flow diagram

2017: 3x
Percutaneous Electrical Neurostimulation of Dermatome T6 for Short-term Weight Loss in

Overweight and Obese Patients: Effect on Ghrelin Levels, Glucose, Lipid, and Hormonal
Profile 08/2017

No flow chart given. No detailed information regarding CONSORT in clinicaltrials.gov
or in the text of the paper.



Percutaneous Posterior Tibial Nerve Stimulation vs Perianal Application of Glyceryl
Trinitrate Ointment in the Treatment of Chronic Anal Fissure: A Randomized Clinical Trial
01/2017

[ Enroliment W Assessed for eligibility (n = 80)
J
Excluded (n=0)
+ Did not meet inclusion criteria (n = 0)
+ Declined to participate (n = 0)
¢ Otherreasons (n=0)
Randomized (n =80)
L Allocation
Allocated to intervention (n = 40) Allocated to intervention (n = 40)
+ Received allocated intervention (n = 40) + Received allocated intervention (n = 40)
+ Did not receive allocated intervention (give + Did not receive allocated intervention (give
reasons) (n =0) reasons) (n=0)
Follow-up
Lost to follow-up (give reasons) (n = 0) Lost to follow-up (give reasons) (n = 0)
Discontinued intervention (incapacitating Discontinued intervention (n = 0)
headache) (n = 6)
Analysis
Analyzed (n=34) Analyzed (n = 40)
4 Excluded from analysis (give reasons) (n = 0) + Excluded from analysis (give reasons) (n = 0)

FIGURE 1. Consolidated Standards of Reporting Trials 2010 flow diagram.

Postoperative pain after laparoscopic sleeve gastrectomy: comparison of three analgesic
schemes (isolated intravenous analgesia, epidural analgesia associated with intravenous
analgesia and port-sites infiltration with bupivacaine associated with intravenous analgesia)
01/2017

No flow chart given. No detailed information regarding CONSORT in clinicaltrials.gov
or in the text of the paper.



