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Integration of clinical expertise, patient values,
and the best research evidence into the decision making
process for patient care.



L evels of evidence

Non-Randomized Controlled Trials

Cohort Studies

Case Series or Studies
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Cochrane Wounds systematic reviews

By subtopic: 5 reviews
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Best evidence in wound care
for clinical decision making?

» Alllevels of evidence,

* Systematic review of not only level-|

adequate RCTs, meta- * Expertopinionin

analyses situations, where

evidence is weak



International Working Group
on the Diabetic Foot (IWGDF)

The 2015 IWGDF Guidance documents on prevention
and management of foot problems in diabetes:
development of an evidence-based global consensus

Prepared by the IWGDF Editorial Board

1. Prevention of foot ulcers
2. Footwear and offloading
3. Peripheral artery disease
4. Footinfections

5. Interventions to enhance wound healing



GRADE in IWGDF
guidance documents

GRADE: The Grading of Recommendations Assessment,
Development and Evaluation

Quality of Evidence  Strength of Recommendation

* High
* Strong

e Weak

* Moderate

e Low



Debridement of diabetic 6 Cochrane

Library 2010

Cochrane Database of Systematic Reviews

foot ulcers. 2010

Search methods

For this fourth updatc we scarched The Cochrane Wounds Group Spccialiscd chistcr (searched 21 April 2011); The Cochrane Central
Register of Controlled Trials (CENTRAL) (The Cochrance Library 2011, Issue 2); Ovid MEDLINE (2009 to April Week 2 2011);
Ovid MEDLINE (In-Process & Other Non-Indexed Citations, April 20, 2011); Ovid EMBASE (2009 to 2011 Weck 15); and EBSCO
CINAHL (2009 to 15 April 2011).

Selection criteria

Randomised controlled trials (RCTs) evaluating any method of debriding diabetic foot ulcers and measuring complete healing or rate

Of hca]lng ThCl'C was no rcstriction on articlcs/tria]s bQSCd on languagc or publication status.

Main results

Six RCTS OF dcbridcmcnt WCrIc idcntiﬁcd: fOU.l' asscsscd h)’dl’OgClS‘ \'v'ith an additional S[Ud)’ cva]uating lar\al thcrapy agajnst h)’dl’OgCl

and onc cvaluated surgical debridement. Pooling the three RCTs which compared hydrogel with gauze or standard care suggested
that hydrogels arc signiﬁcantl\ more cffective in healing diabetic foot ulcers (Relative Risk 1.84, 95% Confidence Interval (CI)1.3 to
2.61). Surglca] debridement showed no slgjcant benehit over standard treatment. Onc small trial, available in abstract form only,

suggested that larvac resulted in a greater reduction in wound arca compared with hydrogel, but this evidence has not been confirmed
by publication of full trial results. Other debridement methods such as enzyme preparations or polysaccharide beads have not been
evaluated in diabetic foot ulcers.



...Debridement of diabetic foot ulcers
Authors’ conclusions

There is evidence to suggest that hydrogel increases the
healing rate of diabetic foot ulcers compared with gauze
dressings or standard care.




Debridement, IWGDF Guidelines

Recommendations and Rationale

What is the best way of debriding a diabetic foot ulcer?

Recommendation 1:

Clean ulcers regularly with clean water or saline, debride them when possible in order to remove debris from the
wound surface and dress them with a sterile, inert dressing in order to control excessive exudate and maintain a
warm, moist environment in order to promote healing. (GRADE strength of recommendation: Strong; Quality of

Evidence: Low)

Recommendation 2:
In general remove slough, necrotic tissue and surrounding callus with sharp debridement in preference to other
methods, taking relative contra-indications such as severe ischemia intG account. (Strong, LOwW)




IWGDF Guidance on the diagnosis and management
of foot infections in persons with diabetes

Prepared by the IWGDF Working Group on Foot Infections

Antimicrobial therapy
19. While virtually all clinically infected diabetic foot wounds require antimicrobial therapy do not treat clinically
uninfected wounds with antimicrobial therapy (Strong; Low) —=.

20. Select specific antibiotic agents for treatment based on the likely or proven causative pathogens, their
antibiotic susceptibilities, the clinical severity of the infection, evidence of efficacy of the agent for DFI and
costs (Strong; Moderate)

. A course of antibiotic therapy of 1-2 weeks is usually adequate for most mild and moderate infections
(Strong; High)

. Administer parenteral therapy initially for most severe infections and some moderate infections, with a switch
to oral therapy when the infection is responding (Strong; Low)

Do not select a specific type of dressing for a diabetic foot infection with the aim of preventing an infection or
improving its outcome (Strong; High)

. For diabetic foot osteomyelitis we recommend 6 weeks of antibiotic therapy for patients who do not undergo
resection of infected bone and no more than a week of antibiotic treatment if all infected bone is resected.
(Strong; Moderate)

. We suggest not using any adjunctive treatments for diabetic foot infection. (Weak; Low)

. When treating a diabetic foot infection, assess for use of traditional remedies, previous antibiotic use, and
consider local bacterial pathogens and their susceptibility profile. (Strong; Low)




IWGDF Guidance on the diagnosis and management
of foot infections in persons with diabetes

Prepared by the IWGDF Working Group on Foot Infections

Surgical treatment
16. Consult a surgical specialist in selected cases of moderate, and all cases of severe, DFI (Weak; Low)

17. Perform urg ical i ' ' leep at D A and virtually all
necrotizing soft tlssue infections (Strong; Low)

18. Consider surgical intervention in cases of osteomyelitis accompanied by: spreading soft tissue infection;
destroyed soft tissue envelope; progressive bone destruction on X-ray, or bone protruding through the ulcer
(Strong; Low)




Topical silver for treating (3( Cochrane 407

. L|brary
Infected Wounds e Database of Systematic Reviews

* Randomised controlled trials (RCTs) assessing the
effectiveness of topical silver in the treatment of
contaminated and infected acute or chronic wounds.

* Three RCTs were identified, a total of 847 participants.

* Authors’ conclusions: Only three trials with a short follow-up
duration were found.



Topical antimicrobial .
agents for treating (ﬁ[ f.%cra:sne 207
diabetic foot ulcers

e Database of Systematic Reviews

* “Use of an antimicrobial dressing instead of a non-

antimicrobial dressing

over a medium-term

follow-up period (low-certainty evidence)”.



Hyperbaric oxygen

: + § Cochrane 2015
therapy for treating <)) Library
chronic wounds Cochrane Database of Sstematic Reiews

Authors' conclusions:

In people with foot ulcers due to diabetes, HBOT significantly improved the
ulcers healed in the short term but not the long term and the trials had
various flaws in design and/or reporting that means we are not confident in
the results. More trials are needed to properly evaluate HBOT in people with
chronic wounds; these trials must be adequately powered and designed to




HBOT, IWGDF

IWGDF Guidance on use of interventions to enhance
the healing of chronic ulcers of the foot in diabetes

Prepared by the IWGDF Working Group on Wound Healing

, even though further blinded and randomised trials
are required to confirm its cost-effectiveness, as well as to
identify the population most likely to benefit from
Its use (

)



Negative pressure (5( Cochrane _ o

L|brary
wound therapy

* Thereis to suggest that
NPWT may be effective in healing postoperative
foot wounds and ulcers of the foot in people with

diabetes compared with wound dressings

 We cannot be certain whether NPWT is effective for

treating foot wounds in people with diabetes.



NPWT, IWGDF

* Topical negative pressure wound therapy
in post-operative wounds even though
the effectiveness and cost-effectiveness of the

approach remains to be established (GRADE



Offloading C) o 2013

Cochrane Database of Systematic Reviews

Authors' conclusions:

Non-removable, pressure-relieving casts are more effective in healing

chMtarfootulcem removable casts, or dressings
alone. Non-removable devices, when combined with Achilles tendon
lengthening were more successful in one forefoot ulcer study than the use
of a non-removable cast alone.




IWGDF Guidance on footwear and offloading
interventions to prevent and heal foot ulcers in
patients with diabetes

Prepared by the IWGDF Working Group on Footwear and Offloading

Recommendations

Casting and prefabricated healing devices
1. To heal a neuropathic plantar forefoot ulcer without ischemia or uncontrolled infection in a patient with

diabetes, offload with a non-removable knee-high device with an appropriate foot-device interface.
(GRADE recommendation: strong, Quality of evidence: high)

5. Instruct an at-risk patient with diabetes to wear properly fitting footwear to prevent a first foot ulcer, either
plantar or non-plantar, or a recurrent non-plantar ulcer. When a foot deformity or a pre-ulcerative sign is

present, consider prescribing therapeutic shoes, custom-made insoles, or toe orthosis. (Strong; Low)



Not recommeded in normal clinical
practice (IWGDF guidelines):

Antimicrobial dressings
Larval therapy
Growth factors, bioengineered skin

Electricity, magnetism, ultrasound, lasers and

shockwaves



Challences in wound study

atients
ntervention
omparator/Control

utcome



Ethical issues
in human
wound research
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Parachutes reduce the risk of injury after gravitational challenge, but their effectiveness has
not been proved with randomised controlled trials

Parachute use to prevent death and major trauma related
to gTaVitational challenge: systematic review of

randomised controlled trials
Gordon C S Smith, Jill P Pell BMJ 2003 bm_] com
, .




Diabetic foot, deep infection




N LSSOCIATION

EWMA 2010

Outcomes in controlled and
comparative studies on non-

healing wounds: recommendations
to improve the quality of evidence
in wound management

JOURNAL OF WOUND CARE VOL 19, NO 6, JUNE 2010



EWMA-IWGDF
Report of study standards

Reporting standards of studies and papers on the prevention
and management of foot ulcers in diabetes: required details

and markers of good quality

William | Jeffcoate, Sicco A Bus, Frances L Game, Robert | Hinchliffe, Patricia E Price, Nicolaas C Schaper, on behdlf of theInternational Working
Group on the Diabetic Foot and the European Wound Management Association

THE LANCET
Diabetes & Endocrinology Vol 4 September 2016



Summary

In diabetic foot care most treatment methods are
not based on high quality evidence.

Cochrane reviews are not enough for clinical
decision making

Clinical decision making integrates clinical
expertise, patient values, and the best available
research evidence.

There is a huge need for high quality comparative
trials in wound care



