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’ 3 An mcreasng body iof xesea:éa fiterature has shown that psychologzcal states have clear xmpact on

i retovcry andiqualit i of ife in'women with breast cancer. Psydxosocm} varizbles suchias </

- B “emotional e:qzress:qn, coping lstyles, and factors related to social support appear to bave the most
é  promise for i Hmproving quality of ife and increasing the probabiity of prolonged. safvival There
) alsoisa smaJIbody ‘of evidence indicating that women with breast cancer receiving pqchosOcml

| i metvennonsmydhnveabeneﬁaaleﬁ'ectmrespecttonnpmve&r&ponseanddisease-ﬁ'ee
il sarvival Psychologcaldzstmsssemstobepamculaﬂyaanemyomgerwommwﬂhbrast
SR cancer,apog‘ulanmtbat seeins particularly amenable to psychosocial interventions: ‘This is due,
S mpatt,totheﬁctthatbreastcanwtendstobeamoreaggrmvediseaseofyomgagsmd
I younger women have more concem with issues related to body image and major disrirptions 1o
Lol t}'pxcaﬂyverybusyl'we& P
Py | :
ny Iq]ighxoftheseﬁndmgs,thetelsannnportzntneedforthedzvelopmentofcost-eﬁ'emve o

iy 5 f- sychosocxal;ntcwcnnons forwommwnhbr&st cancer. A successiind m:avumcnwﬂbe one

L thatcanreducemjuonaldssues,pmmotee&‘emvewpmgwnhd:agmssmdmmfor
1“1 breast cancer, and Be usefil and adaptzble to the diverse populition of younger women with.
o Q“breastcancer Ihgcunentstudyseeksto adapt&eUmamyofMamchnsetsMed:calCenter’s
Lol Stress Reduction and Relaxation Program (SR&RP)ﬁ:ryomgerwommwnhbm cancer.: The
LR SR&Rszawdl-&ainshed intervention program with demonstrated effectiveaess in improving
- mononalstatnsandquaﬁyof]‘femmdiwdualswnhavmetyofsmousme&caipmblm ‘The
program is educaticnally basad. Currently, it fimctions in inner city health cimics wnh diverse -
oL opulat.mns. |
) Gurzmchaddressesaspectsoftwooftheﬁmdamamlx&archmesmpgchosocxaleﬁ'm
- } of’ﬁreasteanee:mdthemleofomweﬂ-mogmnd(bmhnhmom&edmthsspop\ﬂamn of
Pk pmcﬂs)SR&RPmuvmnonmquaﬁtyofﬁfemdaamsofmmepmamdersthatmay o
s themse!vesbem:ponmnmdetmmgésaseprognnm Specificatly, th;sresca:chlsdesgned
‘ f to: 1) examine the )sychosocial impact of breast cances; and 2) ﬁmfytequqesfor delivering
5 costoeﬁ'ecuvecareto facilitate recovery, improve immmmological response, and m:pmve qualrty of
e hfe after ueatment for'bmst Eancer

o V 5‘.; KT |
b T?xmm,:. . (f

e Ihe primary goal ofﬂns proposal is to test the efficacy of the weﬂ-mbhshed, shan-dnrauon
S mmdﬁﬂness mednzuon-based Stress Reduction and Relaxation Program (SR&RP) in/womers
e mder 65 years old % newly diagnosed Stage 1 and Stage H breast cancer. The SR&RP
SRR mtervenuon aims;t mﬂnence a number of well-defined psychosdcial fictors which are suggested
1 ; ' by a growing  body of evidence as critically fmportant for: adjustment to 2 potamaﬂy e-
o :“ r.hl.reatenmg diagnuﬁs, enhancement of quality of Iife; and potentiaily, for enhancement of
;]| Tesistance tod.\seaséprogresson and survival im women with breast cancer. The smdywm
’ | conszst ofa prospeaxve random:zad three-arm design with 60 women earolled into mh arm: 1)

1 . 4' 1
e - . i i it
iy i H
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the SR&.RP mtewemnd)n, taﬂorefl to focus on issues specific to this poPulatmn, 2) a utrition | |
3 ém#uon program (IJEP) which will serve 2s an inactive attention control with regacd.to the | :
o sychosocxal ouicomenmeasurs and as a potentially active intervention with régard to eﬁ'ect on
;ﬁmnme pmmeiers (see Spectﬁs':A:m 2); and 3) a ususl care contml group ‘ ;

Spedific Aim. 1'l’o tesit the eﬁ‘eet of SR&RP on Quality of Life (QOL), emouonal mmess and
!exprbsson, copmg strhtegxes and related perceptual and behavioral factors, and comphance with
|| the terventionand with medxca.l recommendations in women (under 65 years old) wﬁh newly
| iﬁagowd Stage I and TT'breast cancer. Because the SRERP and NEP groups will have an R .
1 mt:nscgroupmoncomponmtandtheNEPgmupwﬂlrecaVenoneofthe |

L bombonms of the SRERP, the test between the two groups, SRARP 2nd NEP, will d:stmgmsh
| betwam the effect of the SR&RP intervention and non-specific group/therapist ﬁctorls. "

l

is: The SR&RPmtervenﬁonwﬂlrwltmnnproved QOL and abilityto !

e !'ll.: [V i3 A’ Q% -x~‘L

cope, comnareden‘ha:to the NEP or to usual care alone.

[+l 3
RN : E
i S othesi ‘IhJSR&RPmetvennonwmremltm.a)m:provedpetwpﬁonofse&'
B {andsdfmrehﬁon@tothcwnﬂd,asmwmdbymamsedsdﬂestmsa:seof .-
1] jecherence, znd- decteased loneliness; b) a corresponding reduction in mood dismurbance (ees
Sp il amdety and depression); c) increased use of acuveobehaviomlmdacuve-cogmvc coping
i ﬁsmtegmﬁ,aSmusmedbyﬂleDeaimgwnhmnmCopmgm@my'mdd)maased i
i fcomplimcewnhtreatmmtzegxmmsascomparedtonaxalcarealone ‘

i | ii s_nggﬁg_ém_z.- Tozestzhere!auveeﬁ'ectofthe SR&RPvexsusNEP,andnsa.alwe d;nmmnme

f | ' parameters’ specxﬁmﬂyrelatedtocytobn&ethat acuvaxeNamanmex(NK)ceﬁsandmdatom
P '!levdsthatmaymnmaﬁ'earﬁpunsembmstcznw(l). BecauseNKaczmtymayberdatsed
y %tomce(ﬂ)we{havepmovstyshownthztlw&tdxetsenhaneeNKactmtyG and we -
S hzvepxe‘ﬁmxydzmﬂ:atmeditatonmayaﬁ'ectmdatomnlcvelsmwomm,wearep ;
E ; mterstedmrehnvehiﬂ'ermc&betwemthetwot&stgmups, SR&RP and NEP, comparedto
R E;« i o | s
S T Jsgggjﬁgwquetomdwg&eswmmennmwmmqmséfhemme
MR ';rwpons:venessofStageIandemstcancerpanms. This will result in an incréase in the
b J .prodncaonofcy{okmes, e,g,,Interienhnsz and 4 (E/2,4),whxchamvateNKceﬂs, and
S ’ mzexfemn(ﬂ-‘ﬂ)y, which: acuvates macrophages. ;
lf 'Todetetmmexfthesmdyeﬁ'ects(dwcri'nedmAxmslandZ) along with
R msmtmance ofthe dnewennon practices, persist over 1-2 years of follow-vp. |
f I| g.‘ ) ; (. ' I: |
§| ' 'Spg;iﬁsﬂxngjhms.Psychosoml and imxmmological chmg&swmbemamtamedoverﬁﬂm
IR I)and related to ‘on-going practice of the SR&RP and NEP dietary practices, sdf-regu]atoxy
'1 i ’)strateg:esandhehmors.
SN T RS 2
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W‘R ACCOMPLISH

e EA statement of: tﬁc work accomphshed for the overall project was prov1ded as part of

I:)rg §Heoert s repor‘t Thérefore I wxll focus this section on my pamcular role and’ tasks as
part }of me pro;ect 3 : : 3

alla ‘hded weekly mee;:mgs dunng the first approximately 6 months of the study. The ,
r.fn}eénn were attended at various' times by site coordinators from the four partxcxpatmg sites,
" tﬂe‘i’ndc:pal Inve#ugatm' Pro;ect Coordinator, and other mvesngators 1 also chaired or -
pq: ated in sublcommittees involved in: 1) developing screening qu&stmns and: baseline
! QIF uonnmres to be u%d in recruiting and at the baseline assessment; :2) writing the : scnpt
i fp&s the i'ecrumng v1deotape and bemg involved in producing the v1deotape which was ‘then -
| useld;at the participating Sites; 3) writing and producing other recruitment materials ‘such as
' j_thcabr hirre and descnpuons of the mdmdual interventions themselves; 4) deveIOpmg the '-
int ‘rVen%mn protocol forithe stress reduction intervention; 4) developmg the actual :
. rer: niftment procedure wnh spec1ﬁc mod1ﬁcat10ns for each site.
: ﬁ R ' ] 1th' regard to develobment of ! the stress reduction intervention protocol decmons wereA
% | rh: b a ut integrating separate sessions composed only of women in the study with the :
p:: | % 1ons provided ds part of the standard stress reduction program already offe:ed at':
thF rs1ty of Massachusetts Med1ca1 Center. The larger sessions are composed of: 30—40
ple 'th a wide variety of medical or psychiatric problems, not just breast cancer: The
I ler Sessions are comi)osed of 6-12 women, all of whom are in the study. The:decision :
Wi ‘4made to have the smaller groups spec1ﬁc for women in the study joccur with two! sessmns
foire q'le standard stress‘reduction series and 4 sessions after the completion of the series. '
i‘purpose of these sesswns which were "wrapped around” the standard stress rediiction =
pro' ram; is to reinforce the practices taught in the program and give the women a chance ta
it i*about Issues spemﬁc to- breast cancer. P
I o ’
; ll ith Jregard to the recrunment and intervention protocols: development of the protoacol
a}s? ‘!mclnded researching|! the effectiveness of recruitment methods used in other studies |
;: suln lar tb 'ours and contacung an 1nvest1°ator from a major study who' ‘was able to prov1de b
: |Eqb information. AISO we conducted our own preliminary focus group with a '
hl ity-based bh'east cancer support group in order to gather data that would mfom
i guécxsmns such as §t1mmg of recruitment, and timing and length of the mtervenuon
i T conducted the focus group ‘with another investigator. This data was then uscd m

; fopifng the recrmtment protocol as well as the intervention protocol

dT o .
researched and develbped the procedure for collection of 24 hour urine specxmens and -
¢ |delive l;of the specxmend to the laboratory which is condicting the melatonin assays for the
j sﬂ.i & Allso, T oversaw i firial run of assays which was conducted by the laboratory using

; saj les: fmm a prehmmary study ‘which I conducted with another co-investigator. This
| mq ' ed’lrworkmg w1th the Iaboratory technician and Project Coordinator to ensure: that the

i . ; . ~; . i
il i : o K
|i . p ; o
| Y4 - ' Y
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whic ' potential! subjeg';tsfcould pe‘ identified for recruitment. This ixj'lv.olved idemi,fying all;
fc;lini'cs and satellite clinics at the sites where women with breast cancer were diagnosed,

cortﬂuctmg a sxmﬂaimvesnga‘uon at the University of Massachusetts Medical Cemer

z “'. As'a;s result of the investigations, we were able to determine how to facilitate! tand

1mlz1e our recrultment capability. Lastly, I was involved in meetings with the PI Dr
ehert It, ithe Pro;ecf Coondinator, and other investigators, in which theidecision was made to:
d tine age ehgiblhty to' age 63 or less.

(Burrently, Iam stllL mvolved in facmtatmg recruitment by maintaining contact thh
vanbus sites a.nd mv¢sttgatmg lways to improve the recrultment protocol

%@ off 12- 19-95 97 \yomen have been enrolled into the study. This' represents shghtly
re than 50% ‘of 'the total recrultment

It
i l
[

ci. }éfhavq been mvolved in planmng and participating in quarterly Steenng Comrmttee 3

tmgs wh1ch mvolve t}:e Study PI, Study Coordinator, site coordinators, ard other '

-pHrsdnn mvolved'm thq’ stndy T_hese meetings will be ongoing throughout the studx@

h o
!Dunnﬁ the first mtcrvenuon cycle I and another co—mvestlcator provided the 6" wrap-

d"«or boosterlsessuqus for thé women randomized to the stress reducuon mtervenuon ‘

D1l
. a;;m’l Begmmnv wﬂh the ‘second intervention cycle, I began providing the 6 sessions a.lone

swﬂl‘ ntinue to do' s¢ for the remaining intervention cycles. These 6 sessions occur
co g Y

: 1be) dre aﬂd after the standard stress reduction program, as explained above
SN ? : -
’ero ghout the entuey ‘study, 1 t}ave been attending weekly to bi-weekly meetings w:th the -
;? sﬁucgy PIand Project Coofdmator to- dzscuss overall study issues, including design i 1ssues '

rultment etc. .

L 4 ;' | B ’ | o
.Gix;rremly, Iam pre ¢a mamuscnpt reporting on prehxmnary data related to. the study
1iph épefully w111 be gubhshed tI am working on this with Dr. Jane Teas, another! study

%»'_vesﬁ gator, and Dr:
Jim -
l . d .

t

R

ebert the study PI.

dl!the! ‘Teporting Srystems for the d1agnosxs Also, ] worked with the Project Coordinator who‘




11 T | CONCLUSIONS -

«3 |

;.;werepronnsed!hzve e completedsaccms&xﬂy recrmmtﬁgummonmkz nd retention

' || is excellent.: Governdng forthesmdyhasworkedvetywdlwnhmostexecum&échonmakﬁg

hapg:cnmgmamn g\tuupconsnstmgofDrs.Hebm:ndMassmnand}rfs.Snm b

| |/ Druker. Tn some i cesomdecxsonsareprovmnmlonthenbangbmadcastwmvsugaiors
%?atMCandother esforﬂlalapproval Dayhto-dayopmhonallssushavebmdeaded
j,;mnlymthesteuookdmatofs‘wmkmggoupwhduschmedbythehojea Y

: ;Cocrdmator/UMASS SxteCoordmator Ms. Susan Druker. BecauseSumDmkcrsiamcmbu
f gofﬁothoftheﬁmchopmgwoﬂmggmnps,commnmunonswnhmﬂlm(:snezndamssthe

ﬁ sfmsneshavebem

xtraordinardly smooth and efficient. ‘Dieoveta]lSteemgCommttee 2o
, , mcemtheﬁrstyw Occasionaily, anexeqmvedmonhascomeoutof
'thesemeetmgs. er,uhasmspnedthatnsmmpmposezstopmdemﬁahhaﬁmto {
lmvmgatorsatthe her sites and to rekindle enthmsiasm in the study:. Akhoughthaewasno ;

j‘plaeetomenunnth:snbove nioddbenotd&a&emhsmkvdﬁrmdym&e L
: ;deﬁmnnabomwhchpeopleﬁel:egmﬁn tharawnmvolvementmdmvolvemunfnthar
5 ;paucnrshasneverbeenhghermmysmdywmhwhchlhsvebmmlved_ o

f‘%Onaofourma;oreuqczmsmd&gmgthzssmdyconcmedm&mmdtheasymnﬁyof :
:zmmemmcondinonswhmbﬁndmgxsmyosibhhtheymofmeemgsbefore formally
' lipropased this study, %velq:emmoremneonth:szsnethmmytbmgelse. Om'coneemwasthat
i ;4 obvious finbs betwemt&emmnonmdmmswonldeﬁhethdtoalowrmmm

i raieortherewouldbelarge &ﬂ'erennal dropout after women were randomized. Withi40% of

total recruitment curreatly completed and having begm the second round ofmte:ventms,wem

' 3conﬁda:ﬂysaythztthxshasnotbemapmb1em. Curreatly, we are working on a manuscript that

&:scussesxsmsaroundbehmmﬂmavennunstﬁztcmotbebﬁnded. We&elthatthe Lo
expenence of thie B! (ESSmdyprcvxdapracuw.lmmhowto dealwn.’ntiuSnbxqmns,
+¢ry obvious, and attmded to problem. ,

We:hcpe that the m«:vrdmaxy*mm of the first year of the BRIDKES Sméy.wﬂl

tfor the remaining thres years. Iapprecxate the opportunity to- conveytﬁe excellent pmg&ss dm

i%vehavehadtodate. { | | E
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