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PSE was performed in 60 consecutive
patients with hypersplenism caused
by cirrhosis.

28 patients received
PSE using PVA particles

32 patients received PSE using
gelfoam particles

The post—-PSE improvement of leukocyte and
platelet counts was significantly better in PVA
group

than in gelfoam group.Severe complications
occurred in 8 patients (A large pleural effusion or
ascites in 3, Bacterial peritonitis in 2, Splenic
abscess in 1, Variceal bleeding in 1, Portal vein
thrombosis in 1, PSE-related death in 1) in
gelfoam group and 6 patients (A large pleural
effusion or ascites in 3, Variceal bleeding in 1,
Portal vein thrombosis in 2.) in PVA group ( x 2
test,

P =.744)

Sixty patients were randomly
assigned to two equal groups.

Gelfoam group (n = 30)

PVA group (n=30)

Post—procedure WBCs and PLT were significantly
higher in the gelfoam group than those in the
PVA group (p < 0.05). Post—embolization
syndrome occurred in 29 (96.67%) patients of PVA
group and in 28 (93.33%) of those in GS group
with no significant difference. Five patients (two
in PVA group and three in GS group) had splenic
abscess within the first month of follow up; two
(one in each group) were referred for surgical
splenectomy, and three (two in group I and one in
group II) treated with percutaneous drainage and
antibiotic therapy.

Fifty—nine patients with cirrhosis—
induced hypersplenism were treated
with PSE.

27 patients using BS (Bletilla striata)
particles

32 patients using
gelfoam particles

The

values of leukocyte and thrombocyte during the
long—term follow—up were significantly

improved in BS group than that in gelfoam group
(both p < 0:01). For the severe complication
incidences, (25 out of 90 total complications), no
significant difference was observed between
gelfoam group (15 incidences, 26.3%) and BS
group (ten incidences, 30.3%). One patient died
due to complications directly related to PSE in
gelfoam group.

Forty—four patients with
hypersplenism treated by PSE.

GS particles were used in 31 patients.

Coils were used in 13 patients.

There were no significant differences in platelet
counts and platelet in creased ratios at 6
months, and no significant differences in
frequencies of

complications.

40 patients with hypersplenism
secondary to cirrhosis

PSE using PVA (n = 20)

Pre PSE

There was marked improvement in platelet and
leukocytic counts. Ascites (1), Left pleural
effusion (1), Splenic abscess (1), Portal vein
thrombosis(1)

One patient in the first group died from
myocardial infarction.
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11—3. FERMX D rating

S#E Xk 1. Quality Assessment of Case-Control Studies

Criteria

1. Was the research question or objective in this
paper clearly stated and appropriate?

2. Was the study population clearly specified and
defined?

3. Did the authors include a sample size
justification?

4. Were controls selected or recruited from the
same or similar population that gave rise to the
cases (including the same timeframe)?

5. Were the definitions, inclusion and exclusion
criteria, algorithms or processes used to identify or
select cases and controls valid, reliable, and
implemented consistently across all study
participants?

6. Were the cases clearly defined and differentiated
from controls?

7. If less than 100 percent of eligible cases and/or
controls were selected for the study, were the
cases and/or controls randomly selected from those
eligible?

8. Was there use of concurrent controls?

9. Were the investigators able to confirm that the
exposure/risk occurred prior to the development of
the condition or event that defined a participant as
a case?

10. Were the measures of exposure/risk clearly
defined, valid, reliable, and implemented
consistently (including the same time period) across
all study participants?

11. Were the assessors of exposure/risk blinded to
the case or control status of participants?

12. Were key potential confounding variables
measured and adjusted statistically in the analyses?
If matching was used, did the investigators account
for matching during study analysis?

Quality Rating (Good, Fair, or Poor)

Rater #1 initials:

Rater #2 initials:

Additional Comments (If POOR, please state why):
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B L. 100%KiGDEELAER S & U/ F 1= [FRHHR
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Fair
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S#EX#mk2. Quality Assessment of Controlled Intervention Studies

Criteria

1. Was the study described as randomized, a
randomized trial, a randomized clinical trial, or
an RCT?

2. Was the method of randomization adequate
(i.e., use of randomly generated assignment)?

3. Was the treatment allocation concealed (so
that assignments could not be predicted)?

4. Were study participants and providers blinded
to treatment group assignment?

5. Were the people assessing the outcomes
blinded to the participants' group assignments?

6. Were the groups similar at baseline on

important characteristics that could affect outcomes
(e.g., demographics, risk factors, co-morbid
conditions)?

7. Was the overall drop-out rate from the study
at endpoint 20% or lower of the number allocated
to treatment?

8. Was the differential drop-out rate (between
treatment groups) at endpoint 15 percentage
points or lower?

9. Was there high adherence to the intervention
protocols for each treatment group?

10. Were other interventions avoided or similar
in the groups (e.g., similar background
treatments)?

11. Were outcomes assessed using valid and
reliable measures, implemented consistently across
all study participants?

12. Did the authors report that the sample size
was sufficiently large to be able to detect a
difference in the main outcome between groups
with at least 80% power?

13. Were outcomes reported or subgroups
analyzed prespecified (i.e., identified before
analyses were conducted)?

14. Were all randomized participants analyzed in
the group to which they were originally assigned,
i.e., did they use an intention-to-treat analysis?

Quality Rating (Good, Fair, or Poor)

Rater #1 initials:

Rater #2 initials:

Additional Comments (If POOR, please state why):
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S#&X#k3. Quality Assessment of Controlled Intervention Studies

Criteria

1. Was the study described as randomized, a
randomized trial, a randomized clinical trial, or
an RCT?

2. Was the method of randomization adequate
(i.e., use of randomly generated assignment)?

3. Was the treatment allocation concealed (so
that assignments could not be predicted)?

4. Were study participants and providers blinded
to treatment group assignment?

5. Were the people assessing the outcomes
blinded to the participants' group assignments?

6. Were the groups similar at baseline on

important characteristics that could affect outcomes
(e.g., demographics, risk factors, co-morbid
conditions)?

7. Was the overall drop-out rate from the study
at endpoint 20% or lower of the number allocated
to treatment?

8. Was the differential drop-out rate (between
treatment groups) at endpoint 15 percentage
points or lower?

9. Was there high adherence to the intervention
protocols for each treatment group?

10. Were other interventions avoided or similar
in the groups (e.g., similar background
treatments)?

11. Were outcomes assessed using valid and
reliable measures, implemented consistently across
all study participants?

12. Did the authors report that the sample size
was sufficiently large to be able to detect a
difference in the main outcome between groups
with at least 80% power?

13. Were outcomes reported or subgroups
analyzed prespecified (i.e., identified before
analyses were conducted)?

14. Were all randomized participants analyzed in
the group to which they were originally assigned,
i.e., did they use an intention-to-treat analysis?

Quality Rating (Good, Fair, or Poor)

Rater #1 initials:

Rater #2 initials:

Additional Comments (If POOR, please state why):
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S#EXmk4. Quality Assessment of Controlled Intervention Studies

Criteria

1. Was the study described as randomized, a
randomized trial, a randomized clinical trial, or
an RCT?

2. Was the method of randomization adequate
(i.e., use of randomly generated assignment)?

3. Was the treatment allocation concealed (so
that assignments could not be predicted)?

4. Were study participants and providers blinded
to treatment group assignment?

5. Were the people assessing the outcomes
blinded to the participants' group assignments?

6. Were the groups similar at baseline on

important characteristics that could affect outcomes
(e.g., demographics, risk factors, co-morbid
conditions)?

7. Was the overall drop-out rate from the study
at endpoint 20% or lower of the number allocated
to treatment?

8. Was the differential drop-out rate (between
treatment groups) at endpoint 15 percentage
points or lower?

9. Was there high adherence to the intervention
protocols for each treatment group?

10. Were other interventions avoided or similar
in the groups (e.g., similar background
treatments)?

11. Were outcomes assessed using valid and
reliable measures, implemented consistently across
all study participants?

12. Did the authors report that the sample size
was sufficiently large to be able to detect a
difference in the main outcome between groups
with at least 80% power?

13. Were outcomes reported or subgroups
analyzed prespecified (i.e., identified before
analyses were conducted)?

14. Were all randomized participants analyzed in
the group to which they were originally assigned,
i.e., did they use an intention-to-treat analysis?

Quality Rating (Good, Fair, or Poor)

Rater #1 initials:

Rater #2 initials:

Additional Comments (If POOR, please state why):
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S#EXHR5. Quality Assessment of Case-Control Studies

Criteria

1. Was the research question or objective in this
paper clearly stated and appropriate?

2. Was the study population clearly specified and
defined?

3. Did the authors include a sample size
justification?

4. Were controls selected or recruited from the
same or similar population that gave rise to the
cases (including the same timeframe)?

5. Were the definitions, inclusion and exclusion
criteria, algorithms or processes used to identify or
select cases and controls valid, reliable, and
implemented consistently across all study
participants?

6. Were the cases clearly defined and differentiated
from controls?

7. If less than 100 percent of eligible cases and/or
controls were selected for the study, were the
cases and/or controls randomly selected from those
eligible?

8. Was there use of concurrent controls?

9. Were the investigators able to confirm that the
exposure/risk occurred prior to the development of
the condition or event that defined a participant as
a case?

10. Were the measures of exposure/risk clearly
defined, valid, reliable, and implemented
consistently (including the same time period) across
all study participants?

11. Were the assessors of exposure/risk blinded to
the case or control status of participants?

12. Were key potential confounding variables
measured and adjusted statistically in the analyses?
If matching was used, did the investigators account
for matching during study analysis?

Quality Rating (Good, Fair, or Poor)

Rater #1 initials:

Rater #2 initials:

Additional Comments (If POOR, please state why):

CORXDHROEMEIEBMIFBAREICBN Sh., B
gTcLizn?

BESKEDIBRIBESLURBIATVELE
»?

ZEHEIY U INY A XOELLEEDHELEN?

Ay bhO—LIE, 7—RESIERI LR L EETEE
DEANGBIRELSEAShELEA (R UBHEZE

gL 7

TZABLVAY PA—LEREEIERRT 57201
FERSNEER, SEBIURAEE, 7LITYXLE
fETOERE, TRTORRSME IO >TENT
EHEMAHY ., —BLTRESATLELEZN?

EFIRBRICEEIh, BREENIhFLIH?

B L. 100%KiGDEELAER S & U/ F = [FRHHAR
DEBHITBERENFBE, FEHIE & U/ F (S RIGEE
BHOMNLEEBIGRIRShFLIzM?)

FFRZI Y PO—LEOEREHY ELM?

BEBF. SMELERE LTEBLLREBEFAR
Y hORERMIC, RE/VRAINRELICLERRBTE
FLI=M?

RKRE/V2AI70ARIE. TRTOHRBNEICHz>TH
BizEHEI L, AYHT. BEETE, —BLT (ALHMA
*8) REshFLID?

RTE/)RY OFBEZ. SMEOEHEFEBKRE
HOENTOWERHATLEN?

AR TCERLIBREMISHANICHES L VARSI E
LEm? Ry FUIMERENIBE. BREIHRS
MR YFUITEBERLELEZN?

Fair

Fair

19

JE %t FR AR 2T
Other
Yes No
(CD, NR, NA)*
a
a
a
a
a
a
a
NA
a
a
NR
NA



S#EXHk6. Quality Assessment of Controlled Intervention Studies

Criteria

1. Was the study described as randomized, a
randomized trial, a randomized clinical trial, or
an RCT?

2. Was the method of randomization adequate
(i.e., use of randomly generated assignment)?

3. Was the treatment allocation concealed (so
that assignments could not be predicted)?

4. Were study participants and providers blinded
to treatment group assignment?

5. Were the people assessing the outcomes
blinded to the participants' group assignments?

6. Were the groups similar at baseline on

important characteristics that could affect outcomes
(e.g., demographics, risk factors, co-morbid
conditions)?

7. Was the overall drop-out rate from the study
at endpoint 20% or lower of the number allocated
to treatment?

8. Was the differential drop-out rate (between
treatment groups) at endpoint 15 percentage
points or lower?

9. Was there high adherence to the intervention
protocols for each treatment group?

10. Were other interventions avoided or similar
in the groups (e.g., similar background
treatments)?

11. Were outcomes assessed using valid and
reliable measures, implemented consistently across
all study participants?

12. Did the authors report that the sample size
was sufficiently large to be able to detect a
difference in the main outcome between groups
with at least 80% power?

13. Were outcomes reported or subgroups
analyzed prespecified (i.e., identified before
analyses were conducted)?

14. Were all randomized participants analyzed in
the group to which they were originally assigned,
i.e., did they use an intention-to-treat analysis?

Quality Rating (Good, Fair, or Poor)

Rater #1 initials:

Rater #2 initials:

Additional Comments (If POOR, please state why):
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ffo—2. RARIXOWE

hypersplenism in cimhosis received
partial splenic embolization.

infarction rate after PSE (Group B)

(Group A) and
less than 50%
(Group C)of the
splenic
infarction rate

after PSE

L L 23 P 1 c o

1 PSE was performed in 60 consecutive [The extent of embolization was set to be 50— Pre PSE WBCs, PLT, and haemoglobin improved sig-nificantly in comparison
patients with hypersplenism caused by | 70%. to the pre-procedure values (p< 0.05) within one month. Post—
cirrhosis. embolization syndrome which was the most frequent side

effectconsisting of abdominal pain, fever, nausea, and
vomiting,occurred in 57 patients. Five patients had splenic abscess
within the first month of follow up; two were referred for surgical
splenectomy, and threetreated with percutaneous drainageand
antibiotic therapy. One patienthad bacterial peritonitis.

2 PSE was performed in 60 consecutive |17 patients received more than 70% embolization |43 patients Among 17 patients who received more than 70% embolization of
patients with hypersplenism caused by |of spleen. received 70% or [spleen, 10 (58.8%) developed severe complications, while
cirrhosis less among 43 patients who received 70% or less embolization of spleen,

embolization of [only four (9.3%) had severe complications. This difference was
spleen. statistically
significant

3 52 cirrhotic The mean splenic infarction ratio were 63.0+10.3 Linear mixed model analysis indicated the splenic
patients with severe thrombocytopenia |% (range, 42.1-80.6 %). infarction ratio (P<0.001), non-infarcted splenic volume
underwent PSE (P=0.012), and cholinesterase level (P<0.001) were significantly

associated with the platelet increment after PSE. In

receiver operating characteristic (ROC) analysis, the cut-off
values of the splenic infarction ratio, and non-infarcted splenic
volume for achieving an increment of 260.0 X 109/L in platelet
counts at 1 year after PSE were 64.3 % and 245.8 mL, respectively.
After PSE, eight patients developed major

complications. Multivariate logistic regression analysis indicated
major complications were significantly associated with

the infarcted splenic volume (P=0.024) and Child-Pugh score
(P=0.018). In ROC analysis, the cut-off values of these two
factors for ing the and i

were 513.1 mL and 9.5, respectively.

4 PSE was performed in 30 patients with | We embolized the Pre PSE Significant increases in platelet and leukocyte counts were observed
advanced hepatitis C who could not  [splenic artery at an approximately 60-90% after PSE. There was no significant association between the splenic
receive IFN-based infarction rate. infarction rate and the rate of increase in platelet counts. No severe
therapy because of thrombocytopenia, complications, such as splenic abscess, splenic rupture, or
platelet counts of sepsis were observed
B100,000/mm3, and hypersplenism.

5 Sixty-two consecutive patients with |50~70% of the splenic more than 70% |In groups A and B, the leucocyte and platelet counts after partial

splenic embolization remained significantly higher than those before
partial splenic embolization for 2 weeks

to 5 years (P < 0.05), the post—partial splenic embolization leucocyte
and platelet counts was even higher in group A than in group B; while
in group C, leucocyte and platelet count improvement only lasted for
6 months after partial splenic embolization. Severe complications
occurred in six patients (50%) in group A and three patients (8.8%) in
group B (P < 0.05), while in group C, no severe complications
developed.
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S#E Xk 1. Quality Assessment of Controlled Intervention Studies

Criteria

1. Was the study described as randomized, a
randomized trial, a randomized clinical trial, or
an RCT?

2. Was the method of randomization adequate
(i.e., use of randomly generated assignment)?

3. Was the treatment allocation concealed (so
that assignments could not be predicted)?

4. Were study participants and providers blinded
to treatment group assignment?

5. Were the people assessing the outcomes
blinded to the participants' group assignments?

6. Were the groups similar at baseline on

important characteristics that could affect outcomes
(e.g., demographics, risk factors, co-morbid
conditions)?

7. Was the overall drop-out rate from the study
at endpoint 20% or lower of the number allocated
to treatment?

8. Was the differential drop-out rate (between
treatment groups) at endpoint 15 percentage
points or lower?

9. Was there high adherence to the intervention
protocols for each treatment group?

10. Were other interventions avoided or similar
in the groups (e.g., similar background
treatments)?

11. Were outcomes assessed using valid and
reliable measures, implemented consistently across
all study participants?

12. Did the authors report that the sample size
was sufficiently large to be able to detect a
difference in the main outcome between groups
with at least 80% power?

13. Were outcomes reported or subgroups
analyzed prespecified (i.e., identified before
analyses were conducted)?

14. Were all randomized participants analyzed in
the group to which they were originally assigned,
i.e., did they use an intention-to-treat analysis?

Quality Rating (Good, Fair, or Poor)

Rater #1 initials:

Rater #2 initials:

Additional Comments (If POOR, please state why):
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S#E Xk 2. Quality Assessment of Controlled Intervention Studies

Criteria

1. Was the study described as randomized, a
randomized trial, a randomized clinical trial, or
an RCT?

2. Was the method of randomization adequate
(i.e., use of randomly generated assignment)?

3. Was the treatment allocation concealed (so
that assignments could not be predicted)?

4. Were study participants and providers blinded
to treatment group assignment?

5. Were the people assessing the outcomes
blinded to the participants' group assignments?

6. Were the groups similar at baseline on

important characteristics that could affect outcomes
(e.g., demographics, risk factors, co-morbid
conditions)?

7. Was the overall drop-out rate from the study
at endpoint 20% or lower of the number allocated
to treatment?

8. Was the differential drop-out rate (between
treatment groups) at endpoint 15 percentage
points or lower?

9. Was there high adherence to the intervention
protocols for each treatment group?

10. Were other interventions avoided or similar
in the groups (e.g., similar background
treatments)?

11. Were outcomes assessed using valid and
reliable measures, implemented consistently across
all study participants?

12. Did the authors report that the sample size
was sufficiently large to be able to detect a
difference in the main outcome between groups
with at least 80% power?

13. Were outcomes reported or subgroups
analyzed prespecified (i.e., identified before
analyses were conducted)?

14. Were all randomized participants analyzed in
the group to which they were originally assigned,
i.e., did they use an intention-to-treat analysis?

Quality Rating (Good, Fair, or Poor)

Rater #1 initials:

Rater #2 initials:

Additional Comments (If POOR, please state why):
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BEXHk 3. Quality Assessment Tool for Before-After (Pre-Post) Studies With No Control Group

Criteria

1. Was the study question or objective clearly
stated?

2. Were eligibility/selection criteria for the study
population prespecified and clearly described?

3. Were the participants in the study representative
of those who would be eligible for the
test/service/intervention in the general or clinical
population of interest?

4. Were all eligible participants that met the
prespecified entry criteria enrolled?

5. Was the sample size sufficiently large to
provide confidence in the findings?

6. Was the test/service/intervention clearly
described and delivered consistently across the
study population?

7. Were the outcome measures prespecified,
clearly defined, valid, reliable, and assessed
consistently across all study participants?

8. Were the people assessing the outcomes
blinded to the participants'
exposures/interventions?

9. Was the loss to follow-up after baseline 20%
or less? Were those lost to follow-up accounted for
in the analysis?

10. Did the statistical methods examine changes

in outcome measures from before to after the
intervention? Were statistical tests done that
provided p values for the pre-to-post changes?

11. Were outcome measures of interest taken
multiple times before the intervention and multiple
times after the intervention (i.e., did they use an
interrupted time-series design)?

12. If the intervention was conducted at a group
level (e.g., @ whole hospital, a community, etc.) did
the statistical analysis take into account the use of
individual-level data to determine effects at the
group level?

Quality Rating (Good, Fair, or Poor)

Rater #1 initials:

Rater #2 initials:

Additional Comments (If POOR, please state why):

FROBR L - 12BOIBRISERShE L7zr? a

HRSED o BB/ RIREE AP ISR S h, BRIC
BRshTwFLEL?

MROSMEZ. BLDH 2 —RERAESEHRRERAT
DRB/Y—ER/NADEENH D EBONDHAZONRK a
TLEMN?

ZHICRE SN SMBEE - LT A TOEELS
mEASEHFSNF LIz ?

RERR-EEMIRET 20+D LYY Ty 4 X
TLz»?

BB/ —EX/NAFBREICER S h, HREALET— a
BLTEBShELEN?

7 b LR, FEICEESH, BRICERE A
BT, FELEASY ., TATORRSMET—ALT a
BEShELEL?

POLHLETHBT 2N BNBEORE/AAELS
IRTVERATLEDL?

R—Z54 vEDTAO—7 v TRRIFT20%UTTLE
h? B TRON-LOR>AHTHRASHELEZN?

RETFRE. NARDONARDT Y b H LIEROE
EZANE LA ? BHEEROLEICH L TpEZEME a
TR TR MAMThRELEM?

N ADHIZEBE. FARITEEE. BLOBRAEHS
fThhELE (OFY, PEShIBRIITYA V&
ALELEM?)

RADBT =T v (BREE, BEHELY) TR
BahB8. MEAIMTTRBAV VDT -2 &R
LTIV —Tv_uTHREHBLE LA ?

Fair

Fair

29

Other

(CD, NR, NA) *

CD 52 patients
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NR
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SEX#K+A1:F7 4. Quality Assessment Tool for Observational Cohort and Cross-Sectional Studies

Criteria

1. Was the research question or objective in this
paper clearly stated?

2. Was the study population clearly specified and
defined?

3. Was the participation rate of eligible persons at
least 50%?

4. Were all the subjects selected or recruited from
the same or similar populations (including the
same time period)? Were inclusion and exclusion
criteria for being in the study prespecified and
applied uniformly to all participants?

5. Was a sample size justification, power
description,
or variance and effect estimates provided?

6. For the analyses in this paper, were the
exposure(s) of interest measured prior to the
outcome(s) being measured?

7. Was the timeframe sufficient so that one could
reasonably expect to see an association between
exposure and outcome if it existed?

8. For exposures that can vary in amount or level,

did the study examine different levels of the

exposure as related to the outcome (e.g., categories

of exposure, or exposure measured as continuous
variable)?

9. Were the exposure measures (independent
variables) clearly defined, valid, reliable, and
implemented consistently across all study
participants?

10. Was the exposure(s) assessed more than
once over time?

11. Were the outcome measures (dependent
variables) clearly defined, valid, reliable, and
implemented consistently across all study
participants?

12. Were the outcome assessors blinded to the
exposure status of participants?

MROBMFIZBMIFAREICRR ShE LA

[2.BERKEDIBR IR S UVRBEINTVEL
=5?)

BEREVSHNRIIL L LH50% TL,?

FTRTCOBREHNFBL £ 7-13EU0ED (ALBHEE
) poRRECBFEINE LIS ?2HRICBNT 2
YA s L URARREIBIHIERI L. TRTD
BHEIH—IBRINEILEL?

Yy Iy A X0ELM, REDORM, 723D HL
PDRoOMREIEBRBI NI LL?

0RO TH. BRIWEIhBFBL0H 2

T22AR—Iv— (BE? PSEmZY) sHRINFL

=n?)

BELHESFET SHE. ThEDEEZRLLA
BEMICHFTES LS. BMRETSTLEAN?

BInRBVAPRLsTREMOHZREBIZOWVWT, o
DRR T, BRIMET232 2 4aRBr~wv ()
ZiE. RBoH»FIY - F-3ERERLTARS
haRE) £BAELIH,?

KREBAE RIER) X, TRTOHRSMEICHI=-
THRICERSh, AHT, EEMLHY. —BELTR
BEhTWELEMN?

RKERBEEFOIERQFBInE L1r?

POLHLEE RBER RBRIEEIN, BY
T, BEMIH ). TXTOHRSNET—B L TR
ShTuilrs?

YLD LFBERBNEORERRENSIhTVE
Doz TTH? FHEEMHIERDE I 5 ?

13. Was loss to follow-up after baseline 20% or less? A—2X 5 4 L HDBIMFEEIZ20%UT T LA ?

14. Were key potential confounding variables

measured and adjusted statistically for their impact #B#E 4 XKEHK Iz, REBLBROBFE~OZEIow

on the relationship between exposure(s) and
outcome(s)?

Quality Rating (Good, Fair, or Poor)

Rater #1 initials:

Rater #2 initials:

Additional Comments (If POOR, please state why):

THEO IS L UBEIRE LA ?

good

good
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$#EX# 5. Quality Assessment Tool for Before-After (Pre-Post) Studies With No Control Group EIE 35

Criteria

1. Was the study question or objective clearly
stated?

2. Were eligibility/selection criteria for the study
population prespecified and clearly described?

3. Were the participants in the study representative
of those who would be eligible for the
test/service/intervention in the general or clinical
population of interest?

4. Were all eligible participants that met the
prespecified entry criteria enrolled?

5. Was the sample size sufficiently large to
provide confidence in the findings?

6. Was the test/service/intervention clearly
described and delivered consistently across the
study population?

7. Were the outcome measures prespecified,
clearly defined, valid, reliable, and assessed
consistently across all study participants?

8. Were the people assessing the outcomes
blinded to the participants'
exposures/interventions?

9. Was the loss to follow-up after baseline 20%
or less? Were those lost to follow-up accounted for
in the analysis?

10. Did the statistical methods examine changes

in outcome measures from before to after the
intervention? Were statistical tests done that
provided p values for the pre-to-post changes?

11. Were outcome measures of interest taken
multiple times before the intervention and multiple
times after the intervention (i.e., did they use an
interrupted time-series design)?

12. If the intervention was conducted at a group
level (e.g., @ whole hospital, a community, etc.) did
the statistical analysis take into account the use of
individual-level data to determine effects at the
group level?

Quality Rating (Good, Fair, or Poor)

Rater #1 initials:

Rater #2 initials:

Additional Comments (If POOR, please state why):

Other

(CD, NR, NA) *

FROBR L - 12BOIBRISERShE L7zr? a

HRSED o BB/ RIREE AP ISR S h, BRIC
BRshTwFLEL?

MROSMEZ. BLDH 2 —RERAESEHRRERAT
DRB/Y—ER/NADEENH D EBONDHAZONRK a
TLEMN?

ZHICRE SN SMBEE - LT A TOEELS
mEASEHFSNF LIz ?

RERR-EEMIRET 20+D LYY Ty 4 X

(@]
TLz»?
/Y —ER/NARHRISEB S, FRRELAT—
BELCRBESNELED?
7 b AR, BRCEESA, BRCEESN.
BT, FELEASY ., TATORRSMET—ALT a
BEShELEL?
7o b o st RET oA, BNEORB/AAERS R

INTVERATLED?

R—Z54 vEDTAO—7 v TRRIFT20%UTTLE
h? B TRON-LOR>AHTHRASHELEZN?

RETFRE. NARDONARDT Y b H LIEROE
EZANE LA ? BHEEROLEICH L TpEZEME a
TR TR MAMThRELEM?

N ADHIZEBE. FARITEEE. BLOBRAEHS
fThhELE (OFY, PEShIBRIITYA V& a
ALELEM?)

RADBT =T v (BREE, BEHELY) TR
BEh/-58. BHIMCTRBAVVOF—2 2 ER NA
LTIV —Tv_uTHREHBLE LA ?

Fair

Fair
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CQ3. PSE DD RENIRD EAEEBGLIT BRI A ELRIA ?

1.

PSE DEDEEEALIFIREETELZED TN,

SERMER
R —EER 4N (TOLZ BRI H(RET D))
RN — B 820 (BLV: TRIET S ). FLETERLGWVDICEZFRET D)
IETURADRSE : — I 65%(58)

fiEsR

PSE HARSAIZEWNT 10 3mXERALID, BBIIRD ZEA2ARAL GEAL: FEPTARfTIE, SZ AL RS
BRLE) [SIECTz RCT PEELERAETOLMXIIFELLEN 22O A BT IEREL G o1
(BEXE 1—10). HARIXDNATRYRZELT, HBEH/NABADBEHAANNTUT LTIFEN
(7710 3/3), 7IMWLFHEEADT S4B FBABLLLIIITHNTEL(10/10 3/30), HANET—
AAVPA—ILRBT4(1/10 F/X) THARGE DRLUNGEENHoT=. ELSHBHHEC DOV TIFEHX
BICEENELGOTHY, FEEMEICRLGRHEENHoT-.

PSE DMK HEDINR(L, EIEMFTDIET LM EEEEICKDMIRD Pooling EHEICIKDHES
AbNTWS. BARASKLLETOERIFEREEEXEECHELOITGE0, iERZEEEFHEL
PFTNIEND(BEXH, 2, 7, 10), EREMLIIEBRSHKLLEZBRLETHIERLAONT-. 1212
L, ERTOERZHASLET, FREMAERTOCEICKBETIANETHS. &=BRMIC, E e
flE, £HKE-EIFHEE-ERTIERMELGLEICELST, HAHICKRETEENEFELNEEZON,
ERRRMLIXREHENTLDIFENELT .

HARSANRRIVRETIE, BHIRIGEREHIRCEBEREBIROMIZH, BER- L THRED K
IHEANDHY, TOHRMNEERROMTHESIBO TEM THLIENHERSh, ERFRITEAL
1=1iiE A PSE T HENEFELOVEDERARFE TH oIz, BUERLIAMERTIIERADE
ERICLHEHNGEVAH DO, FBEHEEABRNRDOFANERLGLEANRKMTRETH
5. AT ERDIER CT ICLABERDE —MLLLE, MRXEEEOBEL ThoDMREDER
NESRITEFEND.
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f+3—2. RARMXDOME

L o 23 P 1 c [
1 Thirty-two consecutive patients with [The tip of the catheter was placed as distal as |Pre PSE Thrombocyte and leucocyte counts increased markedly (185% and
cirrhosis were included. possible, either in the hilus of the 51% at 1 month; 95% and 30% at 6 months). Severe complications
spleen or in the intrasplenic arterial branches. occurred in five patients (16%): transient ascites (n= 2), splenic
and/or portal vein thrombosis (n= 2) that resolved after
anticoagulation therapy, and splenic abscess (n=2) leading to death.

2 Forty-nine patients with liver cirthosis |Main splenic artery. Pre PSE PLT counts increased significantly, peaked 2 weeks after the
and hypersplenism underwent coil procedure, and then gradually fell during the 4-year follow-up period.
embolization of the main splenic artery.

3 This study comprised 40 patients with | The catheter was then advanced so its tip was |Pre PSE There was marked improvement in platelet and
hypersplenism located distal to the last major pancreatic branch leukocytic counts. Portal vein thrombosis (4), splenic abscess (1),
secondary to cirrhosis. to minimize the risk of pancreatitis. mortality (1).

4 52 cirrhotic The Pre PSE After PSE, both the platelet and leucocyte counts significantly
patients with severe thrombocytopenia | catheter tip was placed as distal as possible at improved. Ascites, left pleural effusion and pneumonia (n=2), Multiple
underwent PSE the hilus of bacterial and fungal peritonitis (n=1), Peritonitis and/or massive

the spleen. ascites (n=2), Portal vein thrombosis (n=3)

5 Forty—four patients with hypersplenism[Coils were used in 13 patients. Several branches |A catheter was |There were no significant differences in platelet counts and platelet
treated by PSE of the splenic artery were selectively placed in the in creased ratios at 6 months, and no significant differences in

catheterized splenic artery  [frequencies of
near the splenic |complications.However, one splenic abscess occurred in a patient
hilum, beyond treated with GS.
the orifice of the
pancreatic
artery.

6 PSE was performed in 60 consecutive |the tip of the catheter Pre PSE After PSE, leukocyte and platelet counts kept significantly higher
patients with hypersplenism caused by |was placed as distal as possible at the hilus of than pre-PSE during the 3-year follow-up period (P < .0001).A large
cirrhosis. the spleen. pleural effusion or ascites (6)

Bacterial peritonitis (2)
Splenic abscess (1)
Variceal bleeding(2)
Portal vein thrombosis (3)
PSE-related death (1)

7 Sixty—two consecutive patients with | the tip of the catheter was placed as Pre PSE After partial splenic embolization, the short— and long—term
hypersplenism in cirthosis received distal as possible at the hilus of the spleen outcomes of leucocyte and platelet counts showed significant
partial splenic embolization difference among the three groups (P < 0.001). A large pleural

effusion or ascites (4)
Bacterial peritonitis (2)
Splenic abscess (1)
Variceal bleeding (1)
PSE-related deathsa (1)
Portal vein thrombosis (1)

) PSE was performed in the tip of the catheter was placed as deep in the [Pre PSE The mean values of leukocyte and thrombocyte were significantly
59 consecutive patients with splenic artery as possible to avoid embolization increased after PSE. the severe complication (25) . Mortality (1)
hypersplenism caused by cirrhosis. of arterial branches to the pancreas

9 Sixty-one patients with hypersplenism |the main splenic artery (Coil)(group A) the tip of the Post procedure WBC and PLT counts in group A were significantly
eligible for TSAE (n = 27, group A) or catheter higher than those in group B from 6 mo to 4 years (P = 0.001). major
PSE (n = 34, group B) were enrolled was placed as  |complications were sigificantly less in group A than in group B post—
into the trial distal as procedure.

possible at the
hilus of the
spleen
(GS)(group B)
10 PSE% jE17L 124541 BEARAR (10) BRIE~ A | ERFTROMMERORBEEARICHEN BRTEHELL
(22)
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$EX#k1.Quality Assessment Tool for Before-After (Pre-Post) Studies With No Control Group

Criteria

1. Was the study question or objective clearly
stated?

2. Were eligibility/selection criteria for the study
population prespecified and clearly described?

3. Were the participants in the study representative
of those who would be eligible for the
test/service/intervention in the general or clinical
population of interest?

4. Were all eligible participants that met the
prespecified entry criteria enrolled?

5. Was the sample size sufficiently large to
provide confidence in the findings?

6. Was the test/service/intervention clearly
described and delivered consistently across the
study population?

7. Were the outcome measures prespecified,
clearly defined, valid, reliable, and assessed
consistently across all study participants?

8. Were the people assessing the outcomes
blinded to the participants'
exposures/interventions?

9. Was the loss to follow-up after baseline 20%
or less? Were those lost to follow-up accounted for
in the analysis?

10. Did the statistical methods examine changes

in outcome measures from before to after the
intervention? Were statistical tests done that
provided p values for the pre-to-post changes?

11. Were outcome measures of interest taken
multiple times before the intervention and multiple
times after the intervention (i.e., did they use an
interrupted time-series design)?

12. If the intervention was conducted at a group
level (e.g., a whole hospital, a community, etc.) did
the statistical analysis take into account the use of
individual-level data to determine effects at the
group level?

Quality Rating (Good, Fair, or Poor)

Rater #1 initials:

Rater #2 initials:

Additional Comments (If POOR, please state why):

Yes No

FROER F 7213 BOIRBBISES N E Lzr? a

HRBED BN/ RREL IS ISR N, BRI
RBIhTHF LI, ?

HROBMEZ. ELOH 2 —MERAEXERREFAT
DHEBR/P—ER/NADEERNHDEBRDNDIALZDRE a
TLizmM?

BHICHEESNSMBEER LT N TOERLGS
mENBFIhELEZN?

BERBR-BRAMIRBT 20D LYY T4 X
TLED?

HE/Y—ER/NARREICERSN. HREALAKT—
BLTEEShELEAN?

7 LR, BEIHESA, BRCEBSA,
BT, EEEASSY . TATORRSNET—ELT a
FEENELID?

POLHLEFHET A2 3. SNEORE/NAAELS
INTWERATLEDL?

R—=ZS5A VHEDT+A—7 v THRKIF20%LUT T L
N2 BB TERDLDAELORIAHTHRBASNELZAN?

METTFRE. NATDONARDT I L HLEREOE
LERRF LI ? BAEEROEEICH L TplEZREME a
T RMET R MHTHORELEM?

NADFTHEHE., MARIERE. ELOHRAES
fTbohELE (DFY. R ShIBRITHA V& a
RALELEMN?)

RABT V=T v (BRek, Bt y) T
BINnizBe. MHIMCROAVVOFT—2 +ER
LTIV =FUvRNTHREHBTLZ LIp?

Poor

Poor
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$EX#k2.Quality Assessment Tool for Before-After (Pre-Post) Studies With No Control Group

Criteria

1. Was the study question or objective clearly
stated?

2. Were eligibility/selection criteria for the study
population prespecified and clearly described?

3. Were the participants in the study representative
of those who would be eligible for the
test/service/intervention in the general or clinical
population of interest?

4. Were all eligible participants that met the
prespecified entry criteria enrolled?

5. Was the sample size sufficiently large to
provide confidence in the findings?

6. Was the test/service/intervention clearly
described and delivered consistently across the
study population?

7. Were the outcome measures prespecified,
clearly defined, valid, reliable, and assessed
consistently across all study participants?

8. Were the people assessing the outcomes
blinded to the participants'
exposures/interventions?

9. Was the loss to follow-up after baseline 20%
or less? Were those lost to follow-up accounted for
in the analysis?

10. Did the statistical methods examine changes

in outcome measures from before to after the
intervention? Were statistical tests done that
provided p values for the pre-to-post changes?

11. Were outcome measures of interest taken
multiple times before the intervention and multiple
times after the intervention (i.e., did they use an
interrupted time-series design)?

12. If the intervention was conducted at a group
level (e.g., a whole hospital, a community, etc.) did
the statistical analysis take into account the use of
individual-level data to determine effects at the
group level?

Quality Rating (Good, Fair, or Poor)

Rater #1 initials:

Rater #2 initials:

Additional Comments (If POOR, please state why):

Yes No

FROER F 7213 BOIRBBISES N E Lzr? a

HRBED BN/ RREL IS ISR N, BRI
RBIhTHF LI, ?

HROBMEZ. ELOH 2 —MERAEXERREFAT
DHEBR/P—ER/NADEERNHDEBRDNDIALZDRE a
TLizmM?

BHICHEESNSMBEER LT N TOERLGS
mENBFIhELEZN?

BERBR-BRAMIRBT 20D LYY T4 X
TLED?

HE/Y—ER/NARREICERSN. HREALAKT— a
BLTEEShELEAN?

7 LR, BEIHESA, BRCEBSA,
BT, EEEASSY . TATORRSNET—ELT a
FEENELID?

POLHLEFHET A2 3. SNEORE/NAAELS
INTWERATLEDL?

R—=ZS5A VHEDT+A—7 v THRKIF20%LUT T L
N2 BB TERDLDAELORIAHTHRBASNELZAN?

METTFRE. NATDONARDT I L HLEREOE
LERRF LI ? BAEEROEEICH L TplEZREME a
T RMET R MHTHORELEM?

NADFTHEHE., MARIERE. ELOHRAES
fTbohELE (DFY. R ShIBRITHA V& a
RALELEMN?)

RABT V=T v (BRek, Bt y) T
BINnizBe. MHIMCROAVVOFT—2 +ER
LTIV =FUvRNTHREHBTLZ LIp?

Fair

Fair
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£ % X#Kk3.Quality Assessment of Controlled Intervention Studies

Criteria

1. Was the study described as randomized, a
randomized trial, a randomized clinical trial, or
an RCT?

2. Was the method of randomization adequate
(i.e., use of randomly generated assignment)?

3. Was the treatment allocation concealed (so
that assignments could not be predicted)?

4. Were study participants and providers blinded
to treatment group assignment?

5. Were the people assessing the outcomes
blinded to the participants' group assignments?

6. Were the groups similar at baseline on

important characteristics that could affect outcomes
(e.g., demographics, risk factors, co-morbid
conditions)?

7. Was the overall drop-out rate from the study
at endpoint 20% or lower of the number allocated
to treatment?

8. Was the differential drop-out rate (between
treatment groups) at endpoint 15 percentage
points or lower?

9. Was there high adherence to the intervention
protocols for each treatment group?

10. Were other interventions avoided or similar
in the groups (e.g., similar background
treatments)?

11. Were outcomes assessed using valid and
reliable measures, implemented consistently across
all study participants?

12. Did the authors report that the sample size
was sufficiently large to be able to detect a
difference in the main outcome between groups
with at least 80% power?

13. Were outcomes reported or subgroups
analyzed prespecified (i.e., identified before
analyses were conducted)?

14. Were all randomized participants analyzed in
the group to which they were originally assigned,
i.e., did they use an intention-to-treat analysis?

Quality Rating (Good, Fair, or Poor)

Rater #1 initials:

Rater #2 initials:

Additional Comments (If POOR, please state why):

FRIZ. AL, REALHR. REALHRKTR
F7BRCTr LTRBIhE LA ?

F U ELEDFEGE T LA
(DFEY., FUFLITERSNIEY S TOHEA) 7.

AROEYLTHARIATO:: @EIYSTETATESR
Wk 2

ARBMEL L UERRBHER. BRTL—T0EIYY
TERMBEhTVEEAN?

T bHLEFES HARE. SNEDTIL—TDEY
LTEMBSNTVWERATLEN?

TORSAVICEEESZZTMHELOHDEEL M
(- AO#EEH. YRV ER. #FESR) 1200 T. T
N—TFER—=Z54 UTEML T =A?

IV FRA Y P TORRISOLUEHLFOy TP O+
Eig, BRI L TONBO20%UTTLES?)

IVRRAVPTORAYT7H CROE CGREITIL—
TR F15/8—t 2 RSV FUTFTLEN? )

BEIN—TONATO LaLEHFLELEN?]

In—TRTRONARBDES hizp, FIEAMLT
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$EX#k4.Quality Assessment Tool for Before-After (Pre-Post) Studies With No Control Group

Criteria

1. Was the study question or objective clearly
stated?

2. Were eligibility/selection criteria for the study
population prespecified and clearly described?

3. Were the participants in the study representative
of those who would be eligible for the
test/service/intervention in the general or clinical
population of interest?

4. Were all eligible participants that met the
prespecified entry criteria enrolled?

5. Was the sample size sufficiently large to
provide confidence in the findings?

6. Was the test/service/intervention clearly
described and delivered consistently across the
study population?

7. Were the outcome measures prespecified,
clearly defined, valid, reliable, and assessed
consistently across all study participants?

8. Were the people assessing the outcomes
blinded to the participants'
exposures/interventions?

9. Was the loss to follow-up after baseline 20%
or less? Were those lost to follow-up accounted for
in the analysis?

10. Did the statistical methods examine changes

in outcome measures from before to after the
intervention? Were statistical tests done that
provided p values for the pre-to-post changes?

11. Were outcome measures of interest taken
multiple times before the intervention and multiple
times after the intervention (i.e., did they use an
interrupted time-series design)?

12. If the intervention was conducted at a group
level (e.g., a whole hospital, a community, etc.) did
the statistical analysis take into account the use of
individual-level data to determine effects at the
group level?

Quality Rating (Good, Fair, or Poor)

Rater #1 initials:

Rater #2 initials:

Additional Comments (If POOR, please state why):

Yes No
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$%& X#k5.Quality Assessment of Case-Control Studies

Criteria

1. Was the research question or objective in this
paper clearly stated and appropriate?

2. Was the study population clearly specified and
defined?

3. Did the authors include a sample size
justification?

4. Were controls selected or recruited from the
same or similar population that gave rise to the
cases (including the same timeframe)?

5. Were the definitions, inclusion and exclusion
criteria, algorithms or processes used to identify or
select cases and controls valid, reliable, and
implemented consistently across all study
participants?

6. Were the cases clearly defined and differentiated
from controls?

7. If less than 100 percent of eligible cases and/or
controls were selected for the study, were the
cases and/or controls randomly selected from those
eligible?

8. Was there use of concurrent controls?

9. Were the investigators able to confirm that the
exposure/risk occurred prior to the development of
the condition or event that defined a participant as
a case?

10. Were the measures of exposure/risk clearly
defined, valid, reliable, and implemented
consistently (including the same time period) across
all study participants?

11. Were the assessors of exposure/risk blinded to
the case or control status of participants?

12. Were key potential confounding variables
measured and adjusted statistically in the analyses?
If matching was used, did the investigators account
for matching during study analysis?

Quality Rating (Good, Fair, or Poor)

Rater #1 initials:

Rater #2 initials:

Additional Comments (If POOR, please state why):
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S % X#k6.Quality Assessment of Controlled Intervention Studies

Criteria

1. Was the study described as randomized, a
randomized trial, a randomized clinical trial, or
an RCT?

2. Was the method of randomization adequate
(i.e., use of randomly generated assignment)?

3. Was the treatment allocation concealed (so
that assignments could not be predicted)?

4. Were study participants and providers blinded
to treatment group assignment?

5. Were the people assessing the outcomes
blinded to the participants' group assignments?

6. Were the groups similar at baseline on

important characteristics that could affect outcomes
(e.g., demographics, risk factors, co-morbid
conditions)?

7. Was the overall drop-out rate from the study
at endpoint 20% or lower of the number allocated
to treatment?

8. Was the differential drop-out rate (between
treatment groups) at endpoint 15 percentage
points or lower?

9. Was there high adherence to the intervention
protocols for each treatment group?

10. Were other interventions avoided or similar
in the groups (e.g., similar background
treatments)?

11. Were outcomes assessed using valid and
reliable measures, implemented consistently across
all study participants?

12. Did the authors report that the sample size
was sufficiently large to be able to detect a
difference in the main outcome between groups
with at least 80% power?

13. Were outcomes reported or subgroups
analyzed prespecified (i.e., identified before
analyses were conducted)?

14. Were all randomized participants analyzed in
the group to which they were originally assigned,
i.e., did they use an intention-to-treat analysis?

Quality Rating (Good, Fair, or Poor)

Rater #1 initials:

Rater #2 initials:

Additional Comments (If POOR, please state why):
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SEX#k7 .Quality Assessment Tool for Before-After (Pre-Post) Studies With No Control Group

Criteria

1. Was the study question or objective clearly
stated?

2. Were eligibility/selection criteria for the study
population prespecified and clearly described?

3. Were the participants in the study representative
of those who would be eligible for the
test/service/intervention in the general or clinical
population of interest?

4. Were all eligible participants that met the
prespecified entry criteria enrolled?

5. Was the sample size sufficiently large to
provide confidence in the findings?

6. Was the test/service/intervention clearly
described and delivered consistently across the
study population?

7. Were the outcome measures prespecified,
clearly defined, valid, reliable, and assessed
consistently across all study participants?

8. Were the people assessing the outcomes
blinded to the participants'
exposures/interventions?

9. Was the loss to follow-up after baseline 20%
or less? Were those lost to follow-up accounted for
in the analysis?

10. Did the statistical methods examine changes

in outcome measures from before to after the
intervention? Were statistical tests done that
provided p values for the pre-to-post changes?

11. Were outcome measures of interest taken
multiple times before the intervention and multiple
times after the intervention (i.e., did they use an
interrupted time-series design)?

12. If the intervention was conducted at a group
level (e.g., a whole hospital, a community, etc.) did
the statistical analysis take into account the use of
individual-level data to determine effects at the
group level?

Quality Rating (Good, Fair, or Poor)

Rater #1 initials:

Rater #2 initials:

Additional Comments (If POOR, please state why):

Yes No
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£ % X#k8.Quality Assessment of Controlled Intervention Studies

Criteria

1. Was the study described as randomized, a
randomized trial, a randomized clinical trial, or
an RCT?

2. Was the method of randomization adequate
(i.e., use of randomly generated assignment)?

3. Was the treatment allocation concealed (so
that assignments could not be predicted)?

4. Were study participants and providers blinded
to treatment group assignment?

5. Were the people assessing the outcomes
blinded to the participants' group assignments?

6. Were the groups similar at baseline on

important characteristics that could affect outcomes
(e.g., demographics, risk factors, co-morbid
conditions)?

7. Was the overall drop-out rate from the study
at endpoint 20% or lower of the number allocated
to treatment?

8. Was the differential drop-out rate (between
treatment groups) at endpoint 15 percentage
points or lower?

9. Was there high adherence to the intervention
protocols for each treatment group?

10. Were other interventions avoided or similar
in the groups (e.g., similar background
treatments)?

11. Were outcomes assessed using valid and
reliable measures, implemented consistently across
all study participants?

12. Did the authors report that the sample size
was sufficiently large to be able to detect a
difference in the main outcome between groups
with at least 80% power?

13. Were outcomes reported or subgroups
analyzed prespecified (i.e., identified before
analyses were conducted)?

14. Were all randomized participants analyzed in
the group to which they were originally assigned,
i.e., did they use an intention-to-treat analysis?

Quality Rating (Good, Fair, or Poor)

Rater #1 initials:

Rater #2 initials:

Additional Comments (If POOR, please state why):
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2% X#k9.Quality Assessment of Case-Control Studies

Criteria

1. Was the research question or objective in this
paper clearly stated and appropriate?

2. Was the study population clearly specified and
defined?

3. Did the authors include a sample size
justification?

4. Were controls selected or recruited from the
same or similar population that gave rise to the
cases (including the same timeframe)?

5. Were the definitions, inclusion and exclusion
criteria, algorithms or processes used to identify or
select cases and controls valid, reliable, and
implemented consistently across all study
participants?

6. Were the cases clearly defined and differentiated
from controls?

7. If less than 100 percent of eligible cases and/or
controls were selected for the study, were the
cases and/or controls randomly selected from those
eligible?

8. Was there use of concurrent controls?

9. Were the investigators able to confirm that the
exposure/risk occurred prior to the development of
the condition or event that defined a participant as
a case?

10. Were the measures of exposure/risk clearly
defined, valid, reliable, and implemented
consistently (including the same time period) across
all study participants?

11. Were the assessors of exposure/risk blinded to
the case or control status of participants?

12. Were key potential confounding variables
measured and adjusted statistically in the analyses?
If matching was used, did the investigators account
for matching during study analysis?

Quality Rating (Good, Fair, or Poor)

Rater #1 initials:

Rater #2 initials:

Additional Comments (If POOR, please state why):
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$#&X#k10.Quality Assessment of Case-Control Studies

Criteria

1. Was the research question or objective in this
paper clearly stated and appropriate?

2. Was the study population clearly specified and
defined?

3. Did the authors include a sample size
justification?

4. Were controls selected or recruited from the
same or similar population that gave rise to the
cases (including the same timeframe)?

5. Were the definitions, inclusion and exclusion
criteria, algorithms or processes used to identify or
select cases and controls valid, reliable, and
implemented consistently across all study
participants?

6. Were the cases clearly defined and differentiated
from controls?

7. If less than 100 percent of eligible cases and/or
controls were selected for the study, were the
cases and/or controls randomly selected from those
eligible?

8. Was there use of concurrent controls?

9. Were the investigators able to confirm that the
exposure/risk occurred prior to the development of
the condition or event that defined a participant as
a case?

10. Were the measures of exposure/risk clearly
defined, valid, reliable, and implemented
consistently (including the same time period) across
all study participants?

11. Were the assessors of exposure/risk blinded to
the case or control status of participants?

12. Were key potential confounding variables
measured and adjusted statistically in the analyses?
If matching was used, did the investigators account
for matching during study analysis?

Quality Rating (Good, Fair, or Poor)

Rater #1 initials:

Rater #2 initials:

Additional Comments (If POOR, please state why):
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o ZEXM

1. Masada T, et al. Coils versus gelatin particles with or without intraarterial antibiotics for partial splenic
embolization: a comparative evaluation. J Vasc Interv Radiol. 25:852-858, 2014.
2. Aradhana M, et al. Practice guideline for adult antibiotic prophylaxis during vascular and interventional

radiology procedures. J Vasc Interv Radiol. 21:1611-1630,2010.
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fa—2. RARIOWE

S#EM

Forty—four patients with hypersplenism
treated by PSE were assessed.

In 17 of the 31 patients who received GS, GS
suspended in antibiotic solution was injected via
the splenic artery. In the other 14 patients,
antibiotic agents were not used. Coils were used
in13patients.

In all 13 coil
group patients,
anantibiotic
solution was
intraarterially
injected before

embolization,

No signifi i in ies of ications. However,
one splenic abscess occurred in a patient treated with GS without
antibiotics, resulting in death.

NA

NA

NA

The IR literature regarding the use of antibiotic prophylaxis for
chemoembolization is small. In the absence of randomized clinical
trials, the effectiveness of prophylaxis in this setting is unproven,
although several dlinical series have suggested that major infectious
complications may be sustained in this population. Many operators
routinely administer antibiotic prophylaxis for this p

including coverage for skin flora and for Gramnegative enteric
organisms, even though this practice has not been prospectively
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$#EX#k1. Quality Assessment of Case-Control Studies

Criteria

1. Was the research question or objective in this
paper clearly stated and appropriate?

2. Was the study population clearly specified and
defined?

3. Did the authors include a sample size
justification?

4. Were controls selected or recruited from the
same or similar population that gave rise to the
cases (including the same timeframe)?

5. Were the definitions, inclusion and exclusion
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