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Background: The main 6-month results from the PREMIER trial
showed that comprehensive behavioral intervention programs im-
prove lifestyle behaviors and lower blood pressure.

Objective: To compare the 18-month effects of 2 multicomponent
kehavioral interventions versus advice only on hypertension status,
lifestyle changes, and blood pressure.

Design: Multicenter, 3-arm, randomized trial conducted from Jan-
uary 2000 through November 2002,

Sefting: 4 clinical centers and a coordinating center.

Patients: 810 adult volunteers with prehypertension or stage 1
hypertension (systolic blood pressure, 120 to 159 mm Hg; diastolic
blood pressure, 80 to 95 mm Hg).

Interventions: A multicomponent behavioral intervention that im-
plemented long-established recommendations (“established”); a
multicomponent behavioral intervention that implemented the es-
tablished recommendations plus the Dietary Approaches to Stop
Hypertension (DASH) diet (“established plus DASH"); and advice
only.

Measurements: Lifestyle variables and blood pressure status. Fol-
low-up for blood pressure measurement at 18 months was 94%.

Results: Compared with advice only, both behavioral interventions
statistically significantly reduced weight, fat intake, and sodium
intake. The established plus DASH intervention also statistically sig-
nificantly increased fruit, vegetable, dairy, fiber, and mineral intakes.
Relative to the advice only group, the odds ratios for hypertension
at 18 months were 0.83 (95% Cl, 0.67 to 1.04) for the established
group and 0.77 (Cl, 0.62 to 0.97) for the established plus DASH
group. Although reductions in absolute blood pressure at 18
months were greater for participants in the established and the
established plus DASH groups than for the advice only group, the
differences were not statistically significant.

Limitations: The exclusion criteria and the volunteer nature of this
cohort may limit generalizability. Although blood pressure is a well-
accepted risk factor for cardiovascular disease, the authors were not
able to assess intervention effects on clinical cardiovascular events
in this limited time and with this sample size.

Conclusions: Over 18 months, persons with prehypertension and
stage 1 hypertension can sustain multiple lifestyle modifications that
improve control of blood pressure and could reduce the risk for
chronic disease.
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For author affiliations, see end of text.
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Problematica a
Incidéncia de:

Aterosclerose cardiovascular

Obesidad t ima d
Estilo de vida nao-saudavel | | esidacde ou estaracima co peso
PA elevada
l ‘ Alteragoes nos Niveis lipidicos
Diabetes, osteoporose e cancer

20% das mortes nos USA

O aumento da atividade fisica e alteracoes na
dieta sao necessarias, mas estudos mostram
beneficios com mudancgas simultaneas.

Um estudo, o PREMIER, avaliou os efeitos de 2 tipos de intervengoes que incluiam um
aumento da atividade fisica, perda de peso e reducao da ingesta de sal.

Uma intervengao também recomendada é a Dietary Approaches to Stop Hypertension
(DASH).

O objetivo deste estudo € comparar os efeitos de 2
multicomponentes comportamentais versus apenas recomendacgoes
no status de hipertensao, mudanca de estilo de vida e PA.



Método

“ Amostra

» Adultos saudaveis.
* Apartir de 25 anos de idade.

* Hipertensos ou que estavam no estagio | de hipertensao, conforme os critérios
do Joint National Commitee VI (JNC VI), que ficariam por 6 meses em terapia nao
farmacoldgica.

é’ Critérios de Inclusao

* Sem uso de medicamento anti-hipertensivo, com PAS entre 120 e 159 mmHg e
PAD entre 80 e 95 mmHg, baseado na média de 3 visitas.

* Pré-Hipertensos com PAS entre 120 e 139 mmHg e PAD entre 80 e 89 mmHg.

N Maiores Critérios de Exclusao

*IMC <18.5kg/mg? ou <45.0 kg/mg>.

*Uso de drogas anti-hipertensivas ou que afetassem a PA.
*Risco JNC VI categoria C.

*Uso de medicamentos para perda de peso.

*Prévio evento cardiovascular, angina, cancer e consumo de mais que 21
drinques por semana.



Participantes Randomizados com Igual Probabilidade

Grupo A: Recomendacgao
(Advice Only Group)
Apenas recomendacgoes:

- perda de peso (se acima).

- reducéo de sal.

- se engajasse em uma atividade
fisica moderada.

- seguisse uma dieta saudavel para o
coragao, o que incluia a DASH diet.
- 2 sessdes de aconselhamento
individual de 30 minutos:

a) uma imediatamente apés a
randomizacgao.

b) uma depois de 6 meses, na visita
de coleta de dados.

Grupo B: Intervengao Estabelecida

(Behavioral Interventions in the
Established)
Foi estabelecido:

-\ de peso de pelo menos 6,8 kg
para aqueles com IMC = 25 kg/m?2.
- pelo menos 180 minutos de
atividade fisica moderada por
semana.

- ndo mais que 10 mmol por dia de
ingesta de saodio.

- ingesta de alcool para homens de,
nao mais que 2 drinques e para
mulheres, um 1 drinque, por dia.

Grupo C: Intervengao
Estabelecida mais a DASH diet.
(Established plus DASH Group)

Tudo que foi recomendado no grupo

2, mais a dieta DASH.

Nesta dieta, as metas eram:

- aumentar o consumo de frutas e
vegetais (9 a 12 porgdes/dia).
-ingestao de laticinios desnatados
(2 a 3 porgoes/dia).
-redu¢ao no consumo de gordura
saturada (<7% das calorias).
-reducao do consumo de gorduras
totais (£25% das calorias).

Durante os primeiros 6 meses, em ambas as intervengdes foram feitas:
- 14 sessbes de aconselhamento em grupo.
- 4 sessdes de aconselhamento individuais.
Do 7° ao 18° més, os individuos participaram de sessdes mensais de
aconselhamento em grupo, além de 3 sessdes de aconselhamento individual.




Figure. Flow diagram of enrollment, measurements, and visit completion.
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l BP = blood pressure; DASH = Dherary Approaches to Stwop Hypertension. I
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Método

» A PA foi aferida 2x a cada medida, sendo a sistoélica e diastolica
calculada usando a média de todas as medidas (4 medidas antes da
randomizacao, 3 medidas no 6° e 18° més, e 1 medida no 3° e 12° més).

* Foi feito em dois dias da semana, anotacdes de 24h, sobre a
alimentacdo, uma durante a semana e a outra no final de semana.
Coletados por entrevista no inicio, no 6° e 18° més.

* Ingesta de nutrientes e grupos alimentares foram calculados usando o
Nutrition Data System for Reseach, versao NSD-R (Universidade of
Minnesota, Minneapolis, Minnesota). Excrecao de sbédio pela urina
(refletindo a ingesta de sal) foi obtida pela coleta de urina no inicio, no 6°
e 18° més.

* Peso , teste cardiorrespiratério de esteira e atividade fisica, foi
verificado no inicio, no 6° e 18° més. Foi analisado no teste, o 2° estagio,
no 10 minuto submaximo. O gasto energético foi verificado por
entrevista, pela recoradacao de 7 dias.



RESULTADOS



Table 2. Change in Weight, Fitness, Physical Activity, and Urine Sedium and Potassium Excretion from Baseline to 18 Months by

Randomly Assigned Group*®
Variable Advice Only Established Established Estimated Differsnce from
Group (&) Group (B) plus CMASH Baseline to 18 Months
(n = 241) {n = 235) Group {C)
n =241} Pairwise Estimate
Comparison (95% CI)

Mean weight

Participants with data, » 241 235 21

Basaline (50, kg 2e0({17.2) BT (7.8 86121} B v A —22(-33ta 1.1}

Changs ab & months (500, kg =1.7e4.4) —ITE55] =58 (5 .8) [T =738t TE]

Change at 18 manths (500, kg =153 50 —ia e =437 .d) ws. B —05{—Tetods
Mean fitness (heart rate at stage 2 of submaximal exerciss test)

Participants with data, n 233 225 225

Basaline (S0 beats/min 129.8 (14.8) 12005 014.1) 13000 (14 .8) B ws A —08{—-27to 1.2}

Ags [Ty 4TS : i T =BT =Sy CVE A == artm — 0Ty
angs ranths 500, beafslnn i D LA 3 —EITTT.I} =231 Lvs b —la =33 tatlal

Mean physical activity {daily energy expenditure)

Participants with data, » 242 232 240

Bazzline (50, Ecalikg FIFTUEE] FAETIE] FFETA Ews A =007t 0d]

Change at & months (500, koallkg 0.3 (2.9 0.4 (2 5) 0.6 (2.4 o, A 0.1 {—0.3 to 0.6}

Change at 18 maonths (500, kcalikg a8 0.3 (2.6) 0.8 3.4 Cws. B 0.3 (=001 to 0U8)
Mean urinary sodium excration

Participants with data, » 233 223 214

Basaline (500, mmal/24 i 173.2 (69.5) 154 70.1) 177.3 (20.0) B v A —167 {—303to —3.23

Changs at & months (S0, mmolf24 & —20.6 {71.6) —M.6 047 —32.6 {810 Cows. A —154(—291tc —1.7)

E;i__njﬂ_mm_(wwyh —GE(E9E) —184i833) —245(852) Cuyc B 13(-126t015.2) |

Mean urinary potassium excretion

Participants with data, » 233 223 214

Basaline (500), mmaol/24 b BE2 (281 G565 123.9) &1 (27 .00 B vs. A 27(-22taTE)

Change at & months (S0, mmol’24 h =13 (287 0.5 (22.3) 123 (32.1) o, A 127 (7810 17.7)

Change at 18 months (500, mmol/24 B —25(26.9 0.2 (30.1) 2.5 (3040 Cows B 0G50 te 15.0)

¥ Participants with data” refers to those with baseline and 18-month data. DASH = Dhetary Approaches to Stop Hypertension.

]




Table 3. Change in Dietary Intake of Food Groups and Mutrients from Baseline to 18 Months by Randomly Assigned Group®

Wariable Audwice Cinly Established Established Estirmated Difference frorm
Group (A Group (B plus CrASH Easelime to 18 Months
n = 248) m = 237) Sroup ()
(m = 243} Fairwis= Estimate
Cormparison (9595 Clh

Miean fruit and vegetable intake (SD), servingsd

Easaline 4.4 (230 A6 (2.3 4. F (250 B ws. & — i1 {—0.5 to D40

Changs at & manths 05 (250 Do (2 &l EXNTENSY] Cows A 2oa (2 2 ta 215

Changs at 18 months 0.2 (2.7) 01 270 2803 4) Cws B 2.F (2.2 to 2.2)
MMiean dairy intake (5D, s ernvings"d

Bas=line 1.6 €1.2% 1.6 (17.3% 1.7 01.2) B ws. A — 02 (—0a to OO

Changs at & manths L B -] — 2 (1.5 0.5 (1.5 Cows. A A (0 2 bo Dah

Changs at 18 months 00 (1.20 —02 (1.5) O (15D Cws B s (0 o DUED
Psan total fat intaks (SO 22 of kcal

Easaline 2T 2D 35 (B O IF2FTY B ws. A —15{—=2 8t —0.1)

Change at & months —1 0 7 —3. 9 (5 =) —a 5 {35} Cowsl A —& 0 —F 4 to —47T7)

Changs at 18 maonths —1 0 (885 —IO (. Th —F. 4 (89 Cows B —d.a{—50ta —3.2)
Mean saturated fat inmtake (SD), 22 of kcal

Easaline 102 (3.2 102 (2.1 A0S (300 B ws. & —ioaE {—1.1 o D)

Changs at & months — g (=230 — 1.2 (4 .00 — 3.3 (3.3 Lows, & —e.2 L—L s o —T =)

Change at 18 months —0.6 (38D —1.1 3.7} — 2.9 (3.4} Cws B —1.F{(—2.32 to —1.2) |
Mi=an calorie imtaks (SO, kcal

Bas=line 1917 (62270 192 8 (59l G) 199 (5210 B ws. & —130 {—217F to —44)

Chanoe at & maonths — 12 (38 2 — 216 (525 51 — 2] (HoD HD Cows M —25 {—181 to — 100

Changs at 12 maonths — 147 (597 —281 (519.5) —28d (S3F .00 C ws. B 35 (—52 ta 1223 |
Miean protein imtaks (SD) 22 of kcal

Bas=line 155 (3. 8h 165 2 (4 .68 160 (3 8h B ws. & D2 (—05 to 110

Changs at & manths 1.2 (4.9 1.0 (5.4 20047 Cows. A 1.0 00 2 to 1,80

Changs at 18 months 1.4 (5.a0 1.2 (4. 2h 2.1{47D Cows B OF {(—i0.1 to 1.5
MMiean carbohydrate imtake (SD), 22 of kcal

Bas=line 52.1 (2.8) SO (10 4) 5.9 (D a) B ws. A 1.00(—07F ta 27D

Change at & marths —i0.1 (Ss) 2.4 (11. 7D 2.9 (11.4) Cows. A 5.8 (4.1 to 7.5)

Changs at 18 maonths L I | 1.2 {11.8h 6.5 {1020 Cows B 4823 2 tao 6.5
Miean chaolesterol intake (SD), mgdd

Easaline e B i = B 2795 {11 4) 2788 (156.3) B ws. & —Sa {(—3223.9 to 14.8)

Change at & months —8S (21200 — &AL D 1D S —BE2F {178.1) Cowsl A —3IDTF {—a2 8 to — 15,80

Changs at 18 months — 22 3 (201 _2) —d4 4 {180 ) —FIAFT 173 AD Cows B —3ID1{—545 ta —5BT)
Miean total dietary fiber intake (S0, g°d

Easaline A7 (=0 1700 (7.4 17F.2 (8.0 B ws. & — .1 {—1.5 to 1.3%

Changs at & manths —I03 5 40 DG (6. 90 4. F (BEE) Cowsl A 4.2 (2.9 ta 5.a)

Changes at 12 months 0.2 (28.3) o1 730 4.4 A Cws B A4 (3.0 to 58
Miean calcium intake (5D, mESd

Bas=line F2E .3 (F50.5) FRR2O@3ZITF) FEZ2 D9 (35D 1) B ws. & —&a1.2 {—1232 3 bo L)

Changs at & manths —3IF 1 41510 —4492 (X7 _G) 1772 (4332 7) Cowsl A 148 & (85 9 bo 210.3)

Changs at 18 months 1D (397 9) —40 2 (349 TF) 1532 (Al 5) Cows B 202 8 (147 .4 to 272 .20
MMiean magnesivm intake (SD0, g d

Bas=line 2712 €111.5) 2726 (24 .70 2FF 6 (107 1) B ws. A —&.5 (—23.2 to 10.2)

Change at & marths —11.6 (25 ) —5. 2 (8840 399 (101.2D Cows. A B2 (214 o 54 8)

Changs at 18 months —1 0 (113.1) —8.0 (23 4D = i Do Cows B 44 F (27 2 b &1 5)
MMiean folate intake, pegdd

Bas=line 245 8 (1858 3432 5 (142 00) 345 5 (168.2) B ws. A —20.9 (—47 2 to 5.5

Change at & months R B B ] 1001 £16a1 5O) FEI (201.3D Cowsl A o] S (2E LS b 21 10

Changs at 18 months 198 (189 .5) 1.2 {1&&.8) BE 0 (207 O Cows B 252 (5% 2 to 112.3)

" ZBample size For participanes with bascline and 18-monch data. DRASH = Dhictary Approaches o Scop Hypemension.




Table 4. Outcomes: Prevalence of Mormal Blood Pressure, Proportion Using Antihypertensive Medications, and Systelic and
Diastolic Blood Pressure at Baseline, & Months, and 18 Months by Randomly Assigned Group®

(DutCames All Partidpants Partcipants VWho Had Hypsrtenslan at Bassline
Adwice Conly Establishad EstabdIshed Palraiss C1ads Ratlo ar advice Qnly Establishiad Established Palralse 2dds Rata ar
Gr-:-up L) GH:IIJFI [{=}] us Dl SH Cl:II'I"IPE.I'|5:II1 Ditfersnce from GI'IIIIJP [N Gr-:-up [ =] lus DVASH cl:ll'ﬂpa.l'IEIZII'I Cilference from
nup () Basellne at1& roup (<) Easeline at 18
Months (959 CliH Months (%59 Cit
FrE'l'E]“El'Iﬁftngl |
B Slan,
4
Bazssline g IS £ B ws A DUER (0T o 1.0u0) L] 100 00 Bows. A 052 00405 bo DLBS)
& rvorke 26 17 12 i v A DLTF (052 to 0.97) 52 24 2z Cows. A D50 (045 bo DUET)
18 roiths 2 2d Zwe B 0,93 (075 o 1.15) [-F] 40 El-] Cows B 056 071 o 1,300 |
Prevalence of
narmal blood
PrEssUnes
Baz=fine a o ] B w= A 1.25 {051 +2 1.72) L+ 4] o Bows. A 1.26 (076 to 2.42)
& rvorrkes 19 20 25 i ows A 147 {084 o 1.52) E) 12 12 Cows. A 100 (0,55 ba 2,01 )
18 months 18 24 24 Cws B 0,93 {059 to 1.26) ] @ ] Cows B 080 (0,45 bo 1.5
Use DT‘UI‘U‘ et -
anthypertensh'e
medication
Bazssline a o i B ws. A DS (056 to 1.01) L+ (8] o Bows. A 057 0041 bo B0
& resorrkhes 10 2 3 Cowm A Do (00 b 1,170 3 4 2 Cows. A 052 (0.45 to OLES)
18 rnoths 19 10 14 Cws B 1. 1% {0540 4o 1.58) i 18 21 Cows B 10T (074 e 1.55)
Mean systolic
belood
pressune (S0,
mm Hg
Bazsfine 1242 (1013 135.5(2.2) 124954 Bwz A =059 —2.7 b 0.5) 143.5 (B2} 144.2 (7.8) 144171 Bws. A =1.20(—4.2 1o 140
Changs at & —&.6 (92 —10.5{101 —11.1 &89 Cws A —15{—3.7 ta —01) =7.2{10.3) =125{115) —142{1010 CTws A —1.0i{—2.%94a 20}
Changs= at 18 =74 0108} —8.6{11.5) —S5{10.E) CTws B —1.00{—2.8 to 0.B) —5.5 ({132} =114 {125) —11.0{13.0) CTws B 04 (—2.6103 .20
Mean diastalic
blood
pressure S0,
mm Hg
Bazsfine Ed.E (4.3) a85.004.1) B4.6 (4.0} EBEws A =05 =19t 0.5 7.8 (4.5) B7.5 (4.5) 2.0 Bws A —1.0(—2.0% 1.1}
Changs at & —2.8 (6.3) =5.5{6.7) =54 58y Cwm A =11 {-22tx0.2) —3.8 7.1 —5.8F.00 =T 4T Cws A —1.0{—2.04 1.0}
Changs at 18 —53 7T —&G.00T 3 —S#2FE) Cw= B —04 {—1.7 ta 0.E) —E.5 (DA —7F.3(8d4) —T4EE Cws B =01 (-2 1% 19}
ezt

= DrASH = Dherary A.Eﬁlrmche: to Stop Hypertension.
a

tT Far the prevalence
pressure. values are differences.
T H

anci reensive medication.

5 Mormal blood pressure was defined as an average systolic blood pressure of less than 120 mm Hg. a diastolic blocd presaure less than 80 mm Hg. and no reported use of

antihypertensive medication.

yperension. prevalence of normal blood pressure, and use of antibypertensive medication, values are odds ratios; for syp=alic and diascolic blood

reension was defined as an average spstolic blood pressure of 140 mm Hg or greater. an average diaseclic blood pressure of 90 mm Hg, or reporeed use of



Discussao

*Os participantes de todos os grupos perderam peso, reduziram a
ingesta de sodio e gordura durantes 18 meses.

* O grupo com intervensao estabelecida mais dieta, aumentou de
maneira significativa a ingesta de frutas, verduras e reduziram a
Ingesta de gordura saturada e total. Com isso o estatus de
hipertensao melhorou.

Embora a aderéncia a troca do estilo de vida tenha diminuido entre
0 6° e 0 18° més, as diferencas de comportamento perduraram por
mais tempo.

*Aproximadamente 72 de 5% a 6% do peso perdido desde os 6
primeiros meses foi mantido, com uma média de reducgao de
aproximadamente 4% até o 18° que, apesar de modesta €
importante, pois a maior dificuldade nao € perder peso, mas sim,
manter o peso perdido. Além de uma reducio de 60% a 70% no
consumo de sédio, mantida do 6° até o 18° més.

 Os participantes do intervensao estabelecida mais dieta,
mantiveram a ingesta de frutas e vegetais de 7,5 porgoes/dia até o
18° més, bem acima da tradicional recomendacao nacional de 5
porc;oes/dla Alem de terem aumentado substancialmente a ingesta
de outros impotantantes nutrientes como, fibras e minerais.



Discussao

O resultado do estudo PREMIER foi que nao seria possivel fazer
mudancas simultaneas no estilo de vida.

*O sucesso desse estudo pode ter sido atribuido a uma moderna
aproximagao, monitoramento, feedback e reforgco de informagoes,
suporte e motivacao personalizada.

*As visitas para o grupo Recomendacao tambem incluiam
medidas de pressao arterial, peso, dieta e o teste de esteira.
Estes contatos podem ter influenciado na aderéncia a mudanca
ao estilo de vida.

No comportamento PREMIER, em ambas intervencoes, o
melhor controle de hipertensao e melhor redugao de PA ocorreu
aos 6 meses. Tendéncia favoravel ocorreu apos esse periodo,
mas de maneira atenuada. Essa atenuacao pode ser atribuida a
uma dimuicao na aderéncia és_dmetas de mudanca de estilo de
vida.



de hipertensao podem sustentar multiplas
modificacoes no estilo de vida para melhorar o
controle da pressao arterial, reduzindo o risco de
doencas cronicas.

Obrigada!



