Development And Validation Of Guidelines For Clinical Research In Wound Care
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Table 2: Final 19 Statements on Wound Research

PURPOSE: To describe development and validation of a guidance document for . . LG ) ) 1 There s a need for a guidance document in the field of
takeholders volved m clinical research In wound care. DESIGN AND .Efls'GN AdND PART'C'PAhNTF?bWER | ’ Table 1: Participant Demographics & Background s statement 4 focused on new products and devices wound care research,
5;223;’:’:{3] m‘\m'g:‘y“gj:g;":'sygzzs‘mﬂe' :(1:::::3”?;?f;';f;:};‘r":’;“?:::;‘eﬁzd N 5 Y_VOH“ ce(\:re experts,é e . f’i?”? ,tgenertate a T e Nea entering the wound care market are derivations of 2 Wound care researchers, product developers,
reliminary Consensus Document of 17 statements. v : Pers
Delphi approach consisting of 2 web-based surveys was used to reach consensus on & 119 n'z' ol ’ fessional Gender previously marketed products that have known safety manufacturers, policy makers, payers, clinicians, and
the statements and involved over 100 multidisciplinary wound experts. METHODS: The ** 119 multidisciplinary wound care professionals - Male 54(47.8) and efficacy profiles based upon FDA-evaluated consumers should be educated on wound care research
POWER panel contacted leadership of organizations with interest in wound care to participated in a modified Delphi approach consisting of 2 Age (V) research guidelines.
invite their members to participate in the Delphi process. People interested in | : L 3 All human wound care research conducted in the United
participating contacted the POWER panel directly. Only 2 organizations refused webobas;d surveys to reach consensus on the statements 18-25 2(18) =The panel suggests, therefore, that initial research States should follow the principles of Good Clinical
participation. Participants rated each of the 17 statements using a 4-point Likert scale. l\fIETH DS: o o ) 2635 7(63) could be cohort designs (ie, observational studies) Practice (GCP) in accordance with FDA regulations.
The a priori criterion for endorsement of a statement was greater than or equal to 90% “*Leadership of 17 organizations with interest in wound care 36-45 22(19.6) " P : G . +
of participants responding with “agree” or “strongly agree” to the statement. Statements 2 " - . 2655 16 (41.1) to fulfill the requirement of efficacy in products or 4 The study design of research conducted in wound care
with less than 90% agreement were reviewed and considered for revision by the were contacted to invite their members to participate in the so.00 29(259) devices that are modifications of existing products should be matched to its purpose.
POWER panel. RESULTS: 119 persons responded to the first Delphi survey Delphi process. Those interested contacted the POWER 8 ¥ ices: i isti 5  Wound care clinical research should include evaluation
(response rate 72%) and produced consensus on 5 of the 17 statements. 12 panel directly (n=173); 2 organizations refused participation > 69 6(54) or devices; later trials could use more sophisticated of simultaneous and/or sequential interventions when
statements were reviewed, revised and sent to participants in the second Delphi = - ’ ) ! . Location (region) designs. appropriate.
srvey, Al sistements were aprove wih S0% consess wih o Dl sy, S Parlllclpam%"ﬁe" each St‘a’emdeg" using a 4-P°'r;1t_ '-'ke(’j‘ New England 11(99) +%+Statement 5 is that most experimental designs 6 Wound care research should incorporate a
scale, provided comments, and basic demographic an id-Atlanti . e i : istinguishi ind care !
few or existing products or evces of iervenions, such as j e backaro grap A e focus on a single intervention when distinguishing the y approach possible.
care techniques, mobility/exercise, nutition, treatment *bundies,” or prevention ot | backgrol f g ; ot North Conueal o experimental from the control group with “usual care.” 7 Research design should include parameters that are
fegmens that e bing used of il be sed n the eatment of wounds, whethe acte X ngo/a\ pfr|or| criterion for en zrser)jent of a s:t‘atemert was et North C¢ 20 =However, wounds heal via a series of sequential appropriate for the type of the study.
> n % of participants responding “agree” or “strongly agree Fast South Central 4(36) and overlapping phases, and may have multiple 8 Przna:\l(’e:\:f:mts 11\ w;)::}:\d.c:re resiarch n;e? tf: |
BACKGROUND Lothe stalemgn':, o A those th ) West South Central 16(14.4) contributory factors. Chronic wounds, therefore, practice, | goes ot fhe intervention and it
% Statements with <90% agreement and 4 _ose} at received Mountain 11(9.9) often require multiple interventions or episodes of 9 Study design should be reviewed
W d h has b iticized b . > 15% affirmative responses to the question, “Does the Pacific 8(7.2) treatment 10 Study design hould be open ta a'mndmm
“*Wound care research has been criticized because o i ision?” i i i ¥ ; ) ) ) ) .
methodolagical issues: fstatem_e!'lt "iqwr"]e revision? We"T reviewed and considered ;;m:?;::::ﬁnt‘md work setting 27(239) =Statement 7 is associated with the issue that wound 11  Quantitative wound care studies should include a run-in
v'RCTs cgn be difficult due to expense, complicated ST/T‘I‘IIESYEI/SE A);\IIAEESOI\Q(ER panet Other outpatient setting 8(7) care studies are often lacking crucial parameters in e aprna o1 e el assessment when its
dy desi d endpoi pbI : P “»*Proportion of panelists éndorsin each item was calculated Home health agency 1(9) regard to design, exec.utlon, repo(tlng (see be!ow)_. 12 'af:zr;':;;?:l'e for inclusion and exclusion criteria in
\/stu y designs, and endpoint problems. ’f P Fz both i 9 o od Long term care 6(5.3) =Statement 8 emphasizes that primary endpoints in wound care research should mateh the goals of the
i initi or responses to both questionnaires. Open-ende o
Contro!led StL_JdIeS are necessary to initially ) commgms ot conte?wl o for gepneral thomes TOSP;tal e corefsubacute 2; 1;87-61 wound care are often quite diverse and do not always study but the generalizability of the resuits to wound
determine efficacy, BUT may not be generalizable to Y . A‘Z:gei:i':““ @ care/subacute facility 18:1-5 '9] reflect complete wound healing. care populations should also be spelled out.
“ N - - 13 Highly ions are und in
real- e eo Wour]q .Care Fome beca.use ey have Cier 1019 clinical wound care research practice and should be
multlple COmOI’bIdIt.IeS or come from hlghly g;:‘:r 13(115) include in any research design: included where feasible.
vulnerable populations that are typically excluded DELPHI ROUND 1 Administration/management °078) Age 14 The definitions for intervention(s) provided to the
i - ender N Y N
from controlled trials. Educator 9 (78) Socialstatus (a5 appropriate; e.g., socioeconomic status, education comparato groups in any clinical study, ieally
v'Wounds receive many different treatments from ++119 of 173 initial respondents completed the survey (68% Licensed practical/vocational nurse 1(09) kve,l. married( & single, rural = ur_!lnabnl, :ives alone or with others) be explici, d
. . . . - . y cuity score (if appropriate and available; 3
inception to healing thus identifying the comparator r?sponse rate) ) g:VS!E?I therapist 3i 1373:)' Ethnicity/race 15  An appropriate but comprehensive dataset should be
roup s difficult «*4 statements were not endorsed (8,9,15,16); 4 did not ysician ’ Comorbid medical conditions (as appropriate). included in the research design to describe the
group . require revision (6,7,12,17) Podiatrist 19 (16.5) ADLs and functional measures participants
,q e L . Registered nurse 11(9.6) Health habits (e.g., nutritional status, exercise, tobacco, alcohol, and - b hensive d hould b
OBJECTIVE «“»Comments focused on application of the statements (i.e., Researcher/scientist 17 (14.8) drug abuse) 16 An appropriate but comprehensive dataset should be
use in different situations), objection to specific words or Other 13(11.3) Additional measures as appropriate. included in the research design for any study that
. . phrases or content (i.e., lack of clarity), or disconnects (i.e., Years involved in wound care research e S, 17 Gl ot coreveseore should incude ratesof
g N . . u urati gl
*To address the problems in wound care research a more than one principle embedded in the statement). $2 6(53) Compression (for venous leg ulcers) recurrence where feasible.
multidisciplinary Panel on Wound Care Evidence- 2’20 ig:gé: gff;o:‘dmg (f[u(r'pressure arnd dlabfe;lcbu_lcc‘ers) ) 18 National or formal wound registries should be
™ - X ebridement (frequency, types of debridemen ° g :
based Research (POWER panel)™ group was DELPHI ROUND 2 1120 32083) o o o) i (o o Gatt) developed with real-world data collection.
convened to define a set of guidelines in the form of >20 26(23.0) Vascular assessment (how accomplished) 19 Cooperative groups, composed of multile researchers
L ; > . 5 - . Surface area measurement (e.g. length x width, and method of working in concert, should be formed in order to
principles to provide direction to all stakeholders +80 completed the 5(;""93" (46% response rate). dorsed Not in '"V"I"’Zd in W°“’:f care ’Iesea"c" 15(133) ) s-ene facilitate and optimize wound care research.
B f P B 4 N N Years involved in wound care clinical practice i i in si
e e s o e Tl CONCLUSIONS
= Revision largely based on use of specific words or Z-io 12&53;; T h o quinee for dovel "
contextual use of the statement. ’ Bacteriology as appropriate The statements provide guidance for developers and users
11-20 44(38.9) Use of validated tools of new or existing products, devices or interventions, such as
>20 29(25.7) Research-based standard wound assessment. assessment techniques, care techniques, mobility/exercise,
Not in wound care clinical practice 13 (11.5) Other criteria as appropriate. nutrition, treatment “bundles,” or prevention regimens that

are being used or will be used in the treatment of wounds.



