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Abstract

Introduction and hypothesis A frequent complication following vaginal hysterectomy is the formation of vaginal vault hema-
toma. The objective of our systematic review was to assess the impact of various interventions in reducing the incidence of vault
hematoma or postoperative febrile morbidity following vaginal hysterectomy.

Methods We carried out a systematic search of Cochrane, MEDLINE, Embase, CINAHL, HTA database, PROSPERO, meta-
Register of Controlled Trials (mRCT), PubMed, CENTRAL, Google Scholar, conference abstracts, and a hand search of journals
from inception until September 2018. Our search strategy included interventions in women undergoing vaginal hysterectomy
with modified vault closure with inclusion of peritoneal edges, vaginal vault drainage, or vaginal packing to reduce the incidence
of clinically significant vault hematomas. Two independent reviewers (SR and AD) extracted data using a structured proforma.
Meta-analysis was carried out using RevMan 5.3 software.

Results We identified two studies on modified vaginal vault closure incorporating peritoneal edges that reported a significant
reduction in vault hematoma incidence. Meta-analysis of two randomized trials on vaginal drains showed no difference in
postoperative febrile morbidity secondary to vault hematoma [risk ratio (RR) 0.8, 95% confidence intervals (CI) 0.43—1.50].
Similar results were seen on meta-analysis of four randomized trials on the use of vaginal packing (RR 0.8, 95% CI 0.43—1.50).
Conclusions Inclusion of peritoneal edges in vaginal vault closure may reduce the incidence of vault hematoma. The routine use
of vaginal vault drainage and/or packing has not shown to reduce vault hematoma incidence or postoperative febrile morbidity.
We recommend a change of practice to include peritoneal edges in vault closure based on the evidence available in our systematic
review.

Keywords Vaginal hysterectomy - Packing - Drain - Systematic review - Vaginal cuff closure - Vault hematoma

Introduction

Vaginal hysterectomy is a recommended surgical procedure
for benign gynecological conditions and pelvic organ prolapse
(POP) [1]. Vaginal hysterectomy facilitates reduced postoper-
ative discomfort, shorter postoperative stay, and faster postop-
erative recovery [2]. A common postoperative complication is
formation of a vaginal vault hematoma and the consequent
febrile morbidity [3]. The reported incidence of vault hemato-
ma after vaginal hysterectomy ranges from 25 to 59% [4].
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Most are asymptomatic, with only 6-9% needing treatment
[5, 6].

Hematoma serves as a culture medium for the proliferation
of bacteria and results in pyrexia, anemia, pelvic discomfort,
secondary hemorrhage, blood transfusion, and return to the-
ater for evacuation. Treatment options of vaginal vault hema-
toma range from a course of antibiotics to surgical drainage
depending on the clinical picture. Some interventions to re-
duce the risk of vault hematoma and postoperative pyrexia
include antibiotic prophylaxis and electrocautery of pedicles,
with the latter shown to be beneficial and becoming the ac-
cepted standard intervention [7]. Electrocautery for pedicle
sealing during vaginal hysterectomy has shown no difference
in vaginal vault hematoma formation in a systematic review
and meta-analysis [8].

During vaginal hysterectomy, traditional vaginal vault clo-
sure might involve closing the visceral peritoneum around the
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vaginal vault separately from that of the vault, leaving a po-
tential space between the two or not completely closing the
visceral peritoneum. Any oozing from the free peritoneal
edges might result in a collection of blood within this potential
space and formation of vaginal vault hematoma [9].
Modifications in the technique of vault closure need to be
evaluated further. A frequent practice is to fill the vaginal
cavity with a gauze pack and remove it the morning of the
first postoperative day. The systematic review and guideline
produced by the Society of Gynecological Surgeons (SGS) on
the risks and benefits of technical steps and interventions at
the time of vaginal hysterectomy recommends against routine
vaginal packing after a vaginal hysterectomy, indicating that
the risks of postoperative vaginal packing generally outweigh
the benefits for most patients [10]. However, individual stud-
ies on vaginal packing included in the SGS systematic review
report no increase in postoperative pain or bleeding in women
who had vaginal packs compared with those who did not. In a
study of vaginal vault drainage during complicated
laparoscopic-assisted vaginal hysterectomy with wide dissec-
tion, large volume of operative blood loss, intraoperative 00z-
ing, blood coagulation defects, and coexisting pelvic lesions,
there were no adverse effects particularly related to drain in-
sertion [11]. The role of vaginal vault drainage in reducing
vault hematoma during vaginal hysterectomy is uncertain.

So far there is insufficient evidence on the most appropriate
intervention or a combination of interventions needed to re-
duce the incidence of vault hematoma. The aim of our system-
atic review was to evaluate the role of various interventions—
like modified vaginal vault closure, vaginal packing, and vault
drainage—in reducing the risk of vault hematoma (primary
outcome) and febrile morbidity (secondary outcome).

Materials and methods

We prospectively registered our study protocol for systematic
review in PROSPERO database with the registration number:
CRD42017083955. We carried out a systematic search of
Cochrane, MEDLINE, Embase, CINAHL, HTA database,
PROSPERO, meta-Register of Controlled Trials (mRCT),
PubMed, CENTRAL, and Google Scholar databases from
inception until September 2018. Abstracts presented at the
International Urogynecology Association (IUGA),
International Continence Society (ICS), and United
Kingdom Continence Society (UKCS) up to September
2018 and a hand search of journals was carried out using the
keywords vault hematoma, vaginal hysterectomy, drains, elec-
trocautery, surgical technique, vaginal packs, and postopera-
tive morbidity. We included only articles published in English
and unsuccessfully attempted to contact authors of conference
abstracts for further information. Ethical approval was not
required, as this was a systematic review. Articles captured
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during the search were analyzed, and studies meeting our
criteria were selected. Two reviewers (SR and AD) selected
the studies independently. Data presented as conference ab-
stracts were also included. We assessed methodological qual-
ity using the following criteria:

1. Quality assurance was assessed using the Newcastle—
Ottawa scale [12, 13] for cohort studies to assess study
selection, comparability of cohorts, and outcomes
assessed. Good-quality studies may score 8—13 stars.

2. Cochrane’s risk of bias tool [14] was used to assess meth-
odological quality for RCTs, as it includes sequence gen-
eration, allocation of sequence concealment, blinding, in-
complete outcome data, selective outcome reporting, and
other potential sources of bias.

Study inclusion

Our literature search identified review articles, cohort studies,
and studies in which the incidence of vault hematomas were
compared with and without various interventions. We includ-
ed studies using vaginal drains, vaginal packing, and modified
vault closure technique incorporating the peritoneum to re-
duce the risk of vault hematomas during vaginal hysterecto-
my. The four-part clinical question for this systematic review
was as follows:

* P (Population): adult women undergoing vaginal
hysterectomy

* I (Intervention): use of modified surgical techniques or
vaginal drains or vaginal packs

* C(Comparison): conventional vaginal hysterectomy with-
out the use of any of the above-mentioned modifications

e O (Outcome): reduction in the incidence of vault hemato-
ma (primary outcome)/postoperative pyrexia (secondary
outcome)/return to theater

Total citations identified on literature search and grey literature=226

(Citations from databases=199, Hand search of grey literature=27)
\

‘ Citations excluded after screening
‘ titles and abstracts=169

Articles retrieved for

detailed evaluation=57 Articles excluded as outcome

of interest not studied=47

Article in Polish=1

Articles included in the systematic
review =9

Fig. 1 Study selection for inclusion in systematic review
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Characteristics of modified vault closure studies

Table 1

Outcome measures and follow-up

Intervention (I) and Comparison (C)

Methods

Inclusion criteria

Setting

Study

Inclusion of peritoneum in vault closure up Reduced incidence of vault hematoma

Retrospective study followed by

581) Women undergoing

Single center (n

Morris EP [9], 2001,

from 15.7% in control (C) group to
1.7% in intervention group (I)

to and including the uterosacral

prospective analysis of

vaginal hysterectomy
over a 5-year period

UK, retrospective

ligaments (I) compared with closure or

postoperative morbidity

case note analysis

nonclosure of peritoneum separate to the

vaginal skin during vault closure (C)
Modified technique included mass closure Vault hematomas in 5.7% in the modified

70 consecutive women undergoing

Women undergoing

=70)

Single center (n

Miskry T, [8] 2001,

technique group. The authors had no

of vaginal edges along with the

vaginal hysterectomy without
repair; 24 (34%) underwent

simultaneous bilateral

vaginal hysterectomy

UK

control group and compared outcomes
with those of previously published data

peritoneum, including the uterosacral

ligaments (I) compared with traditional
closure with purse stringing of the peri-
toneum at the vaginal vault and closing

the vaginal edges separately (C)

salpingo-oophorectomy

Statistical analysis

Statistical meta-analysis was performed using the RevMan 5.3
software provided by the Cochrane Collaboration (http://ims.
cochrane.org/revman). Confidence intervals (CI) were set at
95%. Heterogeneity between RCTs was assessed using the
chi-square and F-statistic tests. P value <0.05 was defined to
note statistical significance in the analysis of heterogeneity.
Risk ratios (RR) and 95% C) for all outcomes were calculated
using DerSimonian-Laird random-effects model. Specifically,
for all analyses, results from fixed-effects model are presented
when P statistic used to assess heterogeneity between studies
was low. Publication bias was not assessed due to the small
number of studies.

Results

Our literature search identified 226 study titles, from which
we selected 57 for more detailed review. Of them, nine were
included in our final review. Literature flow of eligible studies
is depicted in Fig. 1. Of the nine articles identified, two were
on modified closure of the vaginal vault incorporating the
peritoneum, four were on vaginal packing, and three were
on vaginal drains.

Data abstraction, quality assessment, and synthesis
of results

Study results were entered into data tables for each interven-
tion: Table 1 for modified vault closure, Table 2 for vaginal
drains, and Table 3 for vaginal packing summarize baseline
characteristics, interventions, comparisons, outcomes
assessed, and duration of follow-up. Study quality assessment
is shown in Figs. 2 and 3

Risk of bias assessment

On Cochrane risk of bias assessment of randomized studies,
four of six studies were of good quality (Fig. 2). The
nonrandomized studies (two on modified vault closure and
one on Foley catheter drain) in the systematic review were
assessed using the Newcastle-Ottawa scale (Fig. 3); two of
three studies scored 7 stars (good quality).

Outcomes for modified surgical closure of vaginal
vault

We identified two studies that included the peritoneum in vag-
inal vault closure compared with the previous practice men-
tioned in text books where peritoneum above the vault is
closed separately or not closed, and vaginal vault closure is
a separate step. Inclusion of the peritoneum in vault closure
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Fig. 2 Risk of bias assessment of randomized trials

Fig. 3 Newcastle—Ottawa scale
for assessment of cohort studies

reduces the dead space between the peritoneal layer and the
vaginal vault. The first study of 581 women undergoing vag-
inal hysterectomy carried out over a 5-year period showed a
reduction in clinically significant vault hematoma from 15.7%
(conventional vault closure technique) to 1.7% (modified
vault closure incorporating peritoneum into the vault) [15].
In another study of 70 women with mass closure of the peri-
toneum and vaginal vault incorporating uterosacral ligaments,
the symptomatic vault hematoma rate was reported to be
5.7%, and these women were managed conservatively. One
woman needed a blood transfusion on the seventh postopera-
tive day when she presented with bleeding [16]. We did not
perform a meta-analysis, as the study design, data presenta-
tion, and reporting of outcome variables was very different
between studies.

Outcomes for vaginal drains

We included three studies on pelvic drain usage inserted at the
time of vaginal vault closure (two randomized trials and one
retrospective case control study). A significant reduction of
vault hematoma (8 vs 0; p=0.0025), length of hospital stay
(15 vs 3; p=0.001), antibiotics usage for vault hematoma (0
vs 5; p=10.028), and readmission rates (7 vs 0; p =0.005) in
women who had a drain inserted at the time of their hysterec-
tomy was seen in a retrospective study of 52 premenopausal
women who had Foley catheter drain compared with 51 pre-
menopausal women without a drain [20].

In a study of 306 women undergoing vaginal hysterectomy
randomized to vaginal drain compared with no vaginal drain,
15/135 women in the drain group and 17/137 in the no-drain
group had postoperative febrile morbidity (pyrexia >38 °C).

Adequacy of follow-up of cohorts

Was follow-up long enough for outcomes to occur [ RN I

pssessment of outcome N

Comparability of cohorts on the basis of the design or _
analysis controlled for confounders

Demonstration that outcome of interest was not —
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Ascertainment of exposure
Selection of the non-exposed cohort a [ NG
Representativeness of the exposed cohort [ NN
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M Morris,2001 = Miskry,2001 Krishnaswamy,2018
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Vault drainage  No vault drainage Risk Ratio Risk Ratio
Study or Subgroup  Events  Total Events  Total Weight M-H, Fixed, 95% CI M-H, Fixed, 95% CI
Dua, 2011 15 135 17 137 86.7%  0.90(047,1.72)
Swartz, 1976 0 45 2 42 133%  019[0.01,3.78) 4 "
Total (95°% Cl) 180 179 100.0% 080 [0.43, 1.50) E
Total events 15 19 1

Heterogeneity: Chi* = 1,01, df =1 (P =0.31), F=1%
Test for overall effect: Z = 0.69 (P = 0.49)

Fig. 4 Vault drainage in reducing postoperative febrile morbidity

RR was 0.90, which was not statistically significant [19]. In
another randomized study of 87 women, none in the drain
group and 2/42 in the no-drain group had postoperative febrile
morbidity [18]. On meta-analysis, the RR was 0.8 with 95%
CI of 0.43-1.50 (Fig. 4), with no significant difference in the
incidence of febrile morbidity in both the groups, though there
was a trend toward reduced incidence of febrile morbidity in
the drain group. Therefore, it would appear that drains do not
significantly reduce the incidence of vault hematoma.

Outcomes for vaginal packing

Four randomized trials on the use of vaginal pack versus
no pack were included in the meta-analysis [17, 21-23].
A total of 437 women were randomized into two groups:
pack and no pack. The incidence of clinically significant
vault hematoma was 2/219 (pack group) compared with 8/
218 (no pack group). The collated data analysis showed a
RR of 0.37 with 95% CI of 0.07-1.99 (Fig. 5), indicating
the absence of any statistically significant difference in
both the groups. Heterogeneity reported on I* was 1%
for the vaginal vault drainage group and 21% for the
vaginal pack group. Low heterogeneity (I <25%) en-
abled us to use a fixed-effects model for our meta-
analysis (Figs. 4 and 5) [24]. The quality and level of
evidence were analyzed in accordance with the Grading
of Recommendations Assessment, Development and
Evaluation (GRADE) methodology using GRADEpro
software tool (www.gradepro.org/) [25, 26] (Table 4).

0.01 01 1 10 100
Favours vault drainage  Favours no vault drainage

Discussion

Postoperative morbidity following vaginal hysterectomy
ranged from vaginal vault hematoma to postoperative hemor-
rhage needing a return to theater and febrile morbidity.
Inclusion of the peritoneum in vault closure reduced these
complications of vaginal vault hematomas/febrile morbidity
to a significant extent, without added morbidity. The interven-
tions of using vaginal vault drainage and vaginal packs imme-
diately following vaginal hysterectomy were not shown to
make a difference in reducing postoperative morbidity.
There were no reports of increase in pain scores or any other
adverse effects associated with the pack or during drain re-
moval in any study in our systematic review.

Our literature search was extensive, involving all avail-
able databases and gray literature. Our systematic review
is first of its kind to compare outcomes of surgical mod-
ifications during and after vaginal vault closure in reduc-
ing vaginal vault hematoma and postoperative pyrexia in
patients undergoing vaginal hysterectomy. A recent sys-
tematic review was carried out by the SGS studied 18
different interventions before, during, and after vaginal
hysterectomy to construct the best evidence-based prac-
tice. Similarly, a Cochrane systematic review on perioper-
ative interventions in pelvic organ prolapse surgery exam-
ined various interventions during vaginal hysterectomy in
reducing short- and long-term morbidity. Our systematic
review focused on two interventions (drain and modified
vault closure) not included in the SGS and Cochrane re-
views, placing specific focus on reduction of vaginal vault

Vaginal pack  No vaginal pack Risk Ratio Risk Ratio
Study or Subgroup Events Total Events  Total Weight M-H,Fixed, 95% Cl Year M-H, Fixed, 95% Cl
Baumgarten 2010 2 22 0 21 51% 478([0.24,94.12) 2010
Urzua 2013 0 74 3 70 360%  0.14[0.01,257 2013 ¢ &
Thiagamoorthy 2014 0 86 3 87 348%  0.14[0.01,276] 2014 ¢ L
Westermann 2016 0 ks 2 40 241%  0.22[0.01,4.35) 2016 &
Total (95% CI) 219 218 100.0%  0.40[0.12,1.26] —cagliie=-
Total events 2 8
Heterogeneity, Chi*=3.80, df=3(P=0.28), F= 1% 0o 0 1 o

Testfor overall efflect Z=1.57 (P=012)

Favours vaginal pack Favours no vaginal pack

Fig. 5 Role of vaginal packing in reducing vaginal vault hematoma following vaginal hysterectomy
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hematoma or postoperative pyrexia [10]. These interven-
tions are very simple techniques without any added mor-
bidity or requirement of surgeon training.

For the interventions on vaginal vault drainage and
vaginal packing, we included randomized trials with very
similar study design, patient population, and reporting of
outcomes. On meta-analysis, heterogeneity reported on I?
was 1% for the vaginal vault drainage group and 21% in
the vaginal packing group. Low heterogeneity improves
generalizability and clinical applicability of our findings,
as populations in studies on adult women are similar to
those seen in routine clinical practice. Attrition and
reporting bias were almost nonexistent in all studies, as
they required no long-term follow-up. We adhered to the
Preferred Reporting Items for Systematic Reviews and
Meta-Analyses (PRISMA) checklist for reporting the me-
ta-analyses.

We acknowledge several limitations of this review. The
conclusion was limited by the lack of randomized trials on
the role of modified vaginal vault closure to include the
peritoneal edge. The two cohort studies [15, 16] for this
intervention were methodologically limited by the retro-
spective nature of the study design and methods used to
diagnose vault hematoma and size cutoff to diagnose a
sonological vault hematoma. There was significant het-
erogeneity in reporting outcome measures, such as clinical
diagnosis of vaginal vault hematoma to ultrasound diag-
nosis (size cutoff to diagnose hematoma has varied from 2
to 5 cm).

Publication bias could not be assessed, as we found
only nine studies for our systematic review. GRADE qual-
ity and level of evidence was low for two of the three
interventions: modified vault closure and use of vaginal
drains due to the inconsistency from diversities in study
designs, defining outcome measures and imprecision in-
duced by the relatively small number of participants in the
studies, and wide Cls without overlap. Power calculation
using a Superiority RCT design would have improved
reporting validity of RCTs in our meta-analysis on vaginal
vault drainage and vaginal packing.

Conclusion and recommendations

Adequately powered superiority RCT on modified closure of
the vaginal vault to include the peritoneal edge may help form
a strong conclusion regarding this issue. A total of 1810 wom-
en need to be recruited to demonstrate a 50% reduction in
clinical hematoma formation with 80% power. Such a large
RCT will need a significant amount of time and resources. The
technique of visceral peritoneal inclusion in vaginal vault clo-
sure is very simple, less time consuming (compared with sep-
arate closure or nonclosure of the peritoneum), and without

major risk of ureteric injury. We therefore recommend a
change of practice to include peritoneal edges in vault closure
based on the evidence available in our systematic review.

We do not recommend routine use of vaginal vault drains
and vaginal packs to reduce postoperative vaginal vault hema-
toma due to the lack of strong evidence in their favor. Vault
drainage and use of packs are once again very simple inter-
ventions with no significant impact on morbidity and
healthcare costs. Temporary use of foreign bodies like drains
or vaginal packs have not shown an increase in febrile mor-
bidity. Clinicians, reluctant to use vaginal vault drains, may be
reassured with these findings and need not hesitate to use
them. These two interventions may be used in complex cases
where achieving hemostasis is challenging.
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