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Introd uction Table 1: Baseline characteristics of trial participants according to study group (n = 60), Table 2: Mean difference between low saturated fat (Diet1) and Figure 2: LDL-cholesterol (mmol/l) during 1-year follow-up, by intervention group
expressed as mean (SD) or count (%) Mediterranean Portfolio (Diet2) groups at month 6 (mean value represented by red dotted line)
Mediterranean diet reduces the risk of cardiovascular disease, but its effect is unknown in HIV | |
with the additional burdens of infection, inflammation and antiretroviral treatment (ART). Diet1 Diet2 fera - LDL-cholesterol during 1 year follow-up
L . . . . . . . ch - Reduced Mediterranean Diet1 low | Diet2 Med . 32 Bt IR ey
This is the first trial to test cholesterol-lowering foods in adults with HIV infection. aracteristic saturated fat Portfolio caturated | Portfolio = Mean difference baseline value, 6.07 6.0 6.0
(n = 31) (n = 29) (n = 60) : : (MD), adjusted smoking, gender,
Endpoint Time fat group group . P value . : P value
O b g o Mean £SD | mean +SD for baseline value socioeconomic
jec.tlve Age, years 42.8 (7.1) 42.0 (6.5) 42 .4 (6.8) (n= 2_9) (n = 3_1) (95% ClI) status, baseline
| . o | Women (%) 17 (55) 14 (48) 31 (52) MDS (95% Cl) 50— = " }s0
e To determine feasibility of a definitive trial (not presented here) Ethnicity (%) LDL-cholesterol Sl 2040 5 20406 - B~ _
e To examine whether a Mediterranean-style diet that incorporates a portfolio of ~ White European 13 (42) 11(38) 24 (40) (mmol/) - - —
cholesterol - lowering foods reduces cardiovascular risk (CVR) factors in patients with HIV i g::gt é‘;rr'ic;‘é‘ean 124(243 163528; 302(58 Month 6 3.9¢07 3506 -0.4(-0.7t0-0.1) 0.01  -05(-08t0-0.2)  0.002 2 £
dyslipidaemia. - Asian 2 (6.5) 2(7) 4(7) Iﬁf}'ezfet'o[l);tio Baseline 43+09  44+14 0 ﬁ“’i
Disease duration, years 6.6 (3.2) 8.9 (4.5) 7.7 (4.0) 0 11
h d Month 6 4.3+1.0 4.1%1.2 -0.3 (-0.6 to -0.1) 0.01 -0.4(-0.6t0-0.1) | 0.004
Methoads Current CD4, cells/mm? 546 (204) 616 (210)| 580 (209) ,
Systolic BP .
Duration of treatment, years 8.2 (3.9 7.3 (4.2) 7.8 (4.0) (mm Hag) Baseline 123+15 125+14 304
DESIGN & SETTING: Antiretroviral class (%) Month 6 127417 12110 7 (-2 t0-12) 0.008 8(-13t0-2)  0.005
e pilot, parallel, randomized controlled trial (ISRCTN32090191) - QNRTt'd e f? gg; 15732233 ?g gg; S
. . . . . — 0oo0sle rotease InNNInItor IaSTOIIC :
e 3 HIV centres in UK with ethnically diverse population ~ Integrase inhibitor 0 (0) 4(14) 4(7) (mm Hg) saseline [eEle 18 o e L o L e
I:AR-CIi-IcllcPAN:CrI’?. table HIV infecti ART >6 th Socio-economic dass (%) Vionth 6 5010 /6+8 2(6102) = 2(6t02) 02 | Diet1 Low satﬁrated fat | | Diet2 Mediterran.ean Portfolio |
adults wi stapble INTection on > _rr_10n S | | Managerial & professional 9(29) 15 (52) 24 (40) Mediterranean Diet Baceline 6847 4 6 047 3 T .
e |LDL-cholesterol (LDL-C) >3mmol/l, not on lipid lowering agents Il Intermediate 5 (16) 2 (7) 7 (12) Score (14-item) OF4 VES Lt
RANDOMIZATION: I Working 17.(55) 12.(41) 29 (48) Month 6 6.6+2.9 9.5+2.2 3.3(2.0t04.7) <0.001 3.1(1.6t04.5) <0.001
e 1to 1 ratio, independently computer generated allocation sequence with random block Recruitmlentdcentre (%) Saturated fat (g/day) Baseline | 24.5£13.5 | 25.0+16.5
- s - - — Heart 20 (65 20 (69 40 (66 : : :
sizes, stratified by gender and smoking, concealed in envelopes _ G Bt e 260 e Month 6 = 23.6+12.4 202101 -3.5(-10.4 t0 3.5) 03 27(-11.11056) 05 Figure 4: Adherence to Portfolio food components at month 6 (35-item score)
e Participants were unaware of the content of the other group’s diet — Coventry 7 (22) 6(21) 13 (22) Waist circumference el | B | CEE
INTERVENTION QRISK, % 10 year risk of CVD 3.1(2.9) 2.8 (2.6) 2.9 (2.7) (cm) | | R
e Dietl: dietary advice to reduce saturated fat to <10% of energy intake _ Non smoker 19 (61) 20 (69) 39 (65) Month 6 | 92.7 (14.1) | 92.6 (10.6) 1.0 (-3.4 t0 1.3) 0.4 -1.3(-3.9 to 1.4) 0.3
e Diet2: advice on adopting Mediterranean Diet with supplies of cholesterol-lowering foods Systolic blood pressure, mm Hg 123 (15) 125 (1) 124 (12) Subcutaneous fat (%) =~ Baseline | 30.8(12.5) | 30.4(11.9) Diet! Low saturated fat  Diet2 Med Portfolio ~ Mean Difference Mean Difference
(daily: 2g plant stanols, 15g soya protein, 57g nuts, 159 soluble fibre - oats, pearl barley, Diastolic blood pressure, mm Hg —— — - Month 6 28.4(14.1) | 30.6(11.2) 2.0 (-08 10 4.7) 0.2 141510 4.23) 0.3 Study or Subgroup Mean SD__ Total Mean SD Total IV,Fixed,95% Cl IV, Fixed, 95% CI
! ] _ Lipid profile, mmol/ i . AR —_
MEASURES & OUTCOMES (measured at baseline, month 6 and month 12) _ HDL-cholesterol 1.5 (0.5) 1.5 (0.6) 1.5(0.5) gg; rotein 1'012 12; gg 3?4'2 ;;g g; ‘21;2 21? ?gg .
e CVR factors, fasting lipid profile, body composition, arterial stiffness, activity levels — LDL-cholesterol 3.9(0.5) 3.9(0.6) 3.9(0.6) Oats & barley 143 219 58 422 181 97 2791383 -175 —t—
. ] ; : : - - — Triglycerides 1.2 (0.5) 1.2 (0.5) 1.2 (0.5) 7 ' ' ' ' B
e Food intake: 14-item Mediterranean Diet Score, % Portfolio adherence, 3-day food diaries o e 7969 8167 8067 Beans & oily fish 154 1.6 28 289 174 27 -1.35[-2.16,-0.54 —+
SAMPLE SIZE 04y Mass INGEX, kM Sac 1A aa _ _ Portfolio score 471 3.08 28 2078 746 27
e 80% power to detect 0.5mmol/l (or 10%) difference in LDL-C reduction between groups at Figure 3 Mean percentage adherence to dietary components of the Percentage adnerence 1345 8.7 26 9937 214
6 months at 5% significance assuming SD 0.6mmol/l (or 10%) Mediterranean Diet Score (%) s 05 10
avours vie avours vie
ANA_‘LYSB _ _ _ _ _ Figure 1 CONSORT Flow Diagram summarising trial allocation and follow-up
e Linear regression with adjustment for baseline value of dependent variable to test mean
difference in CVR factors between groups Randomised (n = 60) eat mainly white meat | ]
e [ntention to treat (ITT) and Complier Average Causal Effect analysis o - | | | | : : : : | COhClUSIOn
TRIAL STATUS: recruitment is complete I—Iﬁ olive oil as main cooking fat . . . . . *
* Ethical approval given by an independent review board (reference 13/ WM/0225) — _ Allocation — _ 2 servings nuts/week . . . . . . * Dietetic advice to follow a Mediterranean diet containing nuts, plant stanols and soya
Qélfeciitezdatl?o?;ijj menventon ((2i3311)) ée”fecliteeddatlfogﬁ e ((222299)) ' ' ' . protein produced a greater improvement in diet quality, blood pressure, total cholesterol
R I t Did not receive allocated intervention (n = 0) Did not receive allocated intervention (n = 0) <3 servings cake/week . . . . | | | to HDL-cholesterol ratio and a 10% greater reduction in LDL-cholesterol than standard
esuiIts | | | k ! guidelines to reduce saturated fat intake. Analysis assuming full compliance and preserving
6 month follow-up tomato sauce twice a wee , , , , , , , , randomisation suggests a possible doubling of this estimated treatment effect.
e 60 adults were randomized and followed up for 1 year (see Figure 1). Lost to follow-up (n = 2):  Losttofollow-up (n=2): o | | . |
: .o failad dd " - failed to attend due to work commitments >2 servings fish/week
e Baseline characteristics were comparable between groups (see Table 1). . eDiﬁj:ﬁ,?ueduiitt:wvzg;Orc]o(r;T'g;‘ems (received nuts and stanols only) | | | “ Diet2 month 6 This trial has demonstrated potential for efficacy of the Mediterranean Portfolio diet. Future
At 6 months, compared to Diet1, Diet2 group showed significantly greater: Discontinued intervention (n = 0) <1 serving butter/d | | Diet baseline trials are required to demonstrate effectiveness in the HIV population, as data from a recent
- = = - - | | | | | | . . . . . .
e reduction in LDL-C (Figure 2), total to HDL-cholesterol ratio, systolic BP (Table 2) _ . — meta-analysis of non-statin therapy trials suggests that this 0.5mmol/l reduction in LDL-
* increase in Mediterranean foods: olive oil, fish, legumes (Figure 3) 6 month analysis <1 serving sugared drink/ | | | , , | i Dietl month 6 cholesterol could translate to 12% reduction in major vascular events (Silverman et al 2016).
e Individual adherence varied from 11 to 100% in Portfolio foods (Figure 4). Completed month 6 (n = 29) Completed month 6 (n = 27) . |
e Body composition, arterial stiffness, gut function, and levels of physical activity were not Analysed (n = 31) Analysed (n = 29) G | " Diet1 baseline
_ y _ P ) d r 9 g pny y Excluded from analysis (n = 0) Excluded from analysis (n = 0) | | | | |
significantly different between the groups. >2 servings legumes/week | | | References:
. . . . . . . | | |
. X?::;ii{:j C;I]glnglrne'lgizz I{:‘ee;c:rencénkzcye%:enc(:earr:gr?;hcrcl)l:irll’gllI(eS;ESF?chftIE: Ié\lﬂnea(;)ilséi)r-anean 12 month follow-up <1 serving red meat/d ; Stradling C, Thomas GN, Hemming K, et al (2016) Randomised controlled pilot study to assess the feasibility of a
/ Lost to follow-up (n = 3): : : | | | | Mediterranean Portfolio dietary intervention for cardiovascular risk reduction in HIV dyslipidaemia: a study protocol. BMJ
Diet (LDL-cholesterol -0.87mmol/l, 95%Cl -1.79 to 0.05, P = 0.06) and Portfolio cholesterol- moved away (n = 1), Lost to follow-up (n = 0) 4008 vegetablesc . Open 2016;6:€010821
lowering foods (-0.76mmol/l, -1.54 to 0.01, P = 0.05) appears larger than that for ITT failed to attend due to other priorities (n=2) Discontinued intervention (n = 0) 5 Ve | | | |
Ivsis (-0.38 /1 -0.68 009 P=001 Discontinued intervention (n = 0) o | Silverman M, Ference B, Im K, et al (2016) Association Between Lowering LDL-C and Cardiovascular Risk Reduction
analysis (-0.38mmol/l -0.68 to -0.09, P = 0.01). >4thsp olive oil/d | | Among Different Therapeutic Interventions: A Systematic Review and Meta-analysis. JAMA 316(12):1289
: :1289
12 month analysis >2 glasses wine/week |
Completed month 12 (n = 26) Completedl m%n(th 12 (n) = 27) | | Funded and supported by
Analysed (n = 28) Analysed (n = 28
UNIVERSITYOF H ea rt Of E ﬂ g I a ﬂ d m Excluded from analysis (n = 3): Excluded from analysis (n = 1): 0 10 20 30 40 >0 o0 70 80 %0 100 m
BIRMINGHAM icci as routine clinic data not available - =
. due to missing data National Institute for
NHS Foundation Trust Key: * P<0.05 difference between groups at month 6 determined by Chi square test
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