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Abstract

Pilonidal Sinus Disease (PSD) manifests as an inflammatory skin condition typically emerging within
the anal cleft. The prevalence of this disease varies in high income countries. This disease is associated
with significant physical and psychosocial distress. Surgery is an option for managing PSD, yet surgical
methods vary, and a universally accepted gold standard approach is lacking, leading to current practices
that are diverse and subject to ongoing debate. One such point of contention revolves around the
decision to use packing or opt for a non-packing approach following surgery. Mohamedahmed et al.
(2021) conducted a systematic review to evaluate the comparative outcomes of packing versus non-
packing of an abscess cavity following incision and drainage of cutaneous abscess on any part of the
body. This commentary aims to critically appraise the methods used within the review by
Mohamedahmed et al. (2020) and expand upon the findings in the context of treatment and management
of PSD.

Key Points

e Currently there is no evidence of difference for packing versus non-packing after incision and
drainage of cutaneous abscess on any part of the body for the outcomes of abscess recurrence
and development of Fistula-in-Ano.

e There is low quality, low imprecision, clinically and statistically non-significant evidence that
non packing may reduce the risk of intervention during the first 48 hours after incision and
drainage of cutaneous abscess on any part of the body.

e Due to this lack of certainty it is difficult to make any direct recommendations regarding the
decision of packing versus non-packing for Pilonidal Sinus Disease.

e Due to this notable uncertainty, further large-scale and methodologically robust multi-centred
randomised controlled trials are required.


Joanna Harrison (Health Technology Assessment Unit)
Need to mention PSD somewhere in the key points


Introduction

Pilonidal Sinus Disease (PSD) is an inflammatory skin condition that usually develops in the anal cleft
(de Parades et al. 2013). This is commonly caused by hair follicles that embed in the skin which can
lead to a deep sinus or cavitydeveloping (Gupta 2012). The prevalence of PSD varies from 26 cases per
100,000 people (United States of America) (Sendenaa et al. 1995) to 48 cases per 100 000 persons per
year (Germany) (Oetzmann von Sochaczewski and Godeke 2021). PSD is more prevalent in males,
with women consistently comprising approximately 20% of patients (Luedi et al. 2021). PSD is linked
to notable physical and psychosocial distress (Gil et al. 2023). The psychological impact is attributed
to extended periods of inactivity, discomfort, fluctuations in body weight, and delayed healing of
wounds (Stewart et al. 2012). The best courses of action will aim to reduce both disease and the side
effects associated with treatment (Gil et al. 2023; Harries et al. 2019).

Management of acute PSD may include surgery, regular analgesia and oral antibiotics (Harries et al.
2019; Mahmood et al. 2020). Surgical methods differ, and there is no universally accepted gold standard
approach, resulting in current practices being variable and subject to debate (Harries et al. 2019). One
such debate is the decision around packing or non-packing for cavity healing after surgery. Whilst an
evidence synthesis is lacking specific to cavity packing versus non-packing for PSD, a systematic
review was conducted by assessing the effect of packing vs non-packing after incision and drainage of
cutaneous abscess on any part of the body (Mohamedahmed et al. 2021).

Aim of commentary

This commentary aims to critically appraise the methods used within the review by Mohamedahmed et
al (2020) and expand upon the findings in the context of clinical practice for PSD.

Methods of the review by Mohamedahmed et al. (2021)

A relatively narrow literature search was completed using PubMed, MEDLINE, EMBASE, Cochrane
Central Register of Controlled Trials and CINAHL Plus. Only randomised controlled trials which
compared incision and drainage of cutaneous abscess on any part of the body with and without post-
operative cavity packing were included. Screening and data extraction was carried out by two reviewers
independently. The assessment for risk of bias was assessed independently by two authors using the
Cochrane risk of bias tool. A random effects meta-analysis was undertaken to assess the relative risk of
specific events. Heterogeneity was assessed using the 12 statistic. A range of subgroup analyses and a
trial sequential analysis were also undertaken.

Results of the review by Mohamedahmed et al. (2021)

After duplicate removal, 450 records were identified from the search, of which after screening, eight
randomised controlled trials (RCTs) were included in the systematic review. These RCTs were
undertaken within the USA (n = 3), Nepal (n = 2), United Kingdom (n = 1), Bangladesh (n = 1) and
Australia (n = 1). Three RCTs included only anorectal abscess with the remaining five studies including
various types of cutaneous abscesses. The risk of bias assessment demonstrated that one RCT exhibits
some concerns regarding bias, while the remaining seven RCTs are deemed to have a high risk of bias
overall (Higgins 2021).

For the outcomes of abscess recurrence at maximum follow-up period (6 RCTs) and development of
Fistula-in-Ano (3 RCTs), there was no evidence of difference between the packing and non-packing



groups after incision and drainage of cutaneous abscess on any part of the body. There was a borderline
statistically non- significant reduction for the need of a secondary intervention during the first 48 hours
when comparing non-packing and packing (4 RCTs, 33.7% vs 52%, RR 0.70, 95% CI:0.49 to 0.99, P
=0.05). However, there existed modest non-statistically significant heterogeneity (I> = 38%, P = 0.19).

Two outcomes were unable to be meta synthesised, post-operative pain and healing time. Four of five
studies demonstrated no statistically significant difference for post-operative pain and one study
demonstrated a statistically significant improvement favouring non-packing. For healing time there was
a statistically significant improvement for 2/3 studies favouring non-packing and one study reported no
significant difference.

There was no statistically significant difference for the subgroup analyses for RCTs which included
only anorectal abscess, paediatric patients, adult patients and antibiotic use for risk of abscess
recurrence. The sequential analysis revealed the necessity for additional studies, as the results for
abscess recurrence were susceptible to type Il error regarding the primary outcome during the maximum
follow-up period.

Commentary

Using the AMSTAR-2 (A MeaSurement Tool to Assess systematic Reviews) (Shea et al. 2017), eight
out of the 16 criteria were achieved. The main areas of concern included the lack of protocol registration
prior to commencing the systematic review. This could result in adaptations to key methodological
processes occurring during the undertaking of the review,leading to such issues as reporting bias, and
non-reporting of outcomes due to lack of data (dos Santos et al. 2020). Without a pre-registered protocol
these issues are difficult to verify.

Furthermore, there were also concerns regarding the search strategy of the review where key
methodological processes, such as citation screening of included studies and consultation with experts,
were not described as part of the search strategy. This omission of additional search strategy methods
may have resulted in the exclusion of potentially pertinent studies from the review. Additionally, there
was no indication for reasons of exclusion for studies at full paper screening. This lack of transparency
makes it difficult to replicate this phase of the systematic review, thus, reducing the repeatability of the
review. Finally, there was no assessment of the impact the risk of bias may have had on the estimates
presented in the review. However, this may have been difficult due to the lack of number of studies
within the main analysis.

Though not a criterion within the AMSTAR-2, there were some concerns regarding reporting errors
within the review. For example, within the PRISMA table it is indicated that six studies were included
in the meta-analysis, where in total eight studies were included. Where it is unlikely that these reporting
errors would make a substantial impact to the overall findings of the review, it does raise some concerns
regarding unperceived errors. Due to these methodological and reporting issues, some caution should
be given to interpreting the findings of this review.



Table 1.Critical appraisal using the AMSTAR 2 tool for assessing systematic reviews.

carry out an adequate investigation of publication bias (small

AMSTAR 2 items Responses

1. Did the research questions and inclusion criteria for the review Yes - all key variables were
include the components of PICO? identified as inclusion criteria.

2. Did the report of the review contain an explicit statement that the |No - Despite being indicated within
review methods were established prior to the conduct of the |[the PRISMA checklist there was no
review and did the report justify any significant deviations from link to a pre-published protocol.
the protocol?

3. Did the review authors explain their selection of the study designs No - there is no indication of why
for inclusion in the review? only randomised controlled trials

were included.

4. Did the review authors use a comprehensive literature search No - no indication of citation
strategy? screening or trial registries

searching.

5. Did the review authors perform the study selection in duplicate? Yes - study selection was

undertaken in duplicate
independently.

6. Did the review authors perform data extraction in duplicate? Yes - data extraction was

undertaken by two reviewers
independently.

7. Did the review authors provide a list of excluded studies and | No - the PRISMA table was given
justify the exclusions? which gives global reasons for

exclusion, but no specific
supplement file was provided
regarding individual studies.

8. Did the review authors describe the included studies in adequate Yes - a comprehensive study
details? characteristic table was provided.

9. Did the review authors use a satisfactory technique for assessing Yes - the Cochrane risk of bias
the risk of bias in the individual studies that were included in the assessment tool was used.
review?

10. Did the review authors report on the sources of funding for the No - the review did not indicate
studies included in the review? where the funding for the included

studies came from.

11. If meta-analysis was performed did the review authors use Yes - a random effects model was
appropriate methods for statistical combination of results? used.

12. If meta-analysis was performed did the review authors assess the |No — no subgroup analysis for meta-
potential impact of RoB in individual studies on the results of the  [regression were undertaken to assess
meta-analysis or other evidence synthesis? the impact of particular data items

of risk of bias.

13. Did the review authors account for RoB in individual studies | No - there was no discussion of the
when interpreting/discussing the results of the review? effects of risk of bias in regard to

interpretation of the findings of the
review. Outside the possible issue of
small study publication bias and
type II error.

14. Did the review authors provide a satisfactory explanation for, and Yes - there was no substantial
discussion of any heterogeneity observed in the results of the |heterogeneity in the results therefore
review? no discussion was undertaken.

15. If they performed quantitative synthesis did the review authors | No — no assessment of publication

bias was undertaken due to the small

number of studies.




study bias) and discuss its likely impact on the results of the
review?

16. Did the review authors report any potential sources of conflict of Yes - there was a conflicts of
interest, including any funding they received for conducting the interest statement indicating that
review? there are no conflicts in undertaking

the review.

As highlighted previously, there is no gold standard approach for surgical management of PSD (Harries
et al. 2019). Regarding the decision of packing or non-packing after incision and drainage of cutaneous
abscess, the findings from this review suggest that there is currently no evidence of difference between
the two approaches for recurrence of abscess at last point of observation. However, it is important to
acknowledge that this review examined the procedures for both packed and non-packed cutaneous
abscesses located anywhere on the body. This aspect may limit its generalizability, particularly about
PSD. However, we believe that these findings hold relevance when considering the fundamental
principles of wound healing. Furthermore, this review does indicate that data is collected for the primary
aim of assessing the recurrence of abscess at the last reported clinical point, but specific time points for
the studies are not provided, making it difficult to interpret the long-term effects of the primary outcome
reported. Additionally, as demonstrated within the sequential analysis there is still significant
uncertainty surrounding this presented estimate, underscoring the need for additional research before
specific clinical recommendations can be made. Finally, for all RCTs used in the analysis there were
notable issues of risk of bias and issues of imprecision regarding the estimates presented which would
warrant caution when interpreting the findings in context to clinical practice (Balshem et al. 2011).
Hence, when interpreting these findings in the context of deciding whether to pack or not after incision
and drainage of PSD, one should exercise caution.

Concerning the development of a Fistula-in-Ano, the review found there was no evidence of difference
between packing and non-packing. However, there was a borderline statistically non-significant
reduction in risk of intervention during the first 48 hours after surgery favouring non-packing. For the
other secondary outcomes, a meta-analysis was unable to be undertaken due to heterogeneity in
reporting. The findings suggest that there was no evidence of difference for the outcome of post-
operative pain. There was some evidence to suggest that healing times were improved with non-packing
with two thirds of the studies reporting a statistically significant finding. However, it is important to
note that typically when undertaking a vote counting method of analysis, directional improvement
should be counted rather than number of statistical significance studies as this can be misleading
(Higgins 2023). Thus, these findings may be subject to questioning, especially in the absence of proper
vote counting methods. Even when such methods are applied, there remains a considerable level of
uncertainty in the results (Higgins 2023). Subsequently, as with the previous estimation of effect,
extreme caution is required when interpreting these results due to these factors and as highlighted
previously, reduced external validity of the population being assessed.

The review conducted a variety of subgroup analyses on studies including only anorectal abscess,
paediatric patients, adult patients, and antibiotic use. However, like other estimates in the review, there
is significant uncertainty in these analyses, due to the limited number of studies per group. In summary,
there appears to be limited and uncertain evidence to support either approach which makes it difficult
to make any recommendations for practice. Despite this lack of certainty, typically surgeons will opt to
pack the wound despite the notable lack of evidence regarding its benefits (Nyandoro et al. 2023). It is
important to ensure that whatever decision is made regarding the post-operative care for PNS, patients
are presented with both options and are provided with the current best evidence regarding the
treatment’s success (Wickramasekera et al. 2023).



Given the sequential analysis indicating a risk of a type Il error in these results, it is crucial for upcoming
studies to further examine the key outcome of abscess recurrencewhen assessing packing versus non-
packing after incision and drainage of cutaneous abscess. Moreover, as highlighted in this review, most
of the included studies had relatively small sample sizes. Therefore, it is crucial that future research
endeavours to enrol a larger and more diverse population. This approach is essential to mitigate the
potential impact of publication bias stemming from small-scale studies in the future iterations of this
review (Sterne et al. 2000).

As previously highlighted there has been no specific systematic review, to the best of our knowledge,
which has looked at packing versus non-packing after incision and drainage of PSD specifically.
However, regarding this review there are certain principles which may help to inform future research
in this domain With such high frequencies of re-occurrence, it is important that a post-operative long-
term follow-up is provided (Milone et al. 2018). Considering that earlier studies have proposed that this
duration could potentially extend up to 5 years (Milone et al. 2018), it becomes crucial for future RCTs
and clinical practices to scrutinize longer-term outcomes to assess the success of surgery. Additionally,
it is vital to address specific methodological issues, such as the absence of blinding for both assessors
and patients, wherever feasible. As identified in the review, a meta-analysis could not be conducted
concerning post-operative pain due to the heterogeneity in reporting. Consequently, it is essential to
establish a standardized pain assessment tool in future research, possibly as part of a core patient
outcome set for this condition. Furthermore, in conjunction with reporting pain levels, future studies
should also document the use of pain medications. Beyond these outcomes, it is equally important to
evaluate the cost implications of this approach. Therefore, future research should not only assess the
effectiveness but also the economic impact of the intervention or treatment being studied. This
comprehensive approach will provide a more robust foundation for evidence-based decision-making in
the management of post-operative care.

CPD reflective questions

1. What are the main methodological issues within this systematic review?

2. What additional evidence are you aware of from your own practice which may help you inform
the effectiveness of packing versus non-packing for patients with PSD?

3. What additional factors should be taken into consideration when making this decision regarding
packing and non-packing?
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