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CONSENSUS STATEMENTS

Collaboration Encourages Innovation: Setting 
New Standards in Wound Care With the Wound 
Care Collaborative Community Expert Panel 
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ABSTRACT
Background. The Wound Care Collaborative Community (WCCC) assesses 
shortcomings and unmet needs in wound care by partnering with key stakeholders, 
such as the National Institutes of Health, the US Food and Drug Administration 
(FDA), industry leaders, and expert health care providers and researchers, to 
advance the study of wound healing. Through this work, the WCCC has identified 
a few key barriers to innovation in wound care. The WCCC aims to accelerate the 
development of science-based, patient-centered solutions and address public 
policy challenges related to ensuring patients receive early access to innovative 
treatment options. Objective. To develop consensus recommendations that would 
address current deficiencies in wound care and promote improved innovation and 
patient access with an expert panel discussion based on both the work conducted 
within the WCCC and the existing evidence. These recommendations include the 
voices of the at-large, US-based wound care community. Methods. In May 2024, a 
multi-panel summit with 65 leading voices in clinical practice, academia, industry, 
and the FDA convened in person in Orlando, Florida. Thirty-two participants with 
backgrounds in clinical practice, surgery, industry, academia, and research took 
part in panel discussions. Following the panel meeting, the group corresponded via 
email and a formal survey process to create consensus recommendations, with 
the ultimate goal of identifying and overcoming barriers to innovation in wound 
care. Results. A total of 32 experts convened during the 1-day summit, each 
representing key stakeholders. Five panel discussions took place to discuss the 
obstacles to innovation, including alternative primary and co-primary endpoints, 
generating and reporting evidence, real-world evidence in policy decision-making, 
and the appropriate standard of care in wound management. From these 
discussions, 12 consensus statements were generated. The statements, their 
proportion of agreement or disagreement, and summary comments are presented 
in the order they appeared at the presentation. Overall, greater than or equal to 
85% agreement was received on all statements. Conclusion. The consensus 
recommendations promote and encourage a standardized path forward to 
established, consistent metrics that facilitate innovation and quality assessment, 
improving patient access to advancements in healing. 

Abbreviations: CDER, Center for Drug Evaluation and Research; CDRH, Center for Devices and Radiological Health; FDA, Food and Drug Administration; 
ICD, International Classification of Diseases; NIH, National Institutes of Health; PAR, percent area reduction; PVR, percent volume reduction; RCT, randomized 
controlled trial; RWD, real-world data; RWE, real-world evidence; SAWC, Symposium on Advanced Wound Care; SOC, standard of care; WCCC, Wound Care 
Collaborative Community.
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The WCCC was established in March of 
2021 with the support and encouragement 
of stakeholders from clinical practice, aca-
demia, industry, and the federal govern-
ment. The overall mission of the WCCC 
is to assure that patients and health 
care professionals have access to safe, 
effective, and high-quality medical de-
vices and drugs to treat chronic wounds. 
The WCCC works in the pre-compet-
itive space to identify methods, tools, 
approaches, and appropriate clinical 
evidence that will enhance understanding 
and improve evaluation of product safety, 
quality, and effectiveness. The WCCC 
is a volunteer group of diverse opinion 
leaders, experts, health care providers, as-
sociations and societies, payors, manufac-
turers and industry leaders, researchers, 
and patients in wound care.1 Overall, the 
WCCC has over 200 volunteer members, 
a board of directors, 3 working groups, 7 
workstreams, and 2 committees. 

The WCCC has identified a lack of 
innovation in wound care and a lack of 
patient access to treatment and diagnos-
tic advancements as core obstacles to 
achieving its mission. Three root causes 
exacerbate the obstacles: (1) investor 
hesitancies in commercial investment, 
research, and development; (2) a lack of 
understanding of the natural history of 
the disease state; and (3) insufficiencies in 
preclinical testing and clinical trial design. 
Several objectives have been identified for 
overcoming these barriers.

To this end, the WCCC hosted a panel 
discussion with 32 key leaders in clinical 
practice, academics, industry, and the 
FDA to discuss the gaps and challenges 
preventing advancements in wound care. 
The panel discussions aimed to foster the 
development and availability of innova-
tive and effective wound-healing therapies 
to drive advancements and outcomes. The 
proceedings of the Summit discussion 
were collected, reviewed, and are present-
ed here as expert consensus recommenda-
tions. Notably, of the 32 original panelists 
present during the Summit discussions, 
30 voting members contributed to the 
consensus statements presented here. 

METHODS
Panelist selection and meeting
The WCCC Driving Innovation in Wound 
Care Summit occurred on May 13, 2024, 
during the SAWC Spring 2024 Pre-Confer-
ence in Orlando, Florida. The Summit in-
cluded a keynote address, opening remarks, 
5 panel-based discussions, and several 
question-and-answer sessions. In prepara-
tion for the Summit, several meetings took 
place in which the WCCC reviewed and 
selected data from their working groups 
and workstreams to be presented during 
these panel discussions. Leaders of these 
groups served as panel chairs and present-
ed their relevant work before each panel 
discussion ensued. Panels were comprised 
of members of the professional wound care 
community who average more than 21 years 
of wound care experience, more than 15 
years in research, and who have published 
more than 50 publications (Table 1); owing 
to experience levels, some panelists noted 
multiple areas of expertise (eg, research 
and clinical practice). 

During the panel discussions, the groups 
delineated the barriers and strategized 
methods to overcome them. Panel 1 fo-
cused on obstacles to wound care innova-
tion; the 9-person panel included members 
from the FDA CDRH (n = 1), the FDA 
CDER (n = 1), clinical practice (n = 2), re-
search (n = 3), and industry (n = 4). Panel 2 
explored alternative primary and co-prima-
ry endpoints for clinical trials; the 9 pan-
elists included members from the CDRH 
(n = 1), the CDER (n = 1), clinical practice 
(n = 4), research (n = 4), and industry (n = 
1). Panel 3 assessed methods of generating 
and reporting evidence; the 10 panelists 
included members from the CDRH (n = 
1), the CDER (n = 1), clinical practice (n = 
3), research (n = 3), and industry (n = 3). 
Panel 4 focused on RWE in FDA and payer 
decision-making models. The 9 panelists 
included members from the CDRH (n = 
1), clinical practice (n = 5), and industry (n 
= 3). The 6-member final panel worked to 
define an SOC in wound management and 
included representatives from the CDRH 
(n = 1), clinical practice (n = 3), research (n 
= 1), and industry (n = 1).

Consensus statement formation
Each statement—crafted by a medical writ-
er with input from the Summit chair and a 
review by all of the panelists—captures the 
important elements from each panel dis-
cussion. An anonymous survey of 12 declar-
ative “agree” or “disagree” statements, 
with a section for comments included with 
each statement, was distributed electron-
ically to the panelists. The responses and 
comments of 30 voting panelists were 
recorded. The survey results are presented 
as a fractional proportion and a percentage 
of agreement or disagreement. Comments 
that emerged from the survey are also 
presented (Table 2).

RESULTS
Panel 1: Addressing barriers to wound 
care
Consensus statement 1: Investor hesitancy 
resulting from poorly executed clinical trials, 
poor clinical trial design, and/or insufficient 
endpoints hinders innovation in wound care.

Panel 1 examined the causes underlying 
the lack of progress and advancement 
in wound care. In this session, the 9 
panelists shared their expertise, including 
from the CDRH (n = 1), the CDER (n = 1), 
clinical practice (n = 2), research (n = 3), 
and industry (n = 4). Highlighting the lack 
of innovation in wound care, the panel 
noted that only 1 recombinant human 
platelet-derived growth factor product 
has been approved to treat chronic ulcers 
since 1997, and no small molecule drugs 
have been approved.2 Investor hesitancy 
was offered as a contributing factor to the 
lack of progress. The panel maintained 
that investors have doubts about clinical 
trial endpoints and design, preventing 
their support for new ideas. Panelists 
agreed that a standardized consensus 
for primary endpoints, quality measures, 
metrics, and SOC is vital to properly cali-
brating wound care research and ensuring 
that results are measured with the same 
criteria. 

Consensus statement 2: Improved and efficient 
methods of RWD collection (eg, an indus-
try-wide registry) could help define accurate 
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Table 1. Summary of Experience Represented by the Panelists

PANELIST SPECIALTY/BACKGROUND
YEARS IN THE PRO-
FESSIONAL WOUND 
CARE COMMUNITY

YEARS IN 
RESEARCH

APPROXIMATE 
NUMBER OF 
PUBLICATIONS

1 Family medicine, undersea and hyperbaric medicine 35 30 80

2 Strategic evidence, diagnostic imaging, reimbursement, medical 
affairs 10 20 40

3 Economics 16 10 4

4 Wound care, hyperbaric medicine, family medicine 13 10 17

5 Plastic and reconstructive surgery, FDA drug regulation 10 N/A 12

6 Market access, reimbursement, business development 38 N/A 1

7 Business and commercialization 40 N/A N/A

8 Vascular surgery, general surgery, wound care 15 13 70

9 Research and development, wound care, orthopedics 11 17 30

10 Family medicine, medical devices 12 4 2

11 Regenerative medicine, tissue engineering, research and develop-
ment, clinical development, medical affairs 15 20 41

12 Biomedical science of skin substitutes and wound healing 30 30 48

13 Wound care, vascular surgery 30 20 150

14 Market access, new product development, market adoption 10 N/A N/A

15 Regulatory 20 13 5

16 Vascular surgery, general surgery 24 24 94

17 Clinical research, surgery 11 20 10

18 Podiatric medicine and surgery, physical therapy 13 N/A N/A

19 Plastic surgery, wound care 30 30 100

20 Wound care research, FDA approval of new devices and clinical 
assessment, reimbursement 44 8 16

21 Regulatory science 13 5 2

22 Industry, product development 12 12 3

23 Clinical evidence, product development, professional education, 
health economics 25 10 5

24 Clinical trial design and analysis, health economics modeling, sys-
tematic reviewing, epidemiology, infectious disease 20 20 150

25 Wound care, hyperbaric medicine, infectious disease 24 30 36

26 Wound care, software, data analytics 10 10 200

27 Nephrology 20 10 20

28 Podiatric surgery, wound care researcher, professor 30 27 200

29 Regenerative medicine research, preclinical testing, clinical trials 25 30 170

30 Business, wound care 37 N/A N/A

Mean - 21.4 15.1 51.9

Median - 20 13 20

Abbreviations: FDA, Food and Drug Administration; N/A, not available.
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patient populations for clinical trial selection 
and improve the likelihood of success. 

Industry experts on the panel noted 
that investors are often more interest-
ed in the commercial side of products, 
where success is measured by revenue 
rather than patient-centered outcomes. 
However, the panelists emphasized the 
importance of patient-centered care and 
identifying why individual patients are not 
healing (ie, Is it the cells? The scaffolding? 
The matrix? Cellular senescence?). Having 
such information could positively impact 
patient selection in clinical trials. Panel-
ists suggested that defining subtypes and 
collecting data through clinical trials and 
natural history can distinguish responders 

and non-responders based on mecha-
nisms of action, which can then be used to 
facilitate higher opportunities for success. 
Panelists also suggested that understand-
ing the underlying mechanisms can drive 
translational research and the innovation 
of systemic products like those seen in 
inflammatory dermatological conditions. 
The WCCC team is conducting research 
in RWE and developing a natural history 
project to work toward this goal.

Ultimately, RWE is thoroughly het-
erogeneous. At the same time, clinical 
trial populations are designed to be as 
homogenous as possible in terms of 
inclusion/exclusion criteria (although the 
FDA encourages sponsors to ensure study 

populations are representative of the di-
versity of the US population).3-6 Balancing 
these 2 sides is difficult when the field 
uses different metrics and endpoints for 
RWD. Basket-based trials were suggested, 
which allow RWD to generate an initial 
hypothesis that then leads to randomized 
controlled trials. 

Panel 2: Alternative primary and 
co-primary endpoints
Consensus statement 3: Complete wound 
closure remains the gold standard in primary 
endpoints for clinical trial design. 

The 9 members of Panel 2 shared 
their insights from the CDRH (n = 1), 
the CDER (n = 1), clinical practice (n = 

Table 2. Summary of Consensus Statements and Panelist Feedback 

NUMBER CONSENSUS STATEMENT NUMBER (%) COMMENTS

YES (n=30) NO (n=30)

PANEL 1

1

Investor hesitancy resulting from poorly 
executed clinical trials, poor clinical trial 
design, and/or insufficient endpoints 
hinders innovation in wound care.

28 (93) 2 (7)

-	 Investors hesitate from lack of 
clarity on evidence requirements, 
performance thresholds, and 
consistency in the interpretation 
of results. Poor trials result when 
these are not clear.

-	 Crowded space, very little differen-
tiation between products.

2

Improved and efficient methods of RWD 
collection (eg, industry-wide registry) 
could help define accurate patient pop-
ulations for clinical trial selection and 
improve the likelihood of success.

30 (100) 0 (0) 

PANEL 2

3
Complete wound closure remains the 
gold standard in primary endpoints for 
clinical trial design.

28 (93) 2 (7)

-	 This is an artificial endpoint based 
on a comprehensive algorithm of 
care. Unfortunately, if one is doing 
clinical trials looking at specific 
wound therapies, simply improving 
the wound or getting the wound 
ready for the next step should be 
adequate.

-	 Strong evidence from reported 
literature supports multiple clinical 
outcomes that should be consid-
ered as primary (but are currently 
not), such as QoL, pain, reduction 
of amputation, reduction of wound 
size, etc. 

Continued on next page
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Table 2. Summary of Consensus Statements and Panelist Feedback 

NUMBER CONSENSUS STATEMENT NUMBER (%) COMMENTS

YES (n=30) NO (n=30)

4

If complete wound closure is unat-
tainable, clinical trials can be carefully 
designed to incorporate alternative 
endpoints, targeting both a meaningful 
degree of wound area reduction and 
a clinically meaningful outcome for 
patients.

29 (96) 1 (4)

-	 I agree with the whole statement, 
with a caveat at the end that states: 
“Alternative endpoints must have 
sufficient evidence to demonstrate 
clinical meaningfulness and should 
be agreed upon early in develop-
ment with the FDA (eg, they may 
be able to be developed in the 
proof-of-concept phase 2 trials and 
should be formally agreed upon 
prior to initiation of phase 3 trials). 
Complete wound closure should 
always be included as a safety end-
point to ensure the product does 
not delay ultimate wound healing.”

5

Innovative tools, devices, products, or 
diagnostics must accurately and repro-
ducibly measure primary endpoints and 
provide reliable consistency across study 
results.

29 (96) 1 (4)

-	 The only thing I would add to this 
statement is that all solutions 
must accurately and reproducibly 
measure their intended use. This 
may or may not include primary 
endpoints.

PANEL 3

6
The wound care community has a 
significant need for updated clinical trial 
reporting guidelines. 

30 (100) 0 (0) 

7

Established clinical trial reporting 
guidelines should be communicated with 
national and international journals, asso-
ciations, and conferences for successful 
adoption. When the entire community 
agrees to use the same standard, the 
guidelines will carry the most weight in 
calibrating published studies.

29 (96) 1 (4)

-	 I totally agree with the first part 
of this statement; however, while 
I believe that standards would be 
overwhelmingly beneficial, this 
community of numerous organiza-
tions and stakeholders has rarely 
driven consensus. My recommen-
dation would be to not wait for 
consensus but to push the consen-
sus on those entities through data 
and fact.

-	 Wound care research is published 
in various journals across different 
specialties, making it challenging to 
disseminate

PANEL 4

8 Accurate and updated ICD-10 codes for 
wound care are urgently needed. 28 (96) 2 (4)

-	 An important challenge in wound 
care practice and research is the 
diverse backgrounds and training 
of clinicians, which can lead to in-
consistent classifications of chronic 
wounds.

9
Standardized, universal data entry met-
rics are needed to help calibrate results 
between RWE and RCTs.

30 (100) 0 (0) 

Continued from previous page

Continued on next page



December 2024 | vol. 36, no. 126

Setting New Standards in Wound Care

4), research (n = 4), and industry (n = 1) 
on alternative primary and co-primary 
endpoints for clinical trials. The panel 
recognized that the common primary 
endpoint in clinical trials, complete 

wound closure, is a very high bar for 
drug, biologic, or device developers to 
achieve, prolonging the time it takes for 
products to be available to patients. Yet 
complete wound closure is consistently 

lauded as the most clinically meaningful 
outcome. 

Consensus statement 4: If complete wound 
closure is unattainable, clinical trial designs 

Table 2. Summary of Consensus Statements and Panelist Feedback 

NUMBER CONSENSUS STATEMENT NUMBER (%) COMMENTS

YES (n=30) NO (n=30)

PANEL 5

10

As the FDA does not regulate SOC or 
the practice of medicine, professional 
practice organizations must define their 
own SOC.

27 (90) 3 (10)

-	 I agree that SOC would be ideal; 
however, not everyone has access 
to SOC technologies or can utilize 
these solutions due to various 
limitations. As such, an SOC may 
have to be adopted by the setting 
or medical professionals.

-	 The FDA may have input on SOC 
as used in FDA-registered clinical 
trials.

-	 The control groups in RCTs define 
SOC. Societies clarify or give sum-
maries based on the studies.

11

The SOC should be specific and granular, 
with reasonable parameters to eliminate 
trial inconsistencies while allowing flexi-
bility for patient-specific needs. 

30 (100) 0 (0) 

12

The entire Wound Healing Collaborative 
Community and its stakeholders must 
be held accountable for consistently 
implementing the established SOC.

26 (87) 4 (13)

-	 WCCC can be responsible for 
establishing/defining SOC, but it 
would be impossible to police its 
execution in studies and clinical 
practice. If this statement refers to 
the wound community as a whole 
and not specifically to WCCC, then 
I would agree with the statement

-	 We can influence, but implemen-
tation needs to take place with the 
help of the government, clinical 
guidelines, and individual hospital 
systems.

-	 Implementation must be achieved 
through education, with competen-
cies assessed by board examina-
tions.

-	 It is much more than the WCCC. 
The wound care field is fragmented 
by multiple competing societies. 
and not all have joined the WCCC. 
The field as a whole needs to work 
together to establish a reasonable 
SOC that may differ for different 
types of wounds.

Abbreviations: FDA, Food and Drug Administration; ICD, International Classification of Diseases; QoL, quality of life; RCT, randomized controlled trial; 
RWD, real-world data; RWE, real-world evidence; SOC, standard of care; WCCC, Wound Care Collaborative Community.

Continued from previous page
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can be carefully designed to incorporate 
alternative endpoints, targeting both a mean-
ingful degree of wound area reduction and a 
clinically meaningful outcome for patients. 

There is extensive evidence that strong-
ly supports the utilization of additional 
primary endpoints in wound healing 
clinical trials.7-9 In addition, co-primary 
endpoints have been suggested as alter-
natives to complete wound closure. The 
FDA may consider co-primary endpoints 
if such endpoints are clinically meaningful 
and can be reliably measured in clinical 
trials using validated tools.10 For example, 
a patient experiences a greater than or 
equal to 50% wound area reduction in 
combination with a clinically meaning-
ful patient-reported outcome, such as a 
reduction in pain or infection. The panel 
discussion emphasized that co-primary 
endpoints must be measured accurately, 
and the score change—referring to mea-
surements for a chosen endpoint, scale, or 
tool—should be predefined and meaning-
ful. Panelists suggest that implementing 
standardized data registries across the 
field may be helpful. Alternatively, clinical 
trial designs could utilize composite or 
multi-component endpoints, although in-
terpreting the calculated score with these 
alternative endpoints can be challenging. 
These designs require significant and 
strategic planning, as well as early engage-
ment by FDA sponsors to agreed-upon 
endpoints. Because of the potential for 
new data on the underlying mechanisms 
that delay wound care—mentioned in 
consensus statement 2—new possibili-
ties may emerge as promising candidates 
for alternative endpoints in a carefully 
planned trial. Lastly, a clinical trial design 
must demonstrate a safety endpoint to 
show that the study treatment is at least 
equal to or better than the SOC.

Consensus statement 5: Innovative tools, 
devices, products, or diagnostics must accu-
rately and reproducibly measure primary 
endpoints and provide reliable consistency 
across study results. 

Within the WCCC, the Tools Work-
ing Group identifies validated tools 

and methods for measuring meaningful 
clinical endpoints in wound research to 
develop a core outcome set. The group 
aims to promote tool advancements that 
accurately and reproducibly support new 
primary and secondary endpoints through 
validated measures. One initial objec-
tive has been to evaluate information on 
methods and devices that support PAR 
and PVR as primary endpoints in wound 
healing clinical trials. The group identified 
that simple length and width measure-
ments frequently overestimate the wound 
area by more than 44%. Current tools 
cannot accurately measure the volume of 
irregular wounds with significant depth, 
undermining, and tunneling. Digital 
imaging can reduce variability and record 
progress over time in an automated 
process, though much variability remains. 
Differences were found in using laser 
3D photography, the pixel-to-centimeter 
scale, reference markers, skew correction, 
color segmentation, calibration, quality 
measures, clarity focus, and the ability to 
edit and create trajectory graphs. Product 
assessments also need to be “fit-for-pur-
pose” in that the level of validation associ-
ated with a tool is sufficient to support its 
context of use.

The WCCC team conducted research 
focusing on wound care from the patient’s 
point of view.⁹ For patients, success is not 
simply about the wound-healing process; 
it is also about being able to lead a normal 
life while the wound heals. Patients 
uniformly prioritize infection reductions, 
decreased amputation rates, less social 
isolation, and improved quality of life, 
such as performing daily activities inde-
pendently.⁹ It is essential to have the right 
tools and metrics in place to measure 
progress in these areas.

Panel 3: Generating and reporting 
evidence
Consensus statement 6: The wound care 
community has a significant need for updated 
clinical trial reporting guidelines. 

Panel 3 included experts from the 
CDRH (n = 1), the CDER (n = 1), clinical 
practice (n = 3), research (n = 3), and 

industry (n = 3). They addressed the 
barriers that prevent standardized report-
ing in human clinical trials, identified 
the obstacles to implementing guidelines 
for reporting of preclinical animal and 
human testing, and outlined specific 
steps toward implementing preclinical 
guidelines among stakeholders.11 The 
group provided commentary that clinical 
trial design and reporting should be 
comprehensive and representative of the 
general population on which potential 
treatments are intended to be used. They 
also shared advice for developing clinical 
trial reporting guidelines for wound 
care that captures vital variables and 
identifies desired wound outcomes. The 
WCCC team is conducting research in 
this area for both preclinical and clinical 
trial designs. The panel emphasized that 
clinical trial reporting guidelines must be 
realistic, timely, flexible, not exceedingly 
burdensome (eg, requiring a 10-year tri-
al), and sufficient to meet the industry’s 
compliance requirements. It must also 
be updated frequently to include novel 
technologies and devices. 

Consensus statement 7: Established clinical 
trial reporting guidelines should be com-
municated with national and international 
journals, associations, and conferences 
for successful adoption. When the entire 
community agrees to use the same standard, 
the guidelines will carry the most weight in 
calibrating published studies.

The aim is to enforce consistent, 
standardized clinical trial guidelines on 
a global scale.11 It is essential to consider 
initiatives to motivate individual stake-
holders. The uniform application of guide-
lines ensures the quality of the research 
and facilitates accurate interpretation of 
results across all studies.

Panel 4: Real-world evidence in FDA 
and payer decision-making
Consensus statement 8: Accurate and updated 
ICD-10 codes for wound care are urgently 
needed. 

Panel 4 sought to understand the role of 
RWE in FDA and payer decision-making. 
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The WCCC group intends to develop a set 
of standardized approaches to RWE and 
wound research in medical policy deci-
sion-making. The 9 panelists in this session 
shared their expertise from the CDRH (n 
= 1), clinical practice (n = 5), and industry 
(n = 3). Discussions identified a crucial 
unmet need for updated ICD-10 codes 
that accurately describe different wound 
types.12 Without accurate codes, studies 
that report RWE will be inconsistent.

Consensus statement 9: Standardized, uni-
versal data entry metrics are needed to help 
calibrate results between RWE and RCTs.

The panelists discussed how results 
from real-world trials conducted in 
hospitals often differ from the results 
of RCTs.3-6 They all agree that there is a 
place for both RCTs and RWE in wound 
research. For instance, RCTs are neces-
sary for crucial initial labeling. Mean-
while, RWE can be used as a control arm 
to expand indications for other types of 
related wounds, validate RCT findings, 
establish objective performance criteria, 
enhance post-market requirements, and 
provide preliminary findings to indicate 
where RCTs should be conducted.

The challenge in wound care is to find 
common ground and pursue both RCTs 
and RWE.3-6 Collecting data toward this 
end is also challenging, as data systems do 
not always collect helpful, research-ready 
data. Agreeing on standardized metrics 
for real-world data entry and moving 
towards a pay-for-performance model can 
make data more easily collectible. 

Panel 5: Defining standard of care in 
wound care
Consensus statement 10: As the FDA does not 
regulate SOC or the practice of medicine, pro-
fessional practice organizations must define 
their own SOC. 

Panel 5 addressed the critical need for 
a universal SOC in wound care. WCCC 
volunteer members have strategized on 
how the SOC can be incorporated into 
future clinical trials and have projects 
underway. The 6 panelists in this session 
shared their expertise from the CDRH (n 

= 1), clinical practice (n = 3), research (n 
= 1), and industry (n = 1). They acknowl-
edged that the lack of consensus on an 
SOC for managing wounds affects all 
wound care patients. Using a Delphi 
method to establish consensus opin-
ions on the foundational elements that 
constitute a solid SOC in clinical trials 
will allow for refinement of future trial 
designs for new wound technologies. 
With the results, the group intends to 
communicate the findings with key play-
ers like the FDA. 

Consensus statement 11: The SOC should be 
specific and granular, with reasonable param-
eters to eliminate trial inconsistencies while 
allowing flexibility for patient-specific needs. 

According to the panel, the SOC should 
be as specific and granular as possible, as 
treatment styles and methods can vary 
significantly across providers. This will 
require training/cross-training to ensure 
consistent levels of health care delivery. 
Furthermore, the design of this SOC will 
likely be akin to a spectrum stratified by 
various patient populations rather than as 
single, immutable points. This design will 
benefit clinicians and patients, allowing 
them to target the most appropriate care. 
This will also enable the industry to inno-
vate products targeted toward a partic-
ular patient population. An official SOC 
will enable companies to design proper 
trials to commercialize their technolo-
gies effectively, promoting innovation in 
wound care. 

Consensus statement 12: The entire Wound 
Healing Collaborative Community and its 
stakeholders must be held accountable for con-
sistently implementing the established SOC. 

The panelists agree that once an ap-
propriate SOC is established, the entire 
wound healing community must commit 
to its adoption and to promoting the 
same quality of science across the board. 
Mechanisms should be in place to hold 
the entire community accountable. For 
example, wound care centers would not 
be able to enroll patients in trials without 
applying the unified SOC. 

DISCUSSION
The summit panelists’ collective 
expertise provides a thorough and 
diverse representation of the wound care 
community. Leading voices from the 
FDA, NIH, industry, health care settings, 
and research institutions collaborated 
to discuss the current landscape in 
wound care and its critical areas for 
improvement. The 5 panel discussions 
explored current obstacles, clinical trial 
reform—including alternative primary 
and co-primary endpoints—reporting 
guidelines, the role of RWE in decision-
making models, and appropriate SOC. 
The consensus statements developed here 
and the continued work of the WCCC 
offer a strategic pathway forward in the 
advancement of wound care.

LIMITATIONS
The recommendations from the summit 
represent the individual experiences of 
its participants rather than empirical 
evidence or clinical studies. As a result, 
the recommendations are influenced by 
panelist bias, training, discipline, and 
interpretation of their experiences.

CONCLUSION
The summit panelists represent a diverse 
group of stakeholders in the wound care 
community. Their discussions identified 
the need to develop standards, including 
those to be used in preclinical and clinical 
trial design, SOC, and modernized, 
streamlined processes that will ultimately 
reduce shortcomings in clinical research. 
This collaboration can help drive funding 
and innovation to promote new systems 
that will provide meaningful change for 
patients. Much work remains, but the 
continuing progress being made by the 
WCCC and its stakeholders, including 
the collaboration and conversations 
that occurred during this summit, is an 
essential step forward.  
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