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INTRODUCTION METHODS

Although malignant bile duct tumors are uncommon and A systematic review and meta-analysis of the literature (Medline,
estimated to have an incidence of 8000 new intrahepatic and Central Cochrane, Embase, LILACS/VHL, and grey search)
extrahepatic cases per year according to the American Cancer was carried out according to the recommendations of PRISMA
Society', these neoplasms are associated with a very poor overall (Preferred Reporting Items for Systematic Reviews and Meta-
prognosis. In many cases, these lesions have no curative per- Analysis) using the PICO system, including more patients aged
spective by the time of diagnosis. Thus, palliative treatment 18 years with indication of palliative drainage of the biliary duct.
methods to achieve bile duct clearance play a major role, pro- The intervention and control were SEMS and PS, respectively,
viding a longer life expectancy and improved quality of life®. and the SEMS group was divided into subgroups, uncovered

Endoscopic stenting, percutaneous transhepatic bile duct metal stent (uSEMS), partially and fully covered metal stent

drainage (PTBD), and surgical bile derivation (i.e., surgical (pcSEMS/cSEMS), and third subgroup, SEMS that do not
bypass) are established methods to achieve bile duct drainage. specify (SEMS not specified).

Endoscopic biliary stenting was first described by Sochendra’® We screened all studies comparing PS versus SEMS place-
in 1979, and is currently considered the treatment of choice ment among patients with inoperable MDBO, due to unre-
in the palliative care of unresectable or inoperable malignant sectability or poor patient status (after evaluation by the
distal biliary obstruction (MDBO). Additionally, endoscopic surgeon or anesthesiologist). The outcomes were assessed as
biliary drainage may be considered an alternative or as a com- follows: stent dysfunction rate, reintervention rate, duration
bined approach method to PTBD*. Endoscopic drainage has of stent patency, median survival, complications (e.g., chole-
been shown to be associated with a decreased mortality and cystitis, bleeding, pancreatitis, perforation, and liver abscess),
lower complication rate, as well as a higher clinical success rate, and clinical success.
compared to a traditional surgical approach; however, there does Risk of bias was evaluated through the individual random-
appear to be a higher rate of recurrent biliary obstruction®’. ized controlled trials (RCTs) by Cochrane’s risk assessment tool
Two types of stents may be utilized to achieve successful for randomized trials, available as ROB-II1". The quality of the
endoscopic biliary drainage: plastic stent (PS) and self-expand- evidence was analyzed using the Recommendation Classification,
ing metal stent (SEMS) placement. Each of these stent types Development, and Evaluation (GRADE) working group®.
possess different characteristics regarding stent patency, need The data from the selected works were analyzed through the
for reintervention, potential for stent dysfunction, and other software Review Manager version 5.4 (RevMan 5.4). The results
adverse events. were exposed as Forest plot and are available as Appendix.

'Universidade de S&o Paulo, Hospital das Clinicas da Faculdade de Medicina, Gastrointestinal Endoscopy Unit - S&o Paulo (SP), Brazil.
*Corresponding author: vik_scatimburgo@hotmail.com

Conflicts of interest: the authors declare there is no conflict of interest. Funding: none.

Received on February 02, 2022. Accepted on February 07, 2022.

433
Rev Assoc Med Bras 2022;68(4):433-442


https://orcid.org/0000-0001-8227-5654
https://orcid.org/0000-0002-0441-8645
https://orcid.org/0000-0002-4828-9320
https://orcid.org/0000-0002-8023-3722
https://orcid.org/0000-0002-8597-5207
mailto:vik_scatimburgo@hotmail.com
https://doi.org/10.1590/1806-9282.2022D684

Malignant distal biliary obstruction-endoscopic palliative treatment

RESULTS

The search strategy identified 4378 articles. After excluding
the duplicates, retrospective studies, and applying the eligi-
bility criteria, 12 RCTs were selected, with a total of 1005
patients®" (Figure Al).

The risk of bias analysis for each individualized study is
shown in Table A1.

Results exposed by comparison were obtained as follows:

CLINICAL SUCCESS

— Clinical success was evaluated in eight studies®®*!-131617,
evaluating a total of 765 patients.

There was no difference between the two groups (RD=0.03,
95%CI -0.01, 0.07). There was also no difference in the
uncovered SEMS (RD=0.04, 95%CI -0.05, 0.13). Partially/
fully covered SEMS (RD=0.03, 95%CI -0.03, 0.10), and
SEMS not specified subgroups (RD=0.01, 95%CI -0.04,
0.06) (Figure A2).

The quality of evidence was moderate.

Mean survival
— The mean survival analysis was performed in days and docu-

mented in six studies”®!'-1416

, evaluating a total of 610 patients.

There was no difference between the two groups (MD=0.63,
95%CI -18.07, 19.33). Regarding the subgroups, uSEMS
(MD=65 days, 95%CI -18.44, 148.44) and SEMS not speci-
fied (MD=14.10 days, 95%CI -22.43, 50.63) were not differ-
ent from PS placement. However, pcSEMS/cSEMS revealed an
increase in mean survival (MD=-17.45 days, 95%ClI -32.68,
-2.21) (Figure A3).

The quality of evidence was low.

Complications
Analysis of 10 studies®

89,1117, totaliﬂg 1005 patients.

There was no difference between the two groups (RD=-0.03,
95%CI -0.10, 0.03). Subgroup analyses revealed no differences
by specific SEMS type (uSEMS: RD=-0.09, 95%CI -0.21, 0.03;
pcSEMS/cSEMS: RD=-0.00, 95%CI -0.09, 0.09; and SEMS
not specified: RD=-0.06, 95%CI -0.21, 0.08) (Figure A4).

The quality of evidence was very low.

Stent dysfunction
— Analysis of 11 studies”", totaling 465 patients in the PS
group and 542 patients in the SEMS group.

The rate of stent dysfunction was 24% lower in the
SEMS group (RD=-0.24, 95%CI -0.33, -0.15) (Figure A5).
Performing a subgroup analysis by type of SEMS revealed
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no difference in stent dysfunction rate between uSEMS
and PS placement (RD=-0.08, 95%CI -0.56, 0.39). In the
other two subgroups, there was a statistically significant dif-
ference: in the pcSEMS/cSEMS subgroup, the stent dys-
function rate was 21% lower than in the PS group (RD=-
0.21, 95%CI -0.32, -0.1), and in the SEMS not specified
subgroup, there was 29% less dysfunction than in the PS
group (Figure A5).

The quality of evidence was very low.

Stent patency

— Data from seven studies” 121416

were evaluated in a total
of 720 patients.

The duration of patency was longer in the SEMS group
(MD=125.77, 95%Cl 77.5, 174.01).

In all subgroups, there was a longer time for stent dysfunc-
tion compared to PS (Figure A6).

The quality of evidence was very low.

Reintervention
— The reintervention analysis was divided into two analyses,
one evaluating studies in which the result was expressed in

dichotomous variables and the other in continuous variables.

Dichotomous variables
It was possible to evaluate four studies'"'>'*", totaling 443
patients. The reintervention rate was 34% lower in the SEMS
group, with statistical difference (RD=-0.34, 95%CI -0.46, -0.22).
In both the pcSEMS/cSEMS subgroup and the SEMS not
specified subgroup, there was a lower reintervention rate than
in the PS group. In the first subgroup, the intervention rate
was 29% lower (RD=-0.29, 95%CI -0.41, -0.17), and in the
second group, it was 39% lower than PS group (RD=-0.39,
95%CI -0.63, -0.15) (Figure A7).

The quality of evidence was very low.

Continuous variables
Three studies'®'®" were evaluated, with 176 patients.

The reintervention rate was 67% lower in the SEMS group
(MD=-0.67, 95%CI -0.85, -0.50).

The uSEMS subgroup revealed no difference versus the
PS group (RD=-0.76 95%CI -1.53, 0.01); however, the
SEMS not specified subgroup had a reintervention rate
67% lower than in the PS group (RD=-0.67, 95%CI -0.85,
-0.49) (Figure A8).

The quality of evidence was low.
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DISCUSSION

Despite promising therapies that are the subject of studies and
clinical trials, most of the time, at the time of diagnosis, these
tumors are unresectable and present obstruction of the bile
duct. Thus, endoscopic drainage using stents plays an import-
ant role in this condition.

In the comparisons between SEMS and PS, SEMS was associ-
ated with a longer duration of patency, lower rate of stent dysfunc-
tion, and decreased need for reintervention. This may be explained
by two factors. First, SEMS is self-expanding and reaches a larger
diameter when compared to PS placement, allowing for a greater
flow and consequently better drainage of the bile duct. Furthermore,
SEMS possess less surface for bacterial multiplication and fixa-
tion, which may lead to the formation of biofilm and deposition
of bile sludge, responsible for earlier obstruction of the PS'®!¢7.

In the subgroup of uncovered metal stents, the main cause
of obstruction was internal tumor growth (“ingrowth”), mak-
ing replacement extremely challenging in cases of obstruction.
In the subgroups of partially covered or covered metal stents,
due to their covering, the main complication is migration.
This is due to the fact that this type of stent applies a greater
expandable force that, associated with tumor growth, leads to
its migration. However, partially or fully covered SEMS allows
for a greater possibility of stent removal or replacement in case
of failure/clogging compared to uSEMS'*'¢.

Regarding survival, there was no difference between SEMS
and PS. However, when analyzing the subgroups, the pcSEMS/
cSEMS placement outperformed PS.

This guideline presents as limitation the heterogeneity pres-
ent in the RCTs analyzed, such as the presence of metastatic and
non-metastatic patients, the use of different metal stents (.., fully
cSEMS, pcSEMS, or uSEMS), the difference in diameters and
subjective definitions for inoperable patients or for dysfunction.
However, to minimize these limitations, we divided the SEMS

groups into subgroups, in addition to evaluating a large number
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of studies, standardizing the location and approach method,
maintaining relative homogeneity between the compared groups.

The limitations of this guideline and the difficulty of availability
of the recommended resources are factors that can hinder the dis-
semination of the exposed recommendations. In contrast, the high

level of evidence facilitates the dissemination of the content covered.

RECOMMENDATIONS
For MDBOs, the use of SEMS has a longer time for stent dys-
function (showing a longer patency time), a lower rate of rein-
tervention, and a lower rate of dysfunction when compared to
the use of PS in patients with MDBO. In the analysis of survival,
there is no statistical difference between two groups; however
when assessing the subgroups, pcSEMS / ¢SEMS showed higher
survival compared to the PS. Regarding clinical success and rate
of complications, there was no difference between the methods.

Thus, the SEMS presented favorable results in relation to the
PS. However, the patient’s survival time should always be taken into
account, since those with an average survival of less than 4-6 months,
the use of PS is more indicated, due to its lower initial cost.

The level of evidence varies from very low to low depend-

ing on the outcome analyzed.

AUTHORS’ CONTRIBUTIONS

MVCVS: Conceptualization, Data curation, Formal Analysis,
Investigation, Methodology, Software, Visualization, Writing — origi-
nal draft, and Writing— review & editing. VMTS: Conceptualization,
Data curation, Formal Analysis, Investigation, Visualization, Writing
— original draft, and Writing — review & editing. MPF: Data cura-
tion, Investigation, and Visualization. EM: Conceptualization,
Data curation, Formal Analysis, Methodology, Project admin-
istration, Supervision, Validation, and Visualization. WB: Data
curation, Methodology, Software, Supervision, and Visualization.

Dumonceau J-M, Tringali A, Papanikolaou |, Blero D, Mangiavillano
B, Schmidt A, et al. Endoscopic biliary stenting: indications, choice
of stents, and results: European Society of Gastrointestinal
Endoscopy (ESGE) Clinical Guideline - Updated October 2017.
Endoscopy. 2018;50(9):910-30. [PMID: 30086596 https://doi.
org/10.1055/a-0659-9864]. Available from: http://www.ncbi.nlm.
nih.gov/pubmed/3008659%6.

Wang C-C, Yang T-W, Sung W-W, Tsai M-C. Current endoscopic
management of malignant biliary stricture. Medicina (B Aires).
2020;56(3):114. [PMID: 32151099 https://doi.org/10.3390/
medicina56030114]. Available from: http://www.ncbi.nlm.nih.
gov/pubmed/32151099.

Rev Assoc Med Bras 2022:68(4):433-442


http://www.cancer.org/acs/groups/content/
http://www.cancer.org/acs/groups/content/
https://doi.org/10.1155/2016/3296801
https://doi.org/10.1055/s-0028-1103870
http://www.ncbi.nlm.nih.gov/pubmed/84736
https://doi.org/10.1055/a-0659-9864
https://doi.org/10.1055/a-0659-9864
http://www.ncbi.nlm.nih.gov/pubmed/30086596
http://www.ncbi.nlm.nih.gov/pubmed/30086596
https://doi.org/10.3390/medicina56030114
https://doi.org/10.3390/medicina56030114
http://www.ncbi.nlm.nih.gov/pubmed/32151099
http://www.ncbi.nlm.nih.gov/pubmed/32151099

Malignant distal biliary obstruction-endoscopic palliative treatment

6.  Walter D,van Boeckel PGA, Groenen MJ, Weusten BLAM, Witteman
BJ, Tan G, et al. Cost efficacy of metal stents for palliation of
extrahepatic bile duct obstruction inarandomized controlled trial.
Gastroenterology. 2015;149(1):130-8.[PMID: 25790742 https://
doi.org/10.1053/j.gastro.2015.03.012]. Available from: http://
www.ncbi.nlm.nih.gov/pubmed/25790742.

7.  Walter D, van Boeckel PGA, Groenen MJM, Weusten BLAM,
Witteman BJ, Tan G, et al. Higher quality of life after metal stent
placement compared with plastic stent placement for malignant
extrahepatic bile duct obstruction. Eur J Gastroenterol Hepatol.
2017;29(2):231-7. [PMID: 27741030 https://doi.org/10.1097/
MEG.0000000000000762]. Available from: http://www.ncbi.
nlm.nih.gov/pubmed/27741030.

8. Schmidt A, Riecken B, Rische S, Klinger C, Jakobs R, Bechtler M,
et al. Wing-shaped plastic stents vs. self-expandable metal stents
for palliative drainage of malignant distal biliary obstruction: a
randomized multicenter study. Endoscopy. 2015;47(5):430-6.
[PMID: 25590188 https://doi.org/10.1055/s-0034-1391232].
Available from: http://www.thieme-connect.de/DOI/
DOI?10.1055/5-0034-1391232.

9. Moses PL. Randomized trial in malignant biliary obstruction: plasticvs
partially covered metal stents. World J Gastroenterol. 2013;19:8638.
[PMID: 24379581 https://doi.org/10.3748/wjgv19.i46.8638].
Available from: http://www.ncbi.nim.nih.gov/pubmed/24379581.

10. Prat F, Chapat O, Ducot B, Ponchon T, Pelletier G, Fritsch J, et al. A
randomizedtrial of endoscopicdrainage methods for inoperable malignant
strictures of the common bile duct. Gastrointest Endosc. 1998:47(1):1-7.
[PMID: 9468416 https://doi.org/10.1016/S0016-5107(98)70291-3].
Available from: http://www.ncbi.nlm.nih.gov/pubmed/9468416.

11. Davids PHP, Groen AK, Rauws EAJ, Tytgat GNJ, Huibregtse
K. Randomised trial of self-expanding metal stents versus
polyethylene stents for distal malignant biliary obstruction. Lancet.
1992;340(8834-8835):1488-92. [PMID: 1281903 https://doi.
org/10.1016/0140-6736(92)92752-2]. Available from: http://
www.ncbi.nlm.nih.gov/pubmed/1281903.

12. Soderlund C, Linder S. Covered metal versus plastic stents for
malignant common bile duct stenosis: a prospective, randomized,
controlled trial. Gastrointest Endosc. 2006;63:986-95. [PMID:
16733114 https://doi.org/10.1016/j.gie.2005.11.052]. Available
from: http://www.ncbi.nlm.nih.gov/pubmed/16733114.

13. Bernon MM, Shaw J, Burmeister S, Chinnery G, Hofmeyr S,
Kloppers JC, et al. Distal malignant biliary obstruction: a prospective
randomised trial comparing plastic and uncovered self-expanding
metal stents inthe palliation of symptomatic jaundice. S Afr J Surg.
2018;56(1):30-4.[PMID: 29638090]. Available from: http://www.
ncbi.nlm.nih.gov/pubmed/29638090.

APPENDIX

Protocol and registration

This study was performed in conformity with the PRISMA guidelines
and was regjstered in the International Prospective Register of Systematic
Reviews (PROSPERO) under file number CRD42020191234.

Eligibility Criteria
We analyzed all RCTs that compared the placement of PS versus
SEMS, only through endoscopy in patients with inoperable/

14. lIsayamaH,Yasudal, Ryozawa S, Maguchi H, Igarashi Y, Matsuyama
Y, et al. Results of a Japanese multicenter, randomized trial of
endoscopic stenting for non-resectable pancreatic head cancer
(Jm-Test): covered wallstent versus doublelayer stent. Dig Endosc.
2011;23(4):310-5. [PMID: 21951091 https://doi.org/10.1111/
1.1443-1661.2011.01124 X]. Available From: Http://Www.Ncbi.
NIm.Nih.Gov/Pubmed/21951091.

15. Kaassis M, Boyer J,Dumas R, Ponchon T, Coumaros D, Delcenserie
R, etal. Plasticor metal stents for malignant stricture of the common
bile duct? Results of arandomized prospective study. Gastrointest
Endosc. 2003;57(2):178-82. [PMID: 12556780 https://doi.
org/10.1067/mge.2003.66]. Available from: http://www.ncbi.nlm.
nih.gov/pubmed/12556780.

16. Katsinelos P, Paikos D, Kountouras J, Chatzimavroudis G,
Paroutoglou G, Moschos |, et al. Tannenbaum and metal stents in
the palliative treatment of malignant distal bile duct obstruction: a
comparative study of patency and cost effectiveness. Surg Endosc.
2006;20(10):1587-93.[PMID: 16897286 https://doi.org/10.1007/
s00464-005-0778-1]. Available from: http://www.ncbi.nlm.nih.
gov/pubmed/16897286.

17.  Knyrim K, Wagner HJ, Pausch J, Vakil N. A prospective, randomized,
controlled trial of metal stents for malignant obstruction of
the common bile duct. Endoscopy. 1993;25(3):207-12. [PMID:
8519239 https://doi.org/10.1055/5-2007-1010294]. Available
from: http://www.ncbi.nlm.nih.gov/pubmed/8519239.

18. Sterne JAC, Savovic J, Page MJ, Elbers RG, Blencowe NS, Boutron
l,etal.RoB 2: arevised tool for assessing risk of bias in randomised
trials. BMJ. 2019;366:14898. [PMID: 31462531 https://doi.
org/10.1136/bm;j.14898]. Available from: http://www.ncbi.nIm.
nih.gov/pubmed/31462531.

19. Guyatt GH, Oxman AD, Vist GE, Kunz R, Falck-Ytter Y, Alonso-
Coello P et al. GRADE: an emerging consensus on rating quality of
evidence and strength of recommendations. BMJ. 2008;336:924-6.
[PMID: 18436948 https://doi.org/10.1136/bmj.39489.470347.
AD]. Available from: http://www.bmj.com/lookup/doi/10.1136/
bmj.39489.470347.AD.

20. Higgins JPT, Thompson SG, Deeks JJ, Altman DG. Measuring
inconsistency in meta-analyses. BMJ. 2003;327(7414):557-
60. [PMID: 12958120 https://doi.org/10.1136/
bmj.327.7414.557]. Available from: http://www.ncbi.nIm.
nih.gov/pubmed/12958120.

21. Matsumoto K, Takeda Y, Onoyama T, Kawata S, Kurumi H, Koda H,
etal. Endoscopic treatment for distal malignant biliary obstruction.
Ann Transl Med. 2017;5(8):190. [PMID: 28616405 https://doi.
org/10.21037/atm.2017.02.22]Available from: http://www.ncbi.
nlm.nih.gov/pubmed/28616405.

unresectable MDBO or poor condition of the patient (after
evaluation by the surgeon or anesthesiologist). No restrictions

were set for the publication date or language.

Literature search strategy, study selection, and
data extraction

A comprehensive search was performed in MEDLINE, Cochrane,
Embase, LILACS, and grey literature, from their inception to
December 2020.

Rev Assoc Med Bras 2022;68(4):433-442


https://doi.org/10.1053/j.gastro.2015.03.012
https://doi.org/10.1053/j.gastro.2015.03.012
http://www.ncbi.nlm.nih.gov/pubmed/25790742
http://www.ncbi.nlm.nih.gov/pubmed/25790742
https://doi.org/10.1097/MEG.0000000000000762
https://doi.org/10.1097/MEG.0000000000000762
http://www.ncbi.nlm.nih.gov/pubmed/27741030
http://www.ncbi.nlm.nih.gov/pubmed/27741030
https://doi.org/10.1055/s-0034-1391232
http://www.thieme-connect.de/DOI/DOI?10.1055/s-0034-1391232
http://www.thieme-connect.de/DOI/DOI?10.1055/s-0034-1391232
https://doi.org/10.3748/wjg.v19.i46.8638
http://www.ncbi.nlm.nih.gov/pubmed/24379581
https://doi.org/10.1016/S0016-5107(98)70291-3
http://www.ncbi.nlm.nih.gov/pubmed/9468416
https://doi.org/10.1016/0140-6736(92)92752-2
https://doi.org/10.1016/0140-6736(92)92752-2
http://www.ncbi.nlm.nih.gov/pubmed/1281903
http://www.ncbi.nlm.nih.gov/pubmed/1281903
https://doi.org/10.1016/j.gie.2005.11.052
http://www.ncbi.nlm.nih.gov/pubmed/16733114
http://www.ncbi.nlm.nih.gov/pubmed/29638090
http://www.ncbi.nlm.nih.gov/pubmed/29638090
https://doi.org/10.1111/J.1443-1661.2011.01124.X
https://doi.org/10.1111/J.1443-1661.2011.01124.X
Http://Www.Ncbi.Nlm.Nih.Gov/Pubmed/21951091
Http://Www.Ncbi.Nlm.Nih.Gov/Pubmed/21951091
https://doi.org/10.1067/mge.2003.66
https://doi.org/10.1067/mge.2003.66
http://www.ncbi.nlm.nih.gov/pubmed/12556780
http://www.ncbi.nlm.nih.gov/pubmed/12556780
https://doi.org/10.1007/s00464-005-0778-1
https://doi.org/10.1007/s00464-005-0778-1
http://www.ncbi.nlm.nih.gov/pubmed/16897286
http://www.ncbi.nlm.nih.gov/pubmed/16897286
https://doi.org/10.1055/s-2007-1010294
http://www.ncbi.nlm.nih.gov/pubmed/8519239
https://doi.org/10.1136/bmj.l4898
https://doi.org/10.1136/bmj.l4898
http://www.ncbi.nlm.nih.gov/pubmed/31462531
http://www.ncbi.nlm.nih.gov/pubmed/31462531
https://doi.org/10.1136/bmj.39489.470347.AD
https://doi.org/10.1136/bmj.39489.470347.AD
http://www.bmj.com/lookup/doi/10.1136/bmj.39489.470347.AD
http://www.bmj.com/lookup/doi/10.1136/bmj.39489.470347.AD
https://doi.org/10.1136/bmj.327.7414.557
https://doi.org/10.1136/bmj.327.7414.557
http://www.ncbi.nlm.nih.gov/pubmed/12958120
http://www.ncbi.nlm.nih.gov/pubmed/12958120
https://doi.org/10.21037/atm.2017.02.22
https://doi.org/10.21037/atm.2017.02.22
http://www.ncbi.nlm.nih.gov/pubmed/28616405
http://www.ncbi.nlm.nih.gov/pubmed/28616405

Scatimburgo, M. V.C. V.et al.

Search

We used this search strategy: ((Neoplasia OR Neoplasias OR
Neoplasm OR Neoplasms OR Tumors OR Tumor OR Cancer
OR Cancers OR Malignancy OR Malignancies) AND (Biliary
Tract OR Biliary Tree OR Biliary System OR Bile Duct OR Bile
Ducts)) OR (Bile Duct Neoplasms OR Bile Duct Neoplasm
OR Bile Duct Cancer OR Bile Duct Cancers OR Biliary Tract
Neoplasm OR Biliary Tract Neoplasm OR Biliary Tract Cancer
OR Biliary Tract Cancers)) AND ((Prostheses and Implants) OR
Prosthetic OR Implants OR Implant OR Prostheses OR Prosthesis
OR Endoprosthesis OR Endoprostheses OR Stent OR Stents).

Statistical analysis
The data from the selected works were analyzed through the
software Review Manager version 5.4 (RevMan 5.4).

For dichotomous end points, the difference was calculated by
the risk difference, using the Cochran-Mantel-Haenszel test, with

95% confidence interval (CI). For continuous variables, the inverse
variance test was applied. Statistically, we considered the 95%CI
and p<0.05. The results were exposed in the form of a forest plot.

The inconsistency index was evaluated through I?, in which
it is possible to observe the presence of heterogeneity. The I
varies from 0% to 100%, and when it presents heterogeneity,
>50% is considered high and >75% is considered very high.
The sensitivity test (Egger) was performed whenever the hetero-

geneity was high in the search for publication bias (outlier)™.

Risk of bias
Risk of bias was evaluated through the individual RCTs study
by Cochrane’s risk assessment tool for randomized trials, avail-
able as ROB-II"&.

The quality of the evidence was analyzed using the
Recommendation Classification, Development, and Evaluation

(GRADE) working group" (Table A2).

Figure A1l. Flow diagram showing the article selection process.
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Figure A2. Clinical success - forest plot.

Figure A3. Mean survival (days) - forest plot.
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Figure A4. Complications - forest plot.

Figure A5. Stent dysfunction - forest plot.
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Figure Aé6. Stent patency (days) - forest plot.

Figure A7. Reinterventions (dichotomic) - forest plot.
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Figure A8. Reinterventions (continuous) - forest plot.

Table A1. Description of risk of biases in therapeutic study (ROB-II).

APPROPRIATE
RANDOMIZATION
BLINDFOLDED
ALLOCATION
BLIND AND
BLINDED
EVALUATOR
PROGNOSTIC
CHARACTERISTICS
ANALYSIS BY
INTENTION OF
TREATMENT
SAMPLE
CALCULATION
EARLY
INTERRUPTION

2
3 S
= 3
o
2 g
Davis et al. (1992) o o o o o o o
Knyrim et al. (1993) o o o o o o o
Prat et al. (1998) () () o o o ® o
Kaassis et al. (2003) [ [ o o o o o
Katsinelosetal. 2006) | @ ) () o o o o o
Syt ol (2004) o o o o (] o o o o
Isayama et al. (2011) . . . . . . . .
Moses et al. (2013) o [ ] o o o o o o o
Schmidt et al. (2015) (] o o o o o o o
Walter et al. (2015) (] o ® o o o o o
Walter et al. (2017) o o o o o o o o
Bernon et al. (2018) o o o o o o o o
@ ~opropriatea
Not available

. Improper
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