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Comments to Research Review

The Effective Health Care (EHC) Program encourages the public to participate in the
development of its research projects. Each comparative effectiveness research review is posted to
the EHC Program Web site in draft form for public comment for a 4-week period. Comments
can be submitted via the EHC Program Web site, mail or email. At the conclusion of the public
comment period, authors use the commentators’ submissions and comments to revise the draft
comparative effectiveness research review.

Comments on draft reviews and the authors’ responses to the comments are posted for
public viewing on the EHC Program Web site approximately 3 months after the final research
review is published. Comments are not edited for spelling, grammar, or other content errors.
Each comment is listed with the name and affiliation of the commentator, if this information is
provided. Commentators are not required to provide their names or affiliations in order to submit
suggestions or comments.

The tables below include the responses by the authors of the review to each comment that
was submitted for this draft review. The responses to comments in this disposition report are
those of the authors, who are responsible for its contents, and do not necessarily represent the
views of the Agency for Healthcare Research and Quality.

Source: http://effectivehealthcare.ahrg.gov/search-for-guides-reviews-and-
reports/?pageaction=displayproduct&productiD=1491
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Commentator Section

& Affiliation

General/Overall
Comments

Reviewer: 2

Comment

So overall | think the group did a
fantastic job. they seemed terribly
focused on worrying about bias in
reporting and in the desire to be
truly comprehensive it seemed to
me that they provided too much
information about studies that were
probably not worth reporting on. |
would recommend making some
clear definitions that only studies of
number or some level of
power were included. Otherwise |
fear people will look ... see
evidence and not look back at the
quality of the study being poor and

the sample N=10.

@Mwmm

Response

Thank you for the positive feedback and comments on the draft report. We included
studies that met the predefined inclusion criteria established in our review protocol.
Regarding the quality of the studies, we agree that there were many studies of poor
quality and/or small sample size but we included them if they met the predefined
inclusion criteria. For all included studies, we carefully assessed these and other
predefined quality criteria. The results of our quality assessments are reflected in
our Summary of Evidence findings (Table A of the ES and Table 31 of the main
report), and additional details of the quality rating assessment are presented in
Appendix G.

Source: http://effectivehealthcare.ahrg.gov/search-for-guides-reviews-and-reports/?pageaction=displayproduct&productD=1491

Published Online: May 8, 2013
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Commentator Section Comment Response
& Affiliation
Reviewer: 3 General/Overall The key questions really are the Thank you for this comment.
Comments ones that clinical providers face

each time they see a patient with a
pressure ulcer. What is the
nutritional plan? What is the
pressure reduction plan? What type
of wound dressing is appropriate?
Should | consider an adjunctive
method to treat the wound? The
authors addressed those
fundamental questions looking at
the evidence. | came away after
reading the report that the authors
had spent the time researching the
guestions. Based on this document
and others, | agree with their
conclusions.

Source: http://effectivehealthcare.ahrg.gov/search-for-guides-reviews-and-reports/?pageaction=displayproduct&productD=1491
Published Online: May 8, 2013
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Reviewer: 4 General/Overall The report is clinically meaningful, | We developed our review to provide evidence that might be useful to clinicians,
Comments the target population is defined, but | policymakers, patients, and other decision makers interested in pressure ulcer
the audience is not. My treatment. We have added this statement to the Applicability section of our

understanding was that this report | Methods.
was produced to support
development of a clinical practice
guideline for primary care and
medical specialists, but certainly
the audience could be broader.

Reviewer: 5 General/Overall The area of treatment strategies for | We agree that there are many issues related to pressure ulcer treatment that are
Comments pressure ulcers is increasingly important. For this report, we focused primarily on clinical outcomes, particularly
important for hospitals, nursing wound healing.

facilities and home care programs.
Issues of cost, multi-drug
resistance, and readmission are
onlyi ing in importance.

Source: http://effectivehealthcare.ahrg.gov/search-for-guides-reviews-and-reports/?pageaction=displayproduct&productD=1491
Published Online: May 8, 2013
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Reviewer: 6 General/Overall This is an extremely throrough
Comments review of studies from 1985 to

2011. Although there were no
substantial new findings compared
to the systematic review by Reddy
et al in 2008, the review has value
for those attempting to keep up
with the literature regarding
pressure ulcer treatment and for
the design of research studies that
will improve the evidence.

General/Overall
Comments

Reviewer: 8 The report will be meaningful to
clinicians, it reads clearly, is
comprehensive and addresses
major areas of pressure ulcer
treatment evidence that
practitioners apply in their practice
with care of patients with pressure
ulcers. The key questions and
methods used to evaluate the
literature are described with
enough detail for the reader to feel
this was a well and carefully done
review.

o ——
{ (€97 Effective Health Care F‘rugrnm

Response

Thank you for your comment and positive feedback. We appreciate your review of
our draft report.

Thank you for your comment and positive feedback. We appreciate your review of
our draft report.

Source: http://effectivehealthcare.ahrg.gov/search-for-guides-reviews-and-reports/?pageaction=displayproduct&productD=1491

Published Online: May 8, 2013
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Reviewer: 10

Wound
Ostomy &
Continence
Nurses
Society
(WOCN)

Section

General/Overall
Comments

General/Overall
Comments

Advancing Excellence in Health Care » www.ahrg.gov

Comment

The report is clinically meaningful.
The target population and audience
are clearly defined. The key
question is appropriately and
explicitly stated: To summarize the
available evidence comparing the
effectiveness and safety of
treatment strategies for pressure
ulcers.

The document provided an in depth
and well organized review of the
literature. The search questions
addressed relevant treatment
topics. The search strategy
appears reasonable and feasible
with appropriate inclusion and
exclusion criteria. A reasoned
approach was utilized to rate the
studies and establish the level of
evidence for the findings.

o ——
{ (€97 Effective Health Care F‘rugrnm

Response

Thank you for your comment and positive feedback. We appreciate your review of
our draft report.

Thank you for your comment and positive feedback. We appreciate your review of
our draft report.

Source: http://effectivehealthcare.ahrg.gov/search-for-guides-reviews-and-reports/?pageaction=displayproduct&productD=1491
Published Online: May 8, 2013
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Abstract Evaluating the effectiveness of We categorized the surfaces by the name or feature used by the researchers in the
support surfaces for treating articles and in other systematic reviews in order to facilitate comparisons. As they
pressure ulcers by combining refer to low-air loss beds/devices and compare this feature against others, we used
results from distinct studies is this terminology. We have revised the text to clarify what is compared in each
hindered by a number of factors study.

including variability among
products with similar features (e.g.
Low air-loss). Mechanistically,
support surfaces affect pressure
ulcer treatment by redistributing
pressure away from the injured site
and creating a microclimate that
does not adversely affect the
healing process. Low air-loss is a
feature of a support surface “that
provides a flow of air to assist in
anaging the heat and humidity
(microclimate) of the skin.”

Source: http://effectivehealthcare.ahrg.gov/search-for-guides-reviews-and-reports/?pageaction=displayproduct&productD=1491
Published Online: May 8, 2013
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@ Effective Health Care Program

Response

(NPUAP-EPUAP Clinical Practice
Guidelines, 2009). Notice that the
term “low air-loss” refers to a
feature and not a category of
product. Clearly, if a bed only
provided flow of air to the skin
without redistributing pressure it
would not be an effective support
surface. Therefore, the extent to
which a surface with low air-loss
affects healing is almost certainly
also related to how the surface
redistributes pressure. A study to
isolate the effect of the low airloss
feature would need to be
conducted on the same mattress
with and without the air escaping
through the cover. There is no such
study in the literature. The
statement in the structured abstract
on page Vv that reads, “there is no
overall benefit to low air-loss beds
compared to standard foam
mattresses” is potentially
misleading because the small
number of studies conducted did
not control for the additional factor
of pressure redistribution.
Therefore, there is insufficient
evidence in the literature to
compare surfaces with low air-loss
features to foam mattresses
without low air-loss features. The
statement in the structured abstract
on page Vv that reads, “different
mattress brands are comparable in
performance “ is unclear. Does
“different mattress brands” refer to
only support surfaces with air-
fluidized features or all support
surfaces? Or, does it follow from

Source: http://effectivehealthcare.ahrg.gov/search-for-guides-reviews-and-reports/?pageaction=displayproduct&productID=1491

Published Online: May 8, 2013
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& Affiliation

the second key point on page 17
referring to alternating pressure
beds? If it is the latter, this is a
potentially misleading broad
generalization.

Reviewer: 9 Executive summary |Page 27, line 36, should this read | Thank you. This error has been corrected.
"did not describe harm"
Reviewer: 9 Executive summary |In page 6, line 18 the search is up | Thank you. This error has been corrected.
to August 5 2011, whereas in page
31, line 55 is says studied
published through September 14

2012
Reviewer: 9 Executive summary |Page 32 line 15 should read, Thank you. This error has been corrected.
supported bu a low strength of
evidence
Anonymous Executive summary |ES-2: The NPUAP staging system |We have changed references to the NPUAP staging system to reflect the most
comments displayed is outdated. recent version.
based on
American
Association of
Wound Care
(AAWC)
Guidelines

Source: http://effectivehealthcare.ahrg.gov/search-for-guides-reviews-and-reports/?pageaction=displayproduct&productID=1491
Published Online: May 8, 2013
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Anonymous Executive summary |ES-8: According to the study As mentioned above, we did not include summary findings from studies or reviews
comments design inclusion standards, no that combined results for different wound types without providing separate results
based on bona fide statistically sound meta- |for pressure ulcers. We evaluated other systematic reviews of pressure ulcer
AAWC analysis of evidence is included in |treatments as part of our review process. Our review was commissioned in part
Guidelines this analysis. This seems to omit due to concerns about the rigor, comprehensiveness, and quality of other reviews.
compelling evidence which is at In addition, the questions posed and inclusion/exclusion criteria used by other
odds with the conclusions of this reviews may have been different from ours. We therefore used other systematic
work: reviews to find original studies for our review, and to contextualize our findings.

a. "Our systematic review provided
only weak levels of evidence on the
clinical efficacy of modern
dressings compared with saline or
paraffin gauze in terms of healing,
with the exception of
hydrocolloids.” 2

b. “Twenty-nine publications,
dealing with 28 different studies,
met the inclusion criteria and were
included in the review.
Hydrocolloids were most frequently
used on pressure ulcers grade 2-3.
Concerning the healing of the

Source: http://effectivehealthcare.ahrg.gov/search-for-guides-reviews-and-reports/?pageaction=displayproduct&productD=1491

Published Online: May 8, 2013
10



SERVIC
o SERVICHS,

C 5,

& 1

i

. E :

e
“tavan

Commentator Section
& Affiliation

AHRQ

Agency for Healthcare Research and Quality
Advancing Excellence in Health Care » www.ahrg.gov

Comment

o ——
@ Effective Health Care Program

Response

pressure ulcer, hydrocolloids are
more effective than gauze
dressings for the reduction of the
wound dimensions. The absorption
capacity, the time needed for
dressing changes, the pain during
dressing changes and the side-
effects were significantly in favour
of hydrocolloids if compared to
gauze dressings.”3

c. One meta-analysis4 of 281
pressure ulcers dressed with one
hydrocolloid dressing, 136 dressed
with another and 102 dressed with
saline gauze reported significantly
(p<0.05) more pressure ulcers
completely healed using the 281-
subject dressing as compared to
gauze at 8, 10 and 12 weeks, with
51% of gauze-dressed subjects
healed at 12 weeks compared to
61% of the highperforming
hydrocolloid dressing. A slightly
lower percent of subjects healed
with the other hydrocolloid dressing
healed compared to those dressed
with saline gauze, suggesting
variability within the category of
hydrocolloid dressings.

i. Percents healed at 12 weeks
using mainly the high-performing
hydrocolloid dressing implementing
a content-validated standardized
protocol of pressure ulcer care
were replicated in multiple settings
in a cohort of 507 pressure ulcers.5
d. Joint analysis of six studies
comparing hydrocolloids to gauze6
reported that hydrocolloid primary
dressings significantly improved
pressure ulcer healing rates

Source: http://effectivehealthcare.ahrg.gov/search-for-guides-reviews-and-reports/?pageaction=displayproduct&productID=1491

Published Online: May 8, 2013
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compared to conventional
gauzetreatments with 7 patients
needed to treat to reveal benefit
(95% conficence interval 4- 16). In
the same review, analysis of 5
studies reported a significant
favorable hydrocolloid effect on
ressure ulcer healing time.6

Anonymous Executive summary |ES-14: Based on 4.a,b,c above, Please see responses to comments above.
comments please consider elevating level of
based on “Hydrocolloid compared to
AAWC conventional dressings” to
Guidelines “Moderate”. These are all bona

fide, statistically sound meta-
analyses which have added
clinically important findings to the
literature not addressed in the
CER.

Source: http://effectivehealthcare.ahrg.gov/search-for-guides-reviews-and-reports/?pageaction=displayproduct&productD=1491

Published Online: May 8, 2013
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Anonymous Executive summary
comments
based on
AAWC

Guidelines

Comment

ES-18: The second row under
“Harms...” labeled “Dressings and
Topical Therapies (perhaps
distinguish it from first such row:
seems odd to address different
issues but have same name). The
meta-analysis of infection
differences seemed compelling
evidence of gauze harm to all
chronic and acute wounds. Having
the CER group perform its own
meta-analysis of effects of gauze
vs the same occlusive dressingsl
on clinical infections in pressure
ulcers as defined by the classic
clinical signs/symptoms may add
value to this CER.

@Mwmm

Response

The labels refer to the intervention categories and there were two conclusions for
this intervention category so we have retained the “Dressings and topical therapies
label for both of these statements”.

As mentioned above, we included only studies of pressure ulcers. We examined
infection and pain as outcomes when reported. They were not reported consistently
or commonly enough to meta-analyze for any given intervention comparison.

Source: http://effectivehealthcare.ahrg.gov/search-for-guides-reviews-and-reports/?pageaction=displayproduct&productD=1491

Published Online: May 8, 2013
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Catherine Executive summary
Ratliff

Nice job Thank you, we appreciate the feedback.

Laura Bolton Executive summary | This is a phenomenal piece of Thank you. We respond to individual comments below.
work; | am conscious of the effort
that underlies such an undertaking
and congratulate the review board
for producing such a
comprehensive document.
However, | do believe that one or
two of the conclusions are either
unsupported and/or misleading; |
have explained in more detail in
below and also uploaded reference
materials where appropriate. Thank
you.

Source: http://effectivehealthcare.ahrg.gov/search-for-guides-reviews-and-reports/?pageaction=displayproduct&productD=1491
Published Online: May 8, 2013
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b) A recognition that basing We compare our results to the systematic review by Mclnness, 2011, which also
conclusions on studies which are | reports some evidence that AF beds lead to reduction in size of PUs. We did not

Laura Bolton Executive summary

rated as 'fair' or 'poor’, leads to include professional association recommendations in our review, rather we provide
'significant flaws that imply bias the review so it can be used by others to make recommendations. We revised our
that might invalidate the results' text so that it does not make recommendations, rather it summarized the studies
(p.ES10; 11). c) The 'balance of and points out their strengths and weaknesses.

costs and potential harms of [AF]
technologies against the other
benefits is unclear' (ES- 26). d)
Other well-respected authorities
such as NPUAP (the strength of
evidence does not support
prescriptive recommendations),
NICE (UK) and recent systematic
reviews (Mclnnes) have failed to
reach the same conclusion.

Source: http://effectivehealthcare.ahrg.gov/search-for-guides-reviews-and-reports/?pageaction=displayproduct&productD=1491
Published Online: May 8, 2013
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NPUAP Executive summary |ES-13 Table A Key Outcome is We have revised the formatting of Table A to correctly list this outcome.
listed as Alternating pressure beds
but the conclusion relates to

alternating pressure chair cushions.

Source: http://effectivehealthcare.ahrg.gov/search-for-guides-reviews-and-reports/?pageaction=displayproduct&productD=1491
Published Online: May 8, 2013
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NPUAP Executive summary |ES-19 and the Key Points (p. 78) | We have placed these comments under the appropriate key questions. We

related to surgery for pressure considered ulcer location and bone involvement to fall under KQ 1a (characteristics
ulcers cite independent variables- | of ulcers), and spinal cord injury to fall under KQ 1b (patient characteristics).

for example ‘Sacral ulcers have
lower recurrence rates after
surgery than ischial pressure
ulcers.’ The location of the ulcer,
whether or not the patient has a
spinal cord injury, and whether or
not bone debridement is done
during surgery are defining
characteristics of the patient’s
wound.

Reviewer: 1 Introduction Same as above Thank you for your comments.

Reviewer: 3 Introduction The introduction is well thought out | Thank you, we appreciate your comment and the feedback.
and well written. The authors did an
excellent job of outlining some
epidemiology, pathology and
current standards of care for
pressure ulcer treatment. In itself it
does a fine job of outlining the
issues. Referencing the NPUAP
and showing the staging is
important. The authors did a very
nice job of outlining the key
guestions and the rationale for the
questions.

Source: http://effectivehealthcare.ahrg.gov/search-for-guides-reviews-and-reports/?pageaction=displayproduct&productD=1491
Published Online: May 8, 2013
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Commentator Section Comment Response
& Affiliation

Reviewer: 3 Introduction A few further comments on why We have added comments in this regard, as suggested.
pressure ulcer treatment is
important to providers will also help
raise the level of importance of this
work. Pressure ulcers are
considered quality metrics for long
term care. They are a frequent
source of medico-legal issues. In
some states, worsening pressure
ulcers are considered reportable to
the state. Most readmissions for
pressure ulcers will not likely be
paid for in the future. Some
comments on these common
issues may strengthen the
argument. (page one)

Source: http://effectivehealthcare.ahrg.gov/search-for-guides-reviews-and-reports/?pageaction=displayproduct&productD=1491

Published Online: May 8, 2013
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Reviewer: 4 Introduction

Comment

You chose not to reference
“Suspected Deep Tissue Injury”
from the NPUAP 2007
classification — was that because
you did not find studies referencing
this “stage” or some other reason?

Response

We have changed the figure and descriptions of the NPUAP staging system.

Source: http://effectivehealthcare.ahrg.gov/search-for-guides-reviews-and-reports/?pageaction=displayproduct&productD=1491
Published Online: May 8, 2013
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Reviewer: 6 Introduction As this is likely to be read by Thank you for your suggestion. For the draft submission of the report we used
persons not familiar with wounds, | place holder photos because we were awaiting copyright approval from NPUAP to
the photos on ES-2 should be of use the images. We have received the copyright to use the high resolution images
improved qualit and these have been added to the final report.

Reviewer: 8 Introduction In the Executive Summary We have changed the figure and descriptions of the NPUAP staging system.
introduction the NPUAP stages of
pressure ulcers are described. The
authors have included four of the
stages that are in the NPUAP
classification system. There are
also 2 other categories in the latest
version, unstageable, and
suspected deep tissue injury. Why
were the staging categories limited
to the four and not the whole of
six? These should be included as
part of the evaluation and staging
system to be accurate and
complete and if not specifically
used in the evaluation of studies
that can be explained. At many
clinical facilities these additional
categories are used and familiar to
clinicians with wound/pressure
ulcer expertise.

Source: http://effectivehealthcare.ahrg.gov/search-for-guides-reviews-and-reports/?pageaction=displayproduct&productD=1491
Published Online: May 8, 2013
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Reviewer: 10 Introduction First, | applaud the authors for Thank you, we appreciate your comment and the feedback and your detailed

taking on this massive project! review of our draft report. We have addressed specific comments below.
Second, | would like to
acknowledge that to summarize
such a wealth of knowledge is a
daunting task and there is likely no
"one way" to present the summary
data that will meet the needs of all
of the target audience. That being
said, | am presenting my critique
with the mindset that some of these
issues | raise or suggestions |
make will somehow improve the
overall refinement of the document.

Thomas Smith Introduction Thank you for your comment.

James Introduction The conclusions re electrical We conducted our review and synthesized evidence independently of other

Adamson stimulation are not consistent the entities, including NPUAP. Our conclusions reflect our evaluation of existing
NPUAP report evidence, while the NPUAP report likely reflects both assessment of the evidence
as well as expert opinion. We hope the two reports will provide complementary
guidance.

Source: http://effectivehealthcare.ahrg.gov/search-for-guides-reviews-and-reports/?pageaction=displayproduct&productD=1491
Published Online: May 8, 2013
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NPUAP Introduction The 2007 NPUAP staging system | These have been added to the description and we have changed the figure for the
is a six stage system which NPUAP staging system.

includes Unstageable and
Suspected Deep Tissue Injury
(Executive Summary and
Introduction). Research on PU
healing is typically limited to Stages
I-1IV but the NPUAP-EPUAP
Clinical Practice Guidelines,
2009reaffirmed the six stage

system.
Reviewer: 1 Methods Yes Thank you for the comment.
Reviewer: 2 Methods | would recommend future We have added a comment about treatment fidelity in the section on limitations of

consideration or SOMEWHERE the evidence base.
that the issue of treatment fidelity
be raised and addressed. If nothing
else this could be in the discussion.
In all fairness...these were not the
best designed studies in most
cases and it was not clear how
treatments were implemented?
were treatments implemented as
intended? if the wound vac was
being used...was it worn truly by
the individually as recommended;
was it working and on and on. In
real world settings we will know
that this is an issue.

Reviewer: 2 Methods I would recommend including only | We appreciate this suggestion, but given the paucity of good studies (our highest
good and above studies and only | category), and studies with large sample sizes, we felt it necessary to review and
those a sufficient SS to report on lower quality and smaller studies. We have qualified evidence from those

demonstrate effectiveness ..or at studies in our ratings of strength of evidence.
least some reasonable size
sample. otherwise | think the
findings will be overinterpreted.

Source: http://effectivehealthcare.ahrg.gov/search-for-guides-reviews-and-reports/?pageaction=displayproduct&productID=1491
Published Online: May 8, 2013
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Reviewer: 2 Methods Also with regard to inclusion and We report the inclusion/exclusion criteria for the studies in the Evidence Tables
exclusion...not 100% sure how to | and discuss the differences in populations as one of the characteristics of this
do this best given all the studies literature.
but the whole area of contributing | The inclusion and exclusion criteria, and description of these criteria, were highly
factos-age of individuals, and of variable. We have added a comment about more standardized description of
major concern is whether or not patient characteristics in future studies in our Research Gaps section.

folks with arterial insuf were
included? anemia? nutritional
status etc. In some studies these
things were exclusion criteria and
others they were not. this could be
in the discussion if not considered.

Reviewer: 4 Methods Inclusion criteria are justifiable and | We have included search terms in an Appendix per standard CER protocol.
search strategies in the Appendix
are explicit and logical. Should
there be some description of the
search terms used in the body of
the report? Statistical methods
were not utilized for most of the
report for appropriate reasons, and
appear appropriate when studies
could be pooled.

Source: http://effectivehealthcare.ahrg.gov/search-for-guides-reviews-and-reports/?pageaction=displayproduct&productD=1491
Published Online: May 8, 2013
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Reviewer: 6 Methods The inclusion and exclusion criteria | As mentioned by the reviewer, for most interventions, the number of studies and
are clear, however, it may be sample sizes were not large enough to allow meaningful stratification of results by
appropriate to break out pressure | patient characteristics. Where possible, we tried to examine results for SCI patients
ulcers due to Spinal Cord Injury separately.

from all the rest as a subanalysis.
Given the paucity of data this may
not be possible.

Reviewer: 7 Methods The inclusion and exclusion criteria | Thank you, we appreciate your comment and the feedback.
were justifiable. | particularly liked
Appendix D and having the list of
included studies broken down by
category. | also appreciated having
the excluded references listed
(Appendix E) and with each
reference having the reason for the
exclusion provided. This is
meaningful to me as a reviewer
and reader, as | have seen other
topical reviews that were not as
meticulous as this one was.

Source: http://effectivehealthcare.ahrg.gov/search-for-guides-reviews-and-reports/?pageaction=displayproduct&productD=1491
Published Online: May 8, 2013
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Reviewer: 8 Methods The inclusions and exclusion Thank you, for your comment. We agree that older studies may not have been
criteria were reasoned and clearly | designed to reduce bias, or the reporting of these standards may not have been as
explained. Reduction of factors that | common. However, for methodological reasons we are not able to apply a different
might bias the review are set of quality standards to older studies and all studies that were included were
adequately detailed. The quality of |evaluated using the same predefined criteria.
study assessment is fair, however,
the factors used to assess this
were not always as well known as
they are today. Hence, earlier
studies will not fair as well as more
recent studies provided
invesitgators of more recent
research have been applying more
current standards to their study
methods and design.

Reviewer: 9 Methods The inclusion and exclusion criteria | Thank you.
are justifiable

Reviewer: 9 Methods The search strategies are explicit, | Thank you for your comment. We have clarified the years searched and provided
however, the years of searching our rationale for choosing this time frame based on the suggestion of technical
need to be clarified experts in the field.

Reviewer: 9 Methods The definitions are clear and Thank you.
appropriate

Reviewer: 9 Methods the statistical methods are Thank you.
appropriate

Source: http://effectivehealthcare.ahrg.gov/search-for-guides-reviews-and-reports/?pageaction=displayproduct&productID=1491
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We agree that such studies are highly relevant to the management of pressure
articles which studied the effects of | ulcers. We included this variable as a contextual factor in our approach to the

Reviewer: 10 Methods | was a little disappointed that

a designated wound team on evidence. However, examining this aspect of pressure ulcer management was
pressure ulcer healing rates beyond the scope of this report.

(versus no designated wound team
approach) were excluded as "not | The AHRQ is developing a review on treatment of chronic venous ulcers.

relevant." System wide approaches | The protocol can be found at this link:

to PU treatment such as specialist | http://www.effectivehealthcare.ahrg.gov/ehc/products/367/995/CVU_Protocol"
teams (with multipronged
interventions) may or may not be
more effective in healing PUs than
one particular therapy.

Source: http://effectivehealthcare.ahrg.gov/search-for-guides-reviews-and-reports/?pageaction=displayproduct&productD=1491
Published Online: May 8, 2013
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Comment

In addition, there could be some
clarification about the exclusion of
other systematic reviews which
looked at comparative treatments
that the author states were
excluded for reason of: "systematic
review not directly used" - were all
of the primary studies contained in
these excluded systematic reviews
used in the current analysis or just
some of them?

@Mwmm

Response

Thank you for your comment. Primary studies from retrieved systematic reviews
were evaluated for inclusion in our review based on our inclusion/exclusion criteria.
Studies in those reviews, for example, that addressed wounds other than pressure
ulcers were not included.

Regarding the inclusion of systematic reviews, we reviewed the reference lists of
the systematic reviews that were not directly used and evaluated all the studies
used in these reviews to ensure we assessed all the literature used in previous
reviews. However, studies that did not meet the specific inclusion/exclusion criteria
for this report (for example studies published prior to 1985 or only available in a
foreign language) were not included.

Source: http://effectivehealthcare.ahrg.gov/search-for-guides-reviews-and-reports/?pageaction=displayproduct&productD=1491
Published Online: May 8, 2013
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The definitions or diagnostic criteria | Thank you.
for the outcome measures seemed

appropriate (wound healing). The

statistical methods used appeared

appropriate for a systematic review.

Reviewer: 10 Methods

Source: http://effectivehealthcare.ahrg.gov/search-for-guides-reviews-and-reports/?pageaction=displayproduct&productD=1491
Published Online: May 8, 2013
28



Agency for Healthcare Research and Quality

| _/é AHRQ

Commentator
& Affiliation

Section

Advancing Excellence in Health Care » www.ahrg.gov

Comment

o ——
€)'} Effective Health Care Progrom

Response

APTA Methods Lastly, we recognize comparing We did search for multi-factorial interventions (or 'co-interventions') as reported in
interventions within defined the Interventions and Comparators subsection of our Scope and Key Questions
categories is an important part of section. We found limited evidence in that realm, which we indicate in the
determining the efficacy of Applicability subsection of our Discussion.
treatments and feel that this will
yield valuable information and
guidance in clinical practice. The
report did not consider the efficacy
of multi-factorial interventions in the
treatment of pressure ulcers versus
single intervention approaches.

The use of multi-factorial treatment
approaches for pressure ulcers
may demonstrate improved results
in certain patient populations and
therefore this report should more
closely examine these approaches.
Catherine Methods good did not look at medical device | Thank you for your comment. We assessed medical devices such as alternating

Ratliff related? pressure beds and other interventions.

James Methods Research methods appear very Numerous search engines are available to search for studies in MEDLINE and

Adamson good and thorough. Other search | other relevant literature databases. We used a variety of search engines to retrieve
engines not used were citations from several different databases. We also reviewed included studies,
pubmed.gov and Medscape.com reviews, and background articles for important studies we may have missed in our

electronic searches. We do not believe that using additional search engines would
have resulted in a meaningfully different set of included studies.
Laura Bolton Methods Inclusion criteria: | question the We decided to include the same years for all interventions, from 1985 to 2012. By

inclusion of clinical studies, which
are up to 27- years old, particularly
when healthcare practice has
changed substantially and the
control intervention is no longer
considered an acceptable standard
of care for the treatment of patients
with wounds: i.e. using a standard
non-pressure redistributing (PR)
foam or unspecified ‘intervention’,
loosely described as ‘standard
practice'. One would naturally
expect most modern PR support
surfaces, including AF, to perform
better than no therapy at all, but

definition that means older studies were included. We specified years and
described the interventions and what was the comparator so that the reader is
aware of this. We have added to text to highlight that many studies are older and
use comparators that are not currently considered standard practice in many
settings, but we did not exclude studies that examined practices that may not be
“best practices” but are common.

Source: http://effectivehealthcare.ahrg.gov/search-for-guides-reviews-and-reports/?pageaction=displayproduct&productID=1491
Published Online: May 8, 2013
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2) Munro 1989: rated as 'fair' Uses | The comparator is not one of the criteria used in quality rating. We have revised the
an undefined 'standard’ bed as a text to clarify what comparators are used and that some are not currently
comparator which, given the date, |considered best practice in many settings.

would likely to be nonpressure-
redistributing foam and would not
be considered acceptable practice
today — the NPUAP guidelines
gives clear guidance as to
minimum standards of care for
patients with wounds. Summary:
comparator, outdated

Laura Bolton Methods

Source: http://effectivehealthcare.ahrg.gov/search-for-guides-reviews-and-reports/?pageaction=displayproduct&productD=1491
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Jackson 1988: 'poor' As above - Same response as above.

Compared against several
undefined and different surfaces!

Summary: as above.

Laura Bolton Methods

Source: http://effectivehealthcare.ahrg.gov/search-for-guides-reviews-and-reports/?pageaction=displayproduct&productD=1491

Published Online: May 8, 2013



Agency for Healthcare Research and Quality
Advancing Excellence in Health Care » www.ahrg.gov

# ) re
—/gc AHRQ @ Effective Health Care Program

Commentator Section Comment Response
& Affiliation
Laura Bolton Methods Excluded studies: Given the The population for this review was people with existing pressure ulcers. Post
significant lack of quality research, | | surgical patients were not included as they no longer had an ulcer to be healed. As
am surprised that one the article is actually about prevention, it is in the scope of the companion review
contemporary RCT (Finnegan on pressure ulcer prevention.

2008) was rejected as being from
the 'wrong population'. It provides
both a clinical and (rare) economic
outcomes comparing AF against a
technically advanced AP support
surface; it should be worthy of
inclusion as its relative weaknesses
are no worse than for other studies
which have been included. | don't
agree that it is realistic to apply an
arbitrary sample size of 50 subjects
for singlecentre surgical
interventions, given that there are
many other small studies included
which might also be considered
non-generalisable — especially
those where the control
intervention is not described. It is
also, by design, not confounded by
the surgical technique as all
patients had the same intervention;
it was the postclosure healing that
was compared between AF and AP
not the surgical procedure itself. |
would ask that this study be
reconsidered. Key points: Finnegan
2008: 40 subjects, AP vs. AF.
Results: equivalence in terms of
wound site healing but significantly
greater cost associated with AF
and much lower patient
satisfaction. Summary: evidence
that the claim that AF is superior to
AP support surfaces might be
flawed (see executive summary)
Reviewer: 1 Results Detailed, clearly described and Thank you for your comment.
applicable

Source: http://effectivehealthcare.ahrg.gov/search-for-guides-reviews-and-reports/?pageaction=displayproduct&productID=1491
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Reviewer: 2

If treatment fidelity is added...or
simply if it is indicated if there was
evidence in the study if treatment
fidelity was addressed...a column
could be added to the outcome
tables. Tables with only studies of
set size and quality would be easier
to look at and digest. a description
in the introduction of the many
smaller etc studies could be
included in the introduction.

Results

Pressure reduction:
Comprehensive discussion with
appropriate sub-categorization
based on type of pressure
reduction device. See my
comments below on air fluidized
beds.

Reviewer: 3 Results

Treatment fidelity was rarely if ever reported. We have addressed this in the
section on Limitations of the Body of Evidence. Please see above for response
related to smaller and poorer quality studies.

Thank you.

Source: http://effectivehealthcare.ahrg.gov/search-for-guides-reviews-and-reports/?pageaction=displayproduct&productD=1491
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Reviewer: 3 Results Local wound care (pages 41+): Thank you for this comment.
Again, very comprehensive
evaluation of most major categories
of wound dressings.

Reviewer: 3 Results Adjunctive therapies (pages 84+)
This was also well done. | again
appreciate the emphasis on
complete wound healing which
should be the outcome of note for
all studies. Unfortunately, most had
intermediate outcomes of
decreases in wound size. |
appreciate the discussion of the
harms which were more common in
the adjunctive therapies.

Thank you for this comment.

Source: http://effectivehealthcare.ahrg.gov/search-for-guides-reviews-and-reports/?pageaction=displayproduct&productD=1491
Published Online: May 8, 2013
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Reviewer: 3 Results NPWT: While the reviewed studies | Thank you for this comment. We have included a comment about the FDA warning
did not indicate harms with NPWT, |in our review.
the FDA has issued warnings about
the safety (death and bleeding)
from NPWT. Most of these reports
may be post-marketing reports;
however, with the risk of death with
the use of a device with insufficient
evidence, | think some mention
must be made in the harms section
or referenced).

We appreciate your comment. Because strength of evidence tables can be quite
the strength of evidence table in long, we typically place them in the appendix of reports to ease readability.
Appendix G presented in the body |However, we summarize the contents in Table A of the executive summary and
of the report for each relevant Table 31 of the main report.

group of interventions, or at the
least in the discussion section.

Reviewer: 4 | would prefer to see the sections of

Source: http://effectivehealthcare.ahrg.gov/search-for-guides-reviews-and-reports/?pageaction=displayproduct&productD=1491
Published Online: May 8, 2013
35



Commentato
& Affiliation

AHRQ

Agency for Healthcare Research and Quality

Advancing Excellence in Health Care » www.ahrg.gov

r Section

Comment

o ——
@ Effective Health Care Program

Response

Reviewer: 4 Results Key messages are explicit, but | We appreciate this opinion about how to present findings and struggled with this
would favor stating explicitly that issue ourselves. In the end, we felt it important to consider wound healing
there is or isn't evidence for outcomes as a spectrum. Although complete wound healing is the ultimate goal,
complete wound healing, and if interventions used on more severe ulcers are often unlikely to produce complete
there is, what the strength of that | wound healing, even if highly effective, over the short duration of most studies.
evidence is. Other interventions used for smaller or less advanced ulcers might produce
complete wound healing, even if only mildly effective. Because this was a
comparative effectiveness review, we considered it important to ensure a level
playing field, to the extent possible, across intervention types. We therefore
prioritized the outcome of complete wound healing but did not separate it
completely from other wound healing measures. We have explained this reasoning
in the Outcomes section of our Scope and Key Questions section.
Reviewer: 4 Results I am not aware of studies that have | Thank you for your comment.
been overlooked.
Reviewer: 5 Results Clear tables, meaningful criteria for | Thank you.
inclusion/exclusion.
Comprehensive.
Reviewer: 6 Results The detail is exquisite in this Thank you.
comprehensive review.
Reviewer: 6 Results Specific typographical suggestions: | While similar in language and appearance, these are in fact two distinct sentences.
pl7, line 32-34 is duplicated in One relates to effectiveness outcomes and the other to harms.
lines 36-38 "Outcomes of interest for effectiveness were resolution of ulcer determined by
complete wound healing, healing time, reduction in wound surface area, and
reduction in pain, prevention of serious complications of infection such as sepsis or
osteomyelitis, and ulcer recurrence rates. Outcomes of interest for harms were
pain, dermatologic reactions, bleeding, and complications including but not limited
to infection and need for surgical intervention. "
Reviewer: 6 Results P17, line 40: change 'decubitus’ Thank you for bringing this to our attention. We have made the suggested
ulcer to pressure ulcer correction in the final report.
Reviewer: 6 Results p33, line 21: ... dextranomer past to | We have added the comparator.
be inferiorto ____ Please describe
the comparator
Reviewer: 6 Results p35, line 16: extra words in the Thank you for bringing this typographical error to our attention. We have made the
sentence need to be suggested correction in the final report.
corrected/deleted (of the of our)
Reviewer: 6 Results pl116, line 34: Change 'lover' to Thank you for bringing this typographical error to our attention. We have made the
'lower’, suggested correction in the final report.
Reviewer: 6 Results pl16, line 45 change 'is suggest' to | Thank you for bringing this typographical error to our attention. We have made the
it suggests' suggested correction in the final report.

Source: http://effectivehealthcare.ahrg.gov/search-for-guides-reviews-and-reports/?pageaction=displayproduct&productID=1491
Published Online: May 8, 2013
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Thank you. We appreciate the comment and feedback.

There was very thorough coverage
of the literate and again, the Tables

were very helpful in the
resentation of the data.

Reviewer: 7 Results

Thank you. We appreciate the comment and feedback. We have revised the tables

Results Description of studies and results
seemed about right. The tables to minimize redundancy.

were easy to follow and supported

the text (may have been a bit
duplicative but some readers may

focus on one vs. the other so
robably not an issue).

Reviewer: 8

The amount of material is Thank you.

Reviewer: 9 Results

appropriate, the messages are
clear and the figures etc
appropriate

Thank you. The formatting error in this table has been corrected.

Reviewer: 9 Results page 22 line 47, the heading is AP
beds, yet the data relate to
cushions

Source: http://effectivehealthcare.ahrg.gov/search-for-guides-reviews-and-reports/?pageaction=displayproduct&productD=1491
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Reviewer: 10 Results Also in same section, clarification | We have specified that the finding refers to dextranomer paste.

may be helpful when making
statements like " dextranomer was
less effective than standard wound
dressings or other topical agents" -
dextranomer paste or beads or
both?

We appreciate the comment that our findings are consistent with other sources.

WOCN Results The findings are consistent with
other available systematic reviews
and published clinical guidelines,
including WOCN's. The review
reinforces there is a lack of well-
designed studies to provide a high
level of evidence as evidenced by
the small number of studies (165)
meeting the inclusion criteria,
included in the review.

Source: http://effectivehealthcare.ahrg.gov/search-for-guides-reviews-and-reports/?pageaction=displayproduct&productD=1491
Published Online: May 8, 2013
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Thomas Smith Results

James
Adamson

Comment

I have been treating chronic
wounds for over 35 years, 15 years
as medical director of a nursing

home. Negative pressure via a
wound-vac has shown vastly
suierior results in mi exierience.
Results Page 89, last paragraph, first 3
Thank you for your comment, the text has been revised.

@Mwmm

Response

Thank you for providing us with information regarding your experience with NPWT
devices, AHRQ published a 2009 report, Negative Pressure Wound Therapy

Devices Technology Assessment Report, available at:
http://www.ahrg.gov/clinic/ta/negpresswtd/npwtd01.htm

sentences, are not well constructed

and are confusing.

Source: http://effectivehealthcare.ahrg.gov/search-for-guides-reviews-and-reports/?pageaction=displayproduct&productD=1491
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Laura Bolton Results Evidence for healing active Thank you for suggesting we reconsider these studies. We reviewed these again
(alternating) surfaces. It was based on your comments and we have clarified how they were treated in our
disappointing that several review.

informative studies were not
included in the review, particularly
as these provide some very
worthwhile economic as well as
clinical outcomes. These are listed
below and could perhaps be
reconsidered for inclusion. 1)
Wallenstein et al. 2002 (poster
attached

Source: http://effectivehealthcare.ahrg.gov/search-for-guides-reviews-and-reports/?pageaction=displayproduct&productD=1491
Published Online: May 8, 2013
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Laura Bolton Results 3) Clark et al. 2002 The largest Clark 2002 is an informative descriptive study, but was excluded primarily because
formal prospective clinical outcome | it does not include data on any of our stated outcomes. The reasons for exclusion
study carried out to date. The have been changed to clarify this.

analysis included both clinical and
economic outcomes for all support
surfaces including air fluidized. The
multicentre recruitment of more
than 2,500 patients ensured that all
support surface modalities were
included. This paper explains the
study design; the paper below
describes analysis and outcome.

Laura Bolton Results 4) Clark (2001): The economic Cost effectiveness studies and modeling studies do not meet the inclusion criteria
analysis from the above study. for this review.

Laura Bolton Results 5) Fleurence RL (2005) A cost- Cost effectiveness studies and modeling studies do not meet the inclusion criteria
effectiveness review rejected on for this review. This was the primary reason for exclusion. The coding as
the grounds of 'excluded background indicates that we did review the full text, but it was not included in the
background'? In fact this study synthesis of results. The reasons for exclusion have been changed to clarify this.

makes some astute observations
regarding alternating surfaces and
pressure ulcer treatment; these
further support the findings by
Clark above. Alternating mattress
overlays are good for prevention
while mattress replacements are
most cost-effective for treatment.

Source: http://effectivehealthcare.ahrg.gov/search-for-guides-reviews-and-reports/?pageaction=displayproduct&productID=1491
Published Online: May 8, 2013
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Laura Bolton Results 7) Phillips (2000). Report of The study was excluded because there was no comparison included and therefore
prevention and treatment outcomes | it did not meet our inclusion criteria. The coding as background indicates that we
in 160 ITU patients. Study excluded | did review the full text, but it was not included in the synthesis of results. The

on the grounds of ‘excluded reasons for exclusion have been changed to clarify this.

background'? Whilst not a
comparative study it does
represent evidence of the utility of
alternating surfaces in the
management of wounds in very
high risk individuals including those
who cannot be regularly
repositioned— a main indication for
this modality (NPUAP).
Summary:80% of superficial ulcers
healed

Source: http://effectivehealthcare.ahrg.gov/search-for-guides-reviews-and-reports/?pageaction=displayproduct&productD=1491
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Hill-Rom Results Healing Rates on LAL Surfaces We do not agree that our conclusion was forceful and in fact we qualified it at
*Beyond this point, these rather several points in the discussion and limitation sections of the report. Additionally,
forceful conclusions seem we worked to make our criteria consistent across treatments and these were
inconsistent with the evidence provided. The team chose to synthesize the evidence at the level of LAL beds, and

presented in Table 3 that appear to |a more granular synthesis was not possible. More research may shed more light
suggest a relatively strong trend Also we aimed to provide enough information for the readers to decide if they
toward increased healing rates on | would take other approaches.

LAL. The only “Good” quality study
(Ferrel) showed a highly significant | The Ochs Study is included in the report. It is included in the section on AF beds
difference in healing rates vs. foam |because of advantage reported in wound healing for AF beds.

and two of the others (all rated
Poor) showed significant or
trending toward significance (P-
values of 0.042 and 0.06).

Ferrel: highly significant decrease
in mean wound area of 9.0 vs. 2.5
mm2/day (P = 0.0002)

*Mulder: LAL significantly
decreased wound area vs. std

foam (P = 0.042)

*Caley: Wound are not significantly
different vs. foam (but P = 0.06)
*Day: No significant change in
wound area (P > 0.05)

The Ochs et al. study, not included
and judged to be of fair quality, also

Source: http://effectivehealthcare.ahrg.gov/search-for-guides-reviews-and-reports/?pageaction=displayproduct&productD=1491
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showed a reasonably strong trend
toward increased healing rates on
Group Il surfaces, a category that
obviously includes a broad range of
product types and performance
capabilities.

Although we believe it is
appropriate to conclude that this
does not give definitive evidence
that LAL improves healing rates, if
a heterogeneous group as a whole
shows a strong trend in this
direction, this suggests that some
of the products within this class
must be performing quite well. So
while this additional study does not
directly support LAL efficacy for
treatment, it certainly runs counter
to the relatively forceful conclusion
that “...there is no overall benefit to
low air-loss beds compared to
standard foam mattresses.” The
evidence does suggest that some
of the products in this category are
probably quite effective, we just
don’t know which ones they are.
The question appears to be, at
worst, more open than is implied.

Source: http://effectivehealthcare.ahrg.gov/search-for-guides-reviews-and-reports/?pageaction=displayproduct&productD=1491
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Hill-Rom Results On page 16, there is no mention of | While this may be important information, the scope of the review did not include
heat and moisture as a contributor |animal studies. Specifically, because the population of interest only included
to the development of pressure patients with pressure ulcers, studies of biological properties conducted in vitro and

ulcers and safe skin. This is one of |animal studies were excluded from our review.
the hottest topics in pressure ulcer
research and, although these tend
to be lab and animal studies rather
than clinical studies at this point,
we feel this omission is significant
in any authoritative reference on
pressure ulcer etiology and safe
skin in 2012.

Hill-Rom Results An additional general but important | We focused on the length of the intervention rather than the average length of stay
point: average length of stay was | since the later varies depending on the setting and was inconstantly reported. The
not referenced in any table, which |evidence tables report duration of treatment (when reported in the study) and the
could impact the conclusions drawn | summary tables indicate the duration of follow up. Because our review included

on studies. non hospital settings, such as long term care facilities and patients receiving
treatment in the home, this is a more appropriate and consistent measure than
length of stay. We note in our limitations of the evidence base section that “a major
limitation of studies in our review was the duration of interventions and followup
periods, typically a few weeks.

NPAUP Results Page 18 (Results) discusses a Thank you. We are aware of the deficiencies in this as well as other studies which
study of Air Fluidized beds which is one of the reasons the strength of evidence is not rated as High.

apparently backstaged the ulcers.
Stage Il and IV ulcers do not heal
to Stage II. This ‘study’ also failed
to provide data for the control

group.

Source: http://effectivehealthcare.ahrg.gov/search-for-guides-reviews-and-reports/?pageaction=displayproduct&productID=1491
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Reviewer: 1 | Discussion/Conclusion | Clear and concise discussion and | Thank you.
conclusions

Source: http://effectivehealthcare.ahrg.gov/search-for-guides-reviews-and-reports/?pageaction=displayproduct&productD=1491
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Reviewer: 3 | Discussion/Conclusion

Comment

The discussion section outlines and
reiterates the findings from the
comprehensive results sections.
Practically, most providers or
policymakers will review the
individual results section to
determine the applicability of the
treatment option. In the overall
discussion, the authors did a good
job of putting this systematic review
in perspective. | appreciate the
review and comparison with
Reddy’s work in 2008 to see how
this systematic review compares
with the previous work. Evidence in
pressure ulcers has little changed
in 4 years and the findings reflect
that.

Thank you for this comment.

o ——
@ Effective Health Care Program

Response

Source: http://effectivehealthcare.ahrg.gov/search-for-guides-reviews-and-reports/?pageaction=displayproduct&productID=1491

Published Online: May 8, 2013
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Reviewer: 3

Section

Discussion/Conclusion

Comment

For future research and clinical
direction, the authors outlined the
lack of good evidence for most if
not all of pressure ulcer care. Thus,
for a clinical problem that may
costs 11 billion dollars a year, we
need evidence of what works and
does not work. This future research
will require funding, time and
expertise to answer some of these
questions.

@M%mm

Response

Thank you for your comment. We agree.

Source: http://effectivehealthcare.ahrg.gov/search-for-guides-reviews-and-reports/?pageaction=displayproduct&productD=1491
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Reviewer: 4 | Discussion/Conclusion | In the section on local wound We appreciate this observation and have changed our wording to indicate that
applications, the statement is made | "several studies found no statistically significant differences..."

that “several studies found
statistically equivalent outcomes
between intervention and control
groups.” | would avoid using the
term “equivalent” just because the
studies failed to find a statistically
significant difference unless the
studies were adequately powered
and designed as equivalence trials,
with a pre-specified minimum
important difference and margin of

eiuivalence.

Source: http://effectivehealthcare.ahrg.gov/search-for-guides-reviews-and-reports/?pageaction=displayproduct&productD=1491
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Reviewer: 4 | Discussion/Conclusion | The section on future research We have added a discussion of future research in areas with low or insufficient

could be more explicit in terms of | evidence. We have also added mention of patient-centered outcomes in the
addressing areas of insufficient or | research Gaps section.

low strength evidence in addition to
the issues of length of follow up
and outcome measurement. A
discussion of the most important
outcomes and the best outcome
measures would also be helpful.
Encouraging reporting of QoL, pain
and other patient-centered
outcomes would be great.

Reviewer: 6 | Discussion/Conclusion | The division of subjects will allow | Thank you for this comment.
researchers to hone in on their
topic of interest if they do no intend
to read the entire report. The reviw
points out the paucity of quality
research, lack of controls and
extreme heterogeniety in the study
of pressure ulcer healing.

Source: http://effectivehealthcare.ahrg.gov/search-for-guides-reviews-and-reports/?pageaction=displayproduct&productD=1491
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Reviewer: 7

Reviewer: 8

Section

Discussion/Conclusion

Discussion/Conclusion

Comment

This section was as well written as
the other sections. It was easy to
read, comprehend and follow. The
implications of the review findings
are clearly stated. The limitations of
the studies was well presented and
lends to the recommendations
about future research that include
“Future research with larger sample
sizes, more rigorous adherence to
methodological standards for
clinical trials, longer follow-up
periods, and more standardized
and clinically meaningful outcome
measures is needed to inform

”

clinical practice and policy.

I had no concerns about the major
findings.

@Mwmm
Response

Thank you for this comment.

Thank you for your comment.

Source: http://effectivehealthcare.ahrg.gov/search-for-guides-reviews-and-reports/?pageaction=displayproduct&productD=1491
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Reviewer: 8 | Discussion/Conclusion |1 would like to see the authors We appreciate the desire for more specific recommendations, but we do not
make stronger recommendations believe the specific answers to many of these questions can be based on the
about future study designs. For available evidence. Rather they should be guided by current clinical practice and
example, should studies be expertise in the field. We have added a comment stating this in our Research Gaps
focused on not only specific section.

pressure ulcer stages, but also
locations of ulcers? Pressure ulcers
are quite heterosgeneous, should
reseachers be focusing on even
tighter inclusion criteria in order to
increase our understanding and
translation to practice for specific
therapies? Would they recommend
that studies be stratified by certain
ulcer characteristics? Things such
as exudate/dryness might be
considered as an important factor.
Comments were made on the
length of time of follow up. What
could be recommended in terms of
this so in future studies an
adequate time is allowed to
determine therapy benefit?
Reviewer: 9 | Discussion/Conclusion | The implications and limitations are | Thank you.
clearly stated.
Reviewer: 9 | Discussion/Conclusion | Once again, more reference to We have added more references to Cochrane reviews.
Cochrane reviews should be made
Reviewer: 9 | Discussion/Conclusion | The recommendations for future We have added areas we believe are appropriate for future research.
research are a little vague, more
specifics would be beneficial in
guiding research more clearly

Source: http://effectivehealthcare.ahrg.gov/search-for-guides-reviews-and-reports/?pageaction=displayproduct&productID=1491
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Reviewer: 10 | Discussion/Conclusion | The implications of the major Thank you for this feedback. We provide more clarification in the main report which
findings of this SR were reviewed | specific growth factors were studied. Details of the interventions are presented in
adequately. However, | have the Tables 24 and 25 of the main report.

same comments about the need to
clarify some of the statements
about specific wound products in
this section (pages ES21 and
ES22). For example, "other
biological agents" (page 30, line
55) could cover growth factors, cell
products including stem cells, SIS
matrix technology, single layer or
bi-layer skin substitutes, etc. The
reader of this section could not
differentiate exaclty which
biological agents the authors are
summarizing in this statement
unless they go back through all of
the tables, which would be
cumbersome.

Reviewer: 10 | Discussion/Conclusion | Limitations of the review were We have added a comment about this limitation to our section on limitations of the
described well, except for the lack | review process.

of considering wound healing
clinical studies involving other full
thickness chronic wounds which
may or may not be important to the
body of knowledge or which may
be applied to healing PUs.

Abbott Discussion/Conclusion | Page 99: In the third paragraph, We have added a comment about this limitation to our section on limitations of the
when summarizing the findings of | review process.

Reddy et al. [1], the AHRQ report
states “overall, nutritional
supplements did not provide a
benefit in terms of ulcer healing,
but that protein supplementation
may provide benefit.” We do not
believe this statement accurately
reflects the conclusions of the
authors. Reddy et al made an
important distinction in their study
conclusion between those with and

Source: http://effectivehealthcare.ahrg.gov/search-for-guides-reviews-and-reports/?pageaction=displayproduct&productID=1491
Published Online: May 8, 2013
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Response

without nutritional deficits.
Specifically, the authors concluded
“We found little evidence that
nutritional supplements improve
pressure ulcer healing in patients
without specific nutritional
deficiencies.” Thus, they did not
state that nutritional
supplementation was not beneficial
but rather that there was limited
evidence of the impact of nutrition
supplementation on patients who
were not malnourished. In addition,
we suggest that there is an
opportunity to provide additional
consistency with the “Implications
for Clinical and Policy Decision
Making” section of the Draft report.
On page 100, in the third
paragraph, the report states
“Nutritional supplementation may
provide benefit in terms of wound
healing, though the effects of
nutritional supplementation were
not dramatic, and it was not clear
from the studies in our review
whether nutritional supplementation
was beneficial to all patients or to
those with evidence of nutritional
deficiencies.” Therefore, we
recommend the statement in the
AHRQ report about the Reddy et al
study be changed to "Reddy et al
reported that they found little
evidence that nutritional
supplements improve pressure
ulcer healing in patients without
specific nutritional deficiencies. Our
findings were similar.

Source: http://effectivehealthcare.ahrg.gov/search-for-guides-reviews-and-reports/?pageaction=displayproduct&productID=1491

Published Online: May 8, 2013
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WOCN Discussion/Conclusion | According to the review, currently | Thank you for your comment. We agree with this interpretation.

there is not a strong body of
evidence to support that any one
treatment for pressure ulcers is
superior to another. Therefore,
there is a paucity of evidence that
can be used for policy decision
making (i.e., payment ) and provide
definitive direction for clinical
ractice.

Source: http://effectivehealthcare.ahrg.gov/search-for-guides-reviews-and-reports/?pageaction=displayproduct&productD=1491
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WOCN Discussion/Conclusion | A limitation of published studies We have added a comment in this regard to the Research Gaps section.
that was not specifically identified
in the review, is that many studies
of treatments include both partial
(stage I, 1) and full thickness
pressure ulcers (stage lll, 1V) that
have different healing rates and a
different healing mechanism, and
report findings based on pooled
data. Due to differences in rates
and processes of healing for partial
and full thickness pressure ulcers,
outcomes (rate, total time to heal),
are expected to be different. Also,
certain interventions might be more
effective in either full or partial
thickness ulcers, but not in both
due to differences in physiology of
healing. For example, many studies
include all stages or stage I, Ill, &
IV, and stage Il would heal
differently than the full thickness Il
& IV. Further, for stage Il PU,
certain interventions might be
unnecessary as these heal quickly
(primarily by regeneration) and the
more extensive care needed to
promote granulation tissue as with
full thickness PU (stage Il or IV) or
are not needed. Future studies
should limit comparisons to similar
stages (partial or full thickness) or
clearly identify the outcomes
according to the specific stage.

Source: http://effectivehealthcare.ahrg.gov/search-for-guides-reviews-and-reports/?pageaction=displayproduct&productID=1491
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Wound-vac vs standard care must | Thank you for your comment, we agree.

Thomas Smith | Discussion/Conclusion
be compared in a large \study.

Thank you for your comment. We have changed the wording in our report to point

reaching any conclusion about out the limitations in the literature.
'superiority' (compared to 'other
support surfaces') as stated in the
executive summary. There is
insufficient evidence to place any
confidence at all that air fluidized

Laura Bolton | Discussion/Conclusion || would question the validity of

Source: http://effectivehealthcare.ahrg.gov/search-for-guides-reviews-and-reports/?pageaction=displayproduct&productD=1491
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beds outperform other support
surfaces, perhaps with the
exception of 'standard' mattresses.
This is particularly true given that
the evidence is built primarily on
comparators that would not be
considered to be pressure-
redistributing support surfaces as
the definition is accepted today: a
specialized pressureredistributing
device (NPUAP 2007 ). The
credibility of making such an
assertion was fully discussed some
11- years ago in the ECRI report on
air fluidized beds. The same
arguments posed then must surely
stand true today and should
caution against making bold
statements of superiority? Given
the significant supply base of
airfluidized beds in the US
healthcare system, | would expect
to have seen a much greater effort
to publish welldesigned,
contemporary RCTs and economic
studies. It is surprising that such
evidence has not materialised,
given requests from CMS between
1999 and 2002 for ‘well- onceived
and carefully carried out studies'.
To continually rely on a small
handful of weak and outdated
papers, plus a questionable
retrospective chart review, | think
raises more questions than
answers about clinical confidence
in the air fluidized modality.

Source: http://effectivehealthcare.ahrg.gov/search-for-guides-reviews-and-reports/?pageaction=displayproduct&productID=1491
Published Online: May 8, 2013
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Clarityand Usability [Yes =~ |Thank you for your comment.

We appreciate this comment.

In terms of policy...most of the
findings are inconclusive which is
critically important. as a nurse
practitioner and dealing with this in
real world settings, what is
currently being practiced even in
wound care clinics (at high cost to
the system!) is not even close to
evidence based.

Reviewer: 2 Clarity and Usability

Source: http://effectivehealthcare.ahrg.gov/search-for-guides-reviews-and-reports/?pageaction=displayproduct&productD=1491
Published Online: May 8, 2013
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Reviewer: 3

Clarity and Usability

For future practice and policy
decisions, we are still standing still
with the evidence. The authors did
an exhaustive job of reviewing the
literature and we still have low
strength evidence for many
recommendations. Thus, expert
opinion on fundamentals of care
and quality will persist. This
systematic review will be used as
the basis of our fund of knowledge
now; however, it does not help the
clinical providers and nursing staff.
We will still be left with clinical
guidelines and expert opinions.

Thank you for your comment; we appreciate your feedback on our report. The
American College of Physicians plans to use this evidence review and a
complementary review on Risk Assessment and Prevention as part of their effort to
develop new clinical guidelines for the treatment of pressure ulcers. We appreciate
your concern about the lack of development of new evidence and hope the impact
of our report will be to encourage more definitive research.

Reviewer: 4

Clarity and Usability

The report structure and
organization is fine and main points
are clearly presented. It would be
helpful if the authors provided links
(or even state the Table number) to
the evidence tables when
describing studies in the Results
section.

Thank you for your comment and the suggestion to state the ET number in the
results section of the report. We have revised the report accordingly.

Reviewer: 4

Clarity and Usability

I am concerned that the lumping of
various outcomes in the
determination of strength of
evidence hampers the usefulness
of the report for policymakers.
Many policymakers are most
interested in complete wound
healing, and unless there is strong
evidence for extrapolating the
intermediate outcomes to complete
healing, they will find the report
less useful than if the evidence had
been assessed separately for the
intermediate outcomes.

Please see response to the earlier comment on this issue.

Reviewer: 5

Clarity and Usability

Understandable. Useful information

Thank you for your comment, we appreciate the positive feedback.

Source: http://effectivehealthcare.ahrg.gov/search-for-guides-reviews-and-reports/?pageaction=displayproduct&productID=1491
Published Online: May 8, 2013
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Reviewer: 6 Clarity and Usability

The conclusion from this very It is not within our purview to make recommendations for how policymakers or
other stakeholders should use the evidence in our review to draft policy or change

comprehensive review is that there
are insufficient data to inform policy
or practice decisions. This should
be made clear in terms of how this
report might be used to draft
policies that will either support or
deny certain therapies.

practice, only to point out findings that might be relevant to decision making.

As mentioned previously, the report | Thank you for your comment. We appreciate the feedback.

is very well structured and
organized and | very much enjoyed
reviewing this work.

Reviewer: 7 Clarity and Usability

Clarity and Usability | The report is very well structured Thank you.

Reviewer: 9

Source: http://effectivehealthcare.ahrg.gov/search-for-guides-reviews-and-reports/?pageaction=displayproduct&productD=1491
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Reviewer: 10 | Clarity and Usability |Overall, this SR was very well Thank you for your comment, we appreciate the feedback.
organized and followed a logical
progression of thought and rigorous
analysis

Reviewer: 10 Clarity and Usability | The usefulness of this SR to inform | We agree that our review might be most useful in informing future research, due to
policy and practice decisions is the relative lack of high-quality evidence.
limited due to the lack of evidence
pertaining to the authors clinical
guestion.

Thank you for your comment.

Catherine Clarity and Usability |good
Ratliff

Source: http://effectivehealthcare.ahrg.gov/search-for-guides-reviews-and-reports/?pageaction=displayproduct&productD=1491
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Laura Bolton

Clarity and Usability

AP: alternating pressure (active)
AF: air fluidized PU: pressure ulcer

Thank you. These have been added to the list.

Reviewer: 4 Appendix Table in Appendix G, Page G-1: The SOE assessments have been reviewed and revised. However, the overall
LAL strength of evidence rated as | grades are not linear combinations of the criteria. They are assessments of our
Moderate despite poor quality, confidence informed by the criteria. Precision was initially graded as unclear
moderate consistency, and unclear | because many studies did not provide variance information. This has been
precision, yet other interventions changed to Low in order to make the ratings more consistent.
assessed as Low SOE with Fair
quality, moderate consistency and
low precision, and another as Low
SOE with Poor Quality, Moderate
consistency and Low precision.

That seems inconsistent to me.
Was there some other factor you
incorporated into your judgment
about LAL? Why was the precision
rating “unclear”?

Reviewer: 4 Appendix What was the ROB/Quality of the Due to ambiguity about the category of mixed supplements, we have eliminated
mixed nutritional supplements that category and added those studies to the category of protein-based
studies? (missing from Table in supplements. The Summary Of Evidence ratings have been revised to reflect this
Appendix G, page G-1) change.

The quality for protein supplements was rated as Fair.

Reviewer: 10 Appendix So many tables seemed somewhat | Thank you for providing feedback on the tables. We have revised the tables to
confusing and required the reader |enhance the usability of the tables. With regards to the inconsistent reporting of p-
to flip back and forth searching values, we have indicated p-values where the studies have provided them but we
between tables if they wish to did not calculate the p-values for studies that did not publish a statistical
gather more info on one particular | significance level. Because p-values were published inconsistently in the studies
study. For instance, page 71, the there are instances where p-values are reported for some studies but unavailable
study by van Anholt, 2010 is for other studies.
described also on H41, H43, H44,

H46 and H53 (it would be helpful to
have documented p values for
results listed in tables — did not see
them reported consistently).
Catherine Appendix include all of npuap stagins system |We have changed the figure for the NPUAP staging system.
Ratliff PUSH Tool?

Source: http://effectivehealthcare.ahrg.gov/search-for-guides-reviews-and-reports/?pageaction=displayproduct&productID=1491
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NPUAP Appendix The information contained in the We appreciate the offer of collaboration to heighten the impact of the report. The
Structured Abstract , Executive abstract, Executive Summary and full text are often presented separately and

Summary and body of the paper is |therefore are redundant by design.
very similar-perhaps it could be
condensed to create a less
formidable, more useable
document. Even the studies rated
as ‘good’ frequently have low
numbers of patients and many
sites; many of the studies resemble
pilot studies-further complicating
the task. NPUAP would be honored
to collaborate with AHRQ in
addressing some of the above cited
concerns in greater detail than is
permitted by the limited
commentary section.

Reviewer: 10 Figures and Tables |Figure 4 - Study Flow Diagram, is | Thank you for your comment.
helpful to readers to follow the
researcher's process
Reviewer: 10 Figures and Tables | Tables could be clearer- seems like | Thank you for your comment. We have revised our tables for clarity and
multiple table formats were used to | consistency.

report data; in addition, some listed
the treatments and others listed
"Treatment A" vs. "Treatment B"
while others listed the actual
intervention product and the
comparator - would make more
sense to list exactly what
intervention and comparator were
used in each study in all tables.

Source: http://effectivehealthcare.ahrg.gov/search-for-guides-reviews-and-reports/?pageaction=displayproduct&productID=1491
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Reviewer: 10 Figures and Tables

Comment

One comment about Figure B on
Author's page ES2 - this does not
appear to be the most recent
NPUAP/EPUAP 2009 PU staging
info (Stage/Category |, II, 11, 1V,
DTI, Unstageable - | wonder if all
should be listed for accuracy?

Response

Thank you, they are now all listed in Figure B of the executive summary and Figure
two of the main report.

Source: http://effectivehealthcare.ahrg.gov/search-for-guides-reviews-and-reports/?pageaction=displayproduct&productD=1491
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AAWC Figures and Tables |ES-4 Fig C: It is unclear whether The diagram follows standard guidance for AHRQ analytic frameworks.

Infection listed as a harm is wound
infection or sepsis. It may be
clearer to divide Outcomes into
“Benefits” and “Harms” to match
Institute of Medicine criteria for a
good guideline, simplifying the
diagram.

Catherine Figures and Tables |wonder why only 4 NPUAP stages |We have changed the figure and descriptions of the NPUAP staging system.
Ratliff included;not unstageable and deep
tissue injur

Catherine Figures and Tables |fine Thank you for your comment.
Ratliff

James Figures and Tables |very repetitive; many of the tables | Thank you for your comment. We have revised the tables in order to present the
Adamson seem to present the same data in a more clear and usable manner.
information which dilutes the
impact of the paper

Source: http://effectivehealthcare.ahrg.gov/search-for-guides-reviews-and-reports/?pageaction=displayproduct&productD=1491
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Figures and Tables |In addition, the methodology for
selecting documents led toa rating
of ‘insufficient evidence’ of harm (p
108) for NPWT despite warnings
from the FDA in 2009, 2011 and
2012. This should not be construed
to imply that NPWT should not be
used but rather that it warrants
attention and monitoring unlike
most topical dressings.

James References

Adamson

Many of the references are more
than 10 years old; this would not be
advised in most publications

o ——
{ (€97 Effective Health Care F‘rugrnm

Response

Thank for this comment. We have added information on the FDA warning in the
harms section for NPWT.

Thank you for your comment. We based our search on studies from 1985 to
present based on recommendations from our TEP who suggested this time frame
would appropriately capture relevant studies. We agree that much of the literature
seems dated. However, restricting our search to studies from the past ten years
only would have eliminated a large number of studies assessed by other recent
systematic reviews.

Abbott

Additional Comments | The AHRQ report Pressure Ulcer
Treatment Strategies: A
Comparative Effectiveness Review,
as well as other published
materials [5, 6]; recognize that
malnourished patients have an
elevated risk of developing
pressure ulcers. Thus, it is not

surprising that many patients with

We have re-organized the categories of nutritional supplements and have merged
two of the categories into one. We agree with this comment that the larger group of
studies does show a consistent finding of faster wound healing with protein-based
supplements. We increased the strength of evidence of this conclusion to Moderate
(formerly rated as Low).

Source: http://effectivehealthcare.ahrg.gov/search-for-guides-reviews-and-reports/?pageaction=displayproduct&productD=1491
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pressure ulcers are already
malnourished. Their nutrition status
is often further compromised by the
elevated calorie and protein needs
of their condition [7, 8]. Given the
high level of malnutrition in patients
with pressure ulcers, nutrition
supplementation has been a
standard treatment strategy to help
improve nutrition status [9],
improve pressure ulcer healing,
and ultimately prevent further
complications-- especially the
development of additional pressure
ulcers [10].

Unequivocally demonstrating these
benefits at the very high strength of
evidence level defined by the
AHRQ report is difficult because of
the complex nature of nutrition
research, pressure ulcer
development, and pressure ulcer
healing. First, adequate nutrition is
essential for life and thus it is as
fundamental for the effective
recovery from a disease or medical
condition as it is for the effective
outcome from a medical therapy.
Second, prospective, randomized
clinically controlled trials of nutrition
supplementation are often difficult
or impossible to complete because
it is unethical to withhold feeding.
Third, in the scientific literature
nutrition supplementation is often
used as a broad term that includes
a wide range of nutrition
interventions and specific nutrients;
this contributes to considerable
variability among findings. For
studies of pressure ulcer patients,
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this variability is further
exacerbated by the lack of a
standardized measure of pressure
ulcer healing and the difficulty of
achieving the endpoint of complete
pressure ulcer healing.

Despite these difficulties, The
AHRQ report found that studies of
the supplementation of at least one
macronutrient resulted in
improvements in both wound size
[11-18] and the speed of wound
healing[12-14, 17, 19, 20], with
greater reductions seen in those
groups given the largest quantity of
nutrition supplementation [13] and
the most comprehensive nutrition
[21]. In addition to these studies,
Benati and colleagues [22]
concluded that nutrition
supplementation provided “a more
rapid improvement in pressure
ulcer healing.” In summary, of the
specific studies reviewed in the
AHRQ report, 12 out of thel3 that
provided additional macronutrients
found a benefit in pressure ulcer
healing. Given the difficulties in
conducting nutrition research in this
population, this represents a very
high level of consistency.
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for a longer period of time is
needed to evaluate impact on
complete wound healing.

Hill-Rom Additional Comments | Hill-Rom representatives have Please see the response to other comments above. We have expanded the
reviewed AHRQ'’s Comparative discussion of the limitations of the available research and agree more research is
Effectiveness Reviews for Pressure | needed. However, based on the published literature that is available and met the
Ulcer Prevention and Treatment inclusion criteria for our report, we believe a stronger conclusion is not possible.

and respectfully submit our
comments below. As a leader in
the development, manufacture and
supply of wound support surfaces,
we are troubled that the Agency’s
conclusions, which understate the
clinical value of low air loss (LAL)
surfaces, are based on relatively
poor quality studies and obsolete
products. We are concerned that
these conclusions will create
obstacles for patients to receive the
most effective and efficient
treatment available to them.
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Application to MCM Products
In particular, the agency’s
generalization to the entire class of | We appreciate your submission, but the lab data do not meet our inclusion criteria
microclimate management(MCM) | as they do not report patient outcomes for people with pressure ulcers.

products seems inappropriate
based on a narrow and partially
obsolete sampleand could be
misleading to consumers. As we
indicated in our initial submitted
response(“Grey Data”), we have
tested dozens of products in our
laboratory using a
microclimatemanagement test that
has been validated and approved
by the NPUAP’s Support Surface

Hill-Rom Additional Comments

Source: http://effectivehealthcare.ahrg.gov/search-for-guides-reviews-and-reports/?pageaction=displayproduct&productD=1491
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Standards Initiative (S3I). These
results, which were submitted to
AHRQ, indicated thatthere are
significant differences in
performance between products that
are referred to bytheir
manufacturers as having low air-
loss or microclimate management
capabilities.

According to S3I, LAL products are
defined as those that, “provide a
flow of air to manage the heat and
humidity (microclimate) of the skin.”
They are therefore evaluated for
their ability to withdraw heat and
moisture from the skin and the
performances ineach category vary
tremendously. For example, in the
results of the twelve LAL surfaces
we submitted to AHRQ,
evaporative capacities varied
between 13 and 136 g/m2-hr and
estimated skin-cooling capability
varied from less than 2.00 F to
more than 10.00 F. ltwould
certainly be reasonable to expect
these surfaces to have very
different effects on the body.
Nevertheless, your broad
conclusion, implying that the field of
MCM products available today offer
no benefit because the small
sample of older products showed
little benefit is misleading to
caregivers. We do not believe the
narrow sample allows for such a
definitive general conclusion that
applies to the MCM products
available in 2012.

Source: http://effectivehealthcare.ahrg.gov/search-for-guides-reviews-and-reports/?pageaction=displayproduct&productID=1491
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1.Lahmann NA, Tannen A, Dassen |We reviewed this reference for our report but it did not meet the inclusion criteria
T, Kottner J. Friction and shear since the focus of the study was prevention of pressure ulcers.

highly associated with pressure
ulcers of residents in long-term
care - Classification Tree Analysis
(CHAID) of 2. 2. Braden items. J
Eval Clin Pract. 2011
Feb;17(1):168-73. doi:
10.1111/j.1365-2753.2010.01417 .x.
Epub 2010 Sep 12.

Department of Nursing Science,
Charité- Universitatsmedizin Berlin,
Berlin, Germany.
nils.lahmann@charite.de

Reviewer: 4 Cited References
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Reviewer: 4

Cited References

*Ceelen KK, Stekelenburg A,
Loerakker S, Strijkers GJ, Bader
DL, Nicolay K, Baaijens FP,
Oomens CW. Compression-
induced damage and internal tissue
strains are related. J Biomech.
2008 Dec 5;41(16):3399-404. Epub
2008 Nov 17.

We reviewed this reference for our report but it did not meet the inclusion criteria
for study populations.

Laura Bolton
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7. Air-Fluidized Beds Used for

Thank you for suggesting additional literature for review. We have evaluated the
suggested references and many were previously considered but did not meet our
inclusion criteria. For transparency, we have provided the results of our review of
these studies below.

1. Included in the report as background and cited in the draft

2. Background

3. Systematic Review not directly used

4. Excluded - at abstract, dual review phase, did not meet our predefined inclusion
criteria.

5. Excluded - at abstract dual review phase, did not meet our predefined inclusion
criteria.

6. Background

7. Systematic Review not directly used

8. Wrong population

9. Wrong population

10. Wrong population

11. Excluded - at abstract, dual review phase, did not meet our predefined inclusion
criteria.

12. Excluded - at abstract

13. Excluded background

14. Excluded background

15. Included in the report, 1 - Support Surfaces

16. excluded background
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Treatment of Pressure Ulcers in the
Home Environment. Health Care
Technology Assessment. ECRI
2001.

8.CMS Decision Memo for air-
fluidized beds for pressure ulcers:
CAG- 00017R. www.cms.gov.
accessed June 2012

9. Finnegan MJ, Gazzerro L,
Finnegan JO et al. Comparing the
effectiveness of a specialized
alternating air pressure mattress
replacement and an airfluidized
integrated bed in the management
of postoperative flap patients: a
randomized controlled pilot study.
Journ. Tiss. Viab. 2008; 17(1): 2-9
10. Wallenstein S, Carasa M Kapil-
Pair N. Defining the rate of healing
of pressure ulcers. 2002. EPUAP
11. Brem et al. Healing of diabetic
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2000;135(6:627-634

12. Clark M, Benbow M, Butcher M
et al. Collecting pressure ulcer
prevention and management
outcomes. Brit. Journ. Nurs. 2002;
11(4): 230-238

13. Clark M. Models of pressure
ulcer care: costs and outcomes.
Brit. Journ. Healthcare. Man. 2001:
7(10): 412- 416

14. Fleurence RL.
Costeffectiveness of
pressurerelieving devices for the
prevention and treatment of
pressure ulcers. Int. Journ. Tech.
Ass. in Healthcare. 2005; 21(3):

Source: http://effectivehealthcare.ahrg.gov/search-for-guides-reviews-and-reports/?pageaction=displayproduct&productID=1491

Published Online: May 8, 2013

79



RVIC
o SERVICHS,

@ £
o
:
Z
:

¥ 7
Ty
o

vgal

Agency for Healthcare Research and Quality
Advancing Excellence in Health Care » www.ahrg.gov

AHRQ @5" Effective Health Care Program

Commentator Section Comment Response

& Affiliation

334-341 15Malbrain M, Hendriks B,
Wijnands P et al.

A pilot randomised controlled trial
comparing reactive air and active
alternating pressure mattresses in
the prevention and treatment of
pressure ulcers among medical
ICU patients. Journ. Tiss. Viab.
2010; 19(1): 7-15

16. Phillips L.Cost-effective
strategy for managing pressure
ulcers in critical care: a
prospective, non-randomised,
cohort study. Journal of Tissue
Viability; 2000. p. 2-6
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10. Stratton RJ, Ek AC, Engfer M,
Moore Z, Rigby P, Wolfe R, Elia M:
Enteral nutritional support in
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MA, Maristany CP, Xandri
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of oral nutritional supplementation
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8. Excluded - at abstract dual review phase, did not meet our predefined inclusion
criteria.

9. Background."Treatment of Pressure Ulcers Clinical Practice Guideline" is a
book.

10. Systematic Review not directly used, but reviewed for references and
background

11. Included in the report —Nutrition

12 .Included in the report —Nutrition

13. Included in the report —Nutrition

14. Included in the report -Nutrition
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