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Assessment of Pressure Ulcer Size
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The soft sell.




PreValence ane EX{Ense:

SC | Czara ln) trja Dagairipnant of \aia s Al s

=0

i EIscall Year 2000:

Prifrzey Dieenosis of Prassre Ulgers
SC| _,erwge Ingatignt Days: 259% of tg iz
Cosr: H150 million

Prinzrey ard/or Saconicary Dizgnosls of Prassura Ulears
SC| Sapvics Ingatisnt Days: 4190 of ezl
Cosi: S247 .3 1o (9% i SC | i)

Hendricks, RD, Health Systems Specialist, NSCI, Personal Communication




Other Conditions With
mmoilizatieon and Pre

mreil dlelarly
SIroe & cdgdnarariye paurognseler elis
Traprleltle ol injury

Eower adirannity oo
RUEUIIALOIOYICEINAISEASES
SNEESIAGENCATE IO UITORAIA/AUISEASE




EcConemiIGmplicatiens olilPressue UICErs

(Extraoolzition from 2Astine) irforrretion)

> I8 OSPIuciZEGNIAUENLSE Al ONERAlEr ESUIMALE LOREXININIE 2l
armllrl_J oreerJéer Ji Z.5 pllllon gregsstfe e ers.

IaE cost flels 022 agiimletide) o gd gaiyesn) $2.2 io 9.6
ollllor) cnlritia]y

>The AUEINCOSTN AN ORMVIEENEIACENONOIESSURENUICES
rEa et noJOJ[leJ, ﬂllbmg mOmeJ, 2aRE HEME CARENIES
IEENMEPLILEC ONIEU PGSO S OISO TGN E B IS

Beckrich K, et al. Nurs Economics 1999:17:263-371.

Miller H, et al. Cost implications. In: Treating pressure Ulcers: Guideline Technical Report,

Vol. 11, No. 15, 1994. Publication 96-N015.




“Good heavens Stuart! We’re going to need the net.”



Proglarns &
snould you getirie orogosal gre-ravieyyec?

AV e G EVI VAL he JFOOODFIJ
ALIBWA/GUSENFUIMENGNMEKE LIIE CENYES




Proglens 9'
Wrio snould provice letiers of sUgport?

r

BeCANACIRIRISUHEIVE)
Collaigoreiors
NEITOIEINEXIIEILS
INAUSLR




(’D
‘: L
(2
U

Flow clo Yol erigose irie Invesilgaiors & i)
(Not riecessarily Ininat orcder)

SHINEEEUIES lelHJOr‘fJ —rngnzb eJJgJoJe ujecfr,s
SN VESTIUEL

/ f@JJrroo feliofs shochJ be IEMICELEENLOIUIE omje
~ 4 0160 P « ) | ¢ R

,-3
(—l
O
Iﬂ_
199
Iﬁ
D
C
CD
ﬁ 5
O
(P
(=1
O
g
=
(@
Iﬂ
| M —
1\
—
S

(2
(—l

k_
(12
(=
:_
(1>
Iﬁ,




\/ACOOPERAtIVE STUE:

Colgle gr Proglerfls gt QLT ofine STelrtiric

~—t

=R UIENCONUIREINGNESOIULG) mrlrle
otirerlesinle) dejtil gt < nllrine) sieeiif eliffleufe,

»UARCOUPIENGIRUIE oo.'r,en't]aJJy SIESIISIES
dieNIeEEVESTLENRIINCIOINRVES T LGNS,

)




“I was wonderin 0 when you’d notice theres lots more steps. 7




EUll Protocoll @Vverview.

I Seraarninef Prrese

> SillEN/SItEPROVICESTRESHEINOKIIONEAIIE PEIVIEC
IESSUIRE LJJL 2 eltiFinle) iple Ze elelVfs i g oge Ve of)
Treatrnent Priase (crug or pJac:bo)
IE=1ISY0 I OSUNENE U NERS CHEERINUNEIESERSUIEC:
[SEENIG NI EN OISt CIIE L CINNINEAMNEREIIESE

» EXPECIED tOIENKOIIFA00 PALIENLS OVEN S VEANS

» Inpt care untilf pressure ulcer Isihealed or 24 WKs

» /U 4 and 8 weeks after pressure ulcer healing




Treatment Phase:

Prisery Qglgciveior (CS #5395,

o dELErMINEWNETIER SCINRPALIERNLS
WitiresStegENNIROIFINARIESSURENIICEIFOIRIE

SEIVICHEMI BNV IICNECEIVERZZ NN EERSIBIFIESS10);
gutlpizael elinlieal eaire (1e,, ¢tielelinE-clflven)
gelfe Wit pltlifitiopell stogarr) ciplel cip o fell
AcIIBIICSLENOIE rlymr (o,<rlnrlroJorJ~) flelve el
greater percent of healed target pressure
Lilcers than these Who recelved placeho and

the same clinical care.



VA Cogoarailye Sitc)y
Prirmery Ouicorneg Veasure

Iﬁ:
(B
&2
2

IRl e ACLCOIIENTIEESD
IEZIECNINESSURENI CEISREETTIFEERZSHE=
aolipidllcllZatlon io el elezii gl i) <l

ol g4 Sitl gl clplel e Ko o) jep) <l feelijo) £ ]
minimum el 96 neurs (4




Peltlgnis gn o.cplelfologe 80 gi 200 geallge) (40%)




/A Cooperative St/

Powear Caletfzailon
~Falg sitie)y/ ezip) ezl ) goer gjs
2 90Z0 Witr) S04 gelt]gp)is

41 0O  ~NAtinnte ~O .n ; ¥ /| 0
29570 \Wiip) 948 geiilgplis [lggs gf b oo 1885 %) (54
DALIENLS))

¢ 90%0 (0.8966) with 406 patients




VI EICIESECOREERAGPIECHVE

o clatarrmnlne Waatna e <l nlaejac)
RESSHENTICEYRRENICIIISICIOSEE RGNS




Number et ealed PressurerUIcers

Apsciac” io FHernzlr Closed zit 8 yweaiss

JJ-J“

~—

25 ui 50 (50%) =itidnits o) glzcdge

00 gf 80 (12%0) geitldnts o) gl oo

“INUMBErSI determineainy nominal group technigue




OUER SECENEAIR/ @] EeChiVes

0)COMmpPare thernumie
dEMOnStratEra PrESSUEl

=159 rJoJ € durmg if]
[ reziipnent Priel

CD

n (@b
(D

2. Fo elatagapllple Waltner oxf-lnrlroJore iflarelny
[IMPIROVESIUERE N UL GRS LELUSH

BlechemicalfiViarkers ((AlpUminrand 2
Caloric and Protein Intake
Body weight

rezltimin

Nutrition Status Classification (VA Form 10-0364)



OER SECENGEAIR/ @] EeChiVEes

o F aVyallate the elects oifoxandreliene
NECPNACRNIEN I NN ELOIARES|IOSE?

2, To dvellteiigipla dffegt gi gl rolon)
iplareloy on olesael Insulle-=l14e ¢ royvin)
ECLON=IN{GIE=1)F

n

[ y =1 v L~ L 1A b 4 1
. 0) 6;0 O)cl fie - =00)0]0 0)e V\/ (@

treatment groups (oxandrolene vs. placebo)



Preplenirlds

clow clogs irie P rrigryeiie

-l

ASIETICTII NN FJJE L), IEWO<S Y
VoLl gdngilt o ga e “erde]lgle ciplel weall |
apiey clple) in)e varK IIUBIRIENIEKCEIVED
ASHI 9PN ORI ERSTLENMVESH T EILONS

E—
AN
(2
(X

51
WIERN/OUNIEISUEGEIENILON I LICIPALE:




oo |ans L2

Flow do you clezll witn Inesogrignced Investgaiors?

» Provield celde|tziie el flne
YUASSISINGE U ERuIENIRISISUIIRISSIIINIOEESS
MREIMIONRCENIEEENONOIBYVASLUEAPKOLOC)
» <egorr1/ (€90 Lcle/JCIEJorJJ from PIOLECH]




Submission to Local IRBs

Ca C2

ExtEmelVAEaneIRIRIERASIVE PIOCESS

(12
U
U

» Each IRBE IS diffferent.

2 WIS gelelgleel ) saeiely/ 1 piige) Fley.

» Pl must be available.



/A Cogoaret)y/e Silje

T2 SC| Sarvicas rlelve plavar gaar) rlernlasgeel
) T




Prepesed 15 SItes:

/A VMlaclleal| Capiar SC| Sarvicas

AUOUSta; GA VinWatkee; Wl
BIFONX;, INY
Clavelzple], Orl
DEIIESTRIPA

HIRES; 11

2I0PATLE) CA

"I‘] “D

deninnoniel A

Sl Dde)o), C A
HEQUISHIVIO

R OUSIORFNIPA feipgl el I

|_ong Beach, CA West Roxbury, MA

U’ U’

Miami, FL




roolarr) 15

rlow do you seilsiy 'Lr.he coricerns of trie grartirg sgercy?

Do plut gai tggat (aF cipje) ey )i
RESII0IIENIBIESNACIEREIECHNA
VI REREVEIAACIN O LON I CIRENIIENES]S
ACCIERAINRIGIINEHCRNIENAIE needed 'Lr.ha;ir. i
EEguIeE aeantenzai erENmInaR/AVoKKE

(@




SPECIIC CORCErAS Of the CoopLratIVe

Studles SC|ent|f|c \WVIEKIIL Rewew Board

Ing Additienal Prelimina f |
L DECHMINENACEUEINEESI eI tIERItaCCRUGI/ETUSEl:

) De errmrw Intra- and Inter-rat
URGNWEASUIEERE rloororlr'r

. De IENINENEIEISENUIIEIE SC [SHEGUIREE?

(‘D
L_,Iﬂ

ARIENOVACUIESSAIINENNACUINORIFSINEIES
.lr

s DELErMINE appProacnEsHior 5‘£endardJZJJg UAE
AUtrtienal compenent of the Intervention.

Reduce the number of outcome measures.

Re-examine the utility of the economic analysis.



@puen:EeasipINtyASHuEY,

VP roioco):

ZASILES 'for 5 CHEEMIG ORI,
Z SILESF IEUNIFS LU EYASCHREERIOFSZNEAUERL)

Sulbmission off Feasipility Proposal




IRiGENAWeR @ktaledDURING the

VA Faasiolllny Siiticly

I ENIUMIEIRGINS IO EN NN RN GRS LG ENA/AONESSURENUI CEYS
allejlole for ln)iple Freeiipel

2. Fnig Ipiere- clplel Iniar=reig e relizlglliny of tpe wWeollplel

MEESUIEMENIICIIIOECIINVES de' arprlneel,
Sh DecUmeERtEed e it =mesiterCopReIREeIRIS
[EEQUIECRO PERIONINILIE rrea'tm;nir, =)

1.

S

(Vp
(1>

(Qb




Prenlem 14:

I VA BN/GUERTGIHSUHICIERRSHUENASHIJECLSY,

DESION eI EFSLUIEA

YAREVIEVWAIIE erJIJJJom/e,«Jluom CIIILETIE]

2 Cops et copeltinlesition Wi sitlely gdrsanne]
I IENOCENOLEIISIUEARERSONIE!
»IVIONILOIFCE 10SSEST torERelimEnt




Enrollment Problems Persist

fealldlse |
»ACONSIUEIRPIOLOCOIRCIIENEES




— p—

\/A Cooperative SHEA
Peltlerit Accriel

Fo zienlave arl anrallagent 1) ire
Freaciiprignt Parese of 400 gaitjdp)is gyer

Z-ygelf gdrlacl, gsienl giigle 18 gligs
WOUIGNIEIEXIECIEGRONECHUIT TP ALIEMLS/A/IE




/A CooperauVve Stz

IEERIRENNIC WIS LU GNASTILES

Chalmansi@iice
SHalgnen
Co-Crlzll foplelf)
Netilopell Cogrellplziio)f

Project Manager

Director



\/ANCOORERAIVESTUEY:

(2280lr Ir) Touerl Wiir) Sitlcly Site

VieRuIyACONIERENCECAIIS

EMECOIESHONEENCES
ojfotlg clglel Inlellvielt)zl

NEWs|etter

Yearly Meetings




VA Cooperatlve Sz

r

INONIIIGIINOISINEEN,

Fullsiatelys oS4 Z gplllllon ior S Yewrs (difgct)
_lz mJJJJon ror / £l D(mrljre )




\/A CoopEKRatIve Study:

BUINESAICHENENRGEC

»IEINAInG e ELIRNIng SEs anerSIsy
2 Q) gielnllnlef elitie)/ o leigdee iranm Inlelts:

Uﬂ
(—l
=
=

2 Qg of ot BUllSittely siigs Wels plat SUiilelgptly

PIOE UCHVERIIERNICIERONIENEII) CICED
» Netilonell Cogrelipeiior Wels raglacael,
2 WelElple) e =ulSiitielAitilellple) Erite

COMpPIEUING e FEEASTONITy/ Sttay-
» [DISchiarge: off patients/sulajects Wihe Wish to' continue

In the study.




VWinat: the study willfacecomplisis..

Heallng Issues:
FERCENL NEAIEE
mlezlf]plef Feiie
N OREINECIoNS
=rlcloeririg/iaiclgolle fEieiors
I UREICEICEINCICLONS
DIUONRLEIRVERNUG

ECONOMICICORSIGEALIONSE
Iretall costs ofi pressure ulcer care
Net cost savings of the intervention

Quality Adjusted Life-Year (QALY)



Off to the




	Sequence of Events for VA Cooperative Study
	Specific Concerns of the Cooperative Studies Scientific Merit Review Board
	VA Cooperative Study: Patient Accrual
	What the study will accomplish…

