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Effects of Bifidobacterium longum longum 35624°
on the Symptoms and Quality of Life in Patients
with Irritable Bowel Syndrome: Results

of the Multicenter Observational Program SAGA

Vladimir T. Ivashkin, Elena A. Poluektova, Zarina A. Mamieva* on behalf of SAGA participants

1.M. Sechenov First Moscow State Medical University (Sechenov University), Moscow, Russian Federation

Aim: to evaluate the effects of the probiotic Symbiosys Alflorex (Bifidobacterium longum longum 35624°)
on the symptoms and quality of life in patients with irritable bowel syndrome (IBS).

Materials and methods. A multicenter, observational program (SAGA) was conducted to evaluate the effects
of Symbiosys Alflorex on symptoms and quality of life in patients with IBS, which enrolled 3,116 patients and 246
physicians from 48 cities of Russia. Eligible patients were diagnosed with IBS according to the Rome IV Criteria
and clinical guidelines of the Russian Association of Gastroenterology and the Association of Colorectal Surgeons
of Russia. Patients received standard-of-care treatment and add-on therapy with Symbiosys Alflorex 1 capsule once
daily for 28 days, followed by Symbiosys Alflorex alone for 2 months. The intensity of symptoms and severity of IBS
were assessed using the 7 Symptoms in 7 Days (“7 x 7”) and the Irritable Bowel Syndrome Severity Scoring System
(IBS-SSS) questionnaires, respectively. The Irritable Bowel Syndrome Quality of Life (IBS-QolL) questionnaire was
used to assess the quality of life. Stool abnormalities were assessed using the Bristol Stool Scale.

Results. After the course of standard-of-care treatment and add-on therapy with Symbiosys Alflorex, 25.8 % of pa-
tients achieved clinical remission. After 3 months of probiotic treatment, 76.9 % of patients achieved clinical remis-
sion. A significant decrease in the “7 x 7” score was observed, with the mean total score decreasing from 15.8109.77
after the main treatment course and to 3.44 by the end of the study. Stool consistency became normal in 40.1 %
of patients by the end of the first month and in 76.8 % after 3 months of follow-up. Changes in the IBS-QoL score
showed a significant improvement in the quality of life.

Conclusions. Add-on treatment with Symbiosys Alflorex 1 capsule once daily for 3 months helps to improve IBS
symptoms and quality of life of patients. Symbiosys Alflorex has a favorable safety profile.
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Pe3ynbTaTbhl MHOrOLLEHTPOBOW HabIl0A4aTeNbHOW NPOrpamMmmbl NO N3Y4EHUIO
BnusiHua Bifidobacterium longum longum 35624° Ha cCMMNTOMbI U KaQ4€CTBO
>XXM3HU NALUEHTOB C CUHAPOMOM pa3apaXeHHoro kuwevyHuka (SAGA)

B.T. sawwikuH, E.A. MonyakToBa, 3.A. MamueBa* ot nuua y4actHukoB SAGA
®raAQy BO «[lepsbiii MOCKOBCKWIA roCcyAapCTBEHHbIA MeAULIMHCKWI yHuBepcuTeT uM. U.M. CedeHoBa» MuHncTepcTBa
3apaBooxpaHeHusi Poccuiickori @enepaumm (CedeHoBCckuii YuuBepeuteT), MockBa, Poccurickas denepaums

Llenb uccnepoBaHus: OLEHUTbL BAUsSHME npobuoTtuka «Cumbunosnc Anbdnopekc» (Bifidobacterium longum
longum 35624®) Ha AUHaMUKy COMaTUYECKMX CUMMTOMOB U KQYECTBO XWU3HM NALMEHTOB C CUHAPOMOM Pa3apaXeH-
Horo kuweyHuka (CPK).
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Matepuanbl U meToabl. BbinonHeHa MHOroueHTpoBas HabnogaTeNbHas NporpaMmMa rno U3y4eHuto BAUSIHUS NPo-
6notunka «Cnmornoanc Anbpriopekc» Ha CUMMNTOMbI U Ka4ecTBO Xn3HM naupeHToB ¢ CPK (SAGA), B KoTopoii npu-
Hanm yqacTne 3116 naumeHToB 1 246 Bpayein n3 48 ropogos Poccun. YyacTtne B nporpamme npegiaranochb nauyeHTam
¢ anarHo3om CPK, ycTaHOBNEHHbIM B COOTBETCTBUM C Pumcknmu kputepusamun IV nepecmoTpa 1 KIMHUYECKUMN PEKO-
MeHaaumsMmn POCCuIicKom racTpo3HTEPONOrMYECKOM accoumvaummn n Accoupmaumm kononpoktonoros Poccun. MaumeH-
Tbl nonyyanun «Cumoéunosnc Anbdpnopekc» no 1 kancyne 1 pa3 B CyTku B IONOSIHEHNE K CTAaHAAPTHOW Tepanun Ha NpoTs-
XeHun 28 aHei, Nocne Yero NPOLAOIXMAN NMPUEM HA3HAYEHHOrO NPOBNOTIMKA B KAYECTBE MOHOTEPANUM HA NMPOTSXKEHNM
ewe 2 mecsues. OueHka BbIPaXXEHHOCTM CUMNTOMOB U TaxecTu TedeHnsa CPK npoBoavnack C MOMOLLLIO OMPOCHUKOB
«Irritable Bowel Syndrome Severity Scoring System» (IBS-SSS) n «7 cuMnTtoMOB 3a 7 gHen» («7 x 7»). KaueCcTBO Xn3Hu
naumMeHTOoB OLIEHNBAIOCh NPy nomMoLLm onpocHuka «Irritable Bowel Syndrome Quality of Life» (IBS-Qol). Ons noeHtndu-
Kaumm xapakTepa HapyLLeHuIn CTyna ncnonb3oBanacb bpuctonbckas wkana dopmbl kana (Bristol stool scale).
PesynbtaThl. [10 OKOHYaHUN Kypca CTaHOAPTHOM Tepanuu, AOMNOJIHEHHOW NpMeMOoM nNpobuoTtrka «Cnumobnosnc Anb-
dnopekc», 25,8 % naumMeHToB JOCTUIIN KIIMHUYECKOM peMmnccum. Mo 3aBepLueHnn TPEXMECAYHOIO Kypca npnema
npobuoTrka KInHNYeckas pemmccus boina [ocTurHyta 'y 76,9 % naumeHTtoB. [Mpu oLeHke BbipaXXeHHOCTU Xanob
MO OMPOCHUKY «7 X 7» BbIIBIEHO JIOCTOBEPHOE CHUXEHNE MHTEHCMBHOCTU CUMMNTOMOB: CPEeOHUI CyMMapHBbIii 6ann
Mo OKOHYaHUK Kypca OCHOBHOW Tepanun cHuauncs ¢ 15,8 0o 9,77, a koHuy nccnegosaxus goctur 3,44 6anna. Hop-
Manu3auus KOHCUCTEHLMM CTyNa K KOHLLY NepBOro mecsua tepanuun 6eina otmeveHa y 40,1 % naumeHToB, a no 3a-
BEPLUEHUN TPEX MecaLEeB HabnoaeHns — y 76,8 % naumeHToB. Mo pedynstatam aHanu3a onpocHuka IBS-Qol oT-
MEYEeHO JOCTOBEPHOE YiTyHLLEHMNE KAa4eCTBa XXMU3HN NALMEHTOB.

BbiBOAbI. BkiloyeHne B cxeMy cTaHgapTHOM Tepanum npobuoTuka «Cumbrnosuc Anbdnopekc» no 1 kancyne 1 pas
B CYTKM Ha MPOTSXKEHUN 3 MECSALEB CNOCOOCTBYET YMEHBLLLEHWIO BbIpaXeHHOCTM cumMntoMoB CPK n ynyyiieHunto
Ka4ecTBa XN3HW NaLMEHTOB. JaHHbI NpoBMOTHMK MMEET BGnaronpusiTHbIN NPpodunb 6€30NacHOCTU.

KnioueBble cnoBa: CMHAPOM pPa3fpaXxeHHOro KULLIeYHMKa, QYHKLMOHANbHbIE 3a601EBAHMS XeNYA04HO-KMULLEYHO-
ro Tpakta, npobuoTtuku, Bifidobacterium longum longum 35624°, B. longum 35624®, Cumbuno3auc Anbdnopekc
KoHdnukT nHtepecos: nccnegosaHme nposeneHo npu duHaHcosom nogaepxke komnaHum OO0 «buokogekc».
BnaropapHoCTU: aBTOPbLI BbIPAXAOT NPU3HATENLHOCTL y4YacTHMKaM MHOroueHTpoBOl HabnogaTenbHol npo-
rpamMmbl No naydeHnto BnnsiHus Bifidobacterium longum longum 35624° («Crumbunoauc Anb@gnopekc») Ha CUMNTOMbI
M K2YeCTBO XW3HN NaLMEHTOB C CUHOPOMOM pa3apaxeHHoro kuweyHunka (SAGA). Cnncok yyactHukoB SAGA npen-
CTaBJieH Ha CcTp. 56—58.

Ana untnpoBaHus: VieawknH B.T., MNonyaktosa E.A., MamueBa 3.A. oT nvua y4acTHnkoB SAGA. Pe3ynbtatbl MHOrOLEHTPOBOM
HabnaaTenbHOM NporpaMmel No n3ydeHuio BnusHus Bifidobacterium longum longum 35624® Ha cUMNTOMBI 1 KQYECTBO XMU3HU
NnaumeHToB C CUHOPOMOM Pa3apaxeHHoro kuweyHuka (SAGA). POCCUICKMIA XXypHan raCTPOSHTEPONOrnn, renatonornm, Kono-
npokTonornn.2024;34(5):47-58. https://doi.org/10.22416/1382-4376-2024-34-5-47-58

pharmacological agents used for the treatment
of IBS have low effectiveness [7, 8]. The ac-
cumulated data on the qualitative and quan-
titative changes in the intestinal microbiota
in IBS have led to the development of new
treatment approaches based on the restoration

Irritable bowel syndrome (IBS) is a common
functional gastrointestinal disorder. The glob-
al prevalence of IBS is about 3.8 % [1]. The
common symptoms of IBS include abdominal

pain, flatulence, and abnormal stool consistency
and frequency. The etiology and pathogenesis
of IBS are poorly understood. Increased perme-
ability of the gastrointestinal mucosa, altered
immune response, motor and sensory disorders,
and emotional disturbances are considered the
key disease pathways [2, 3]. In the last decade,
the role of intestinal microbiota in IBS has been
extensively discussed in the literature. The con-
cept of the “gut microbiota — gut — brain”
axis has been proposed and suggests that al-
tered composition of microbiota significantly
contributes to the onset of symptoms [4—6].
Treatment options for IBS include dietary
and lifestyle modifications, various treat-
ments and psychotherapeutic techniques to
control the IBD symptoms. However, most

of optimal levels of microbial metabolites.
Probiotics are live microorganisms that, when
administered in adequate amounts, confer a
health benefit on the host and are most widely
used for this purpose [9].

Probiotics and normal intestinal microbiota
share many similar functions, including main-
tenance of resistance to colonization, metabo-
lism of food substrates, and regulation of the
immune response [10]. A recent meta-analy-
sis of 55 studies involving 5545 patients has
demonstrated the efficacy of probiotics in the
management of common symptoms of IBS
[11]. Different probiotic strains have differ-
ent mechanisms of action and strain-specifici-
ties [12]. Numerous studies of the composition
of the intestinal microbiota in patients with
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IBS using the sequencing method showed in-
creased levels of Lactobacillaceae [13—15]
and reduced levels of Bifidobacteria [16—19].
Lactobacillaceae have been reported to con-
tribute most to IBS symptoms (abdominal
pain and bloating) by synthesizing lactic and/
or acetic acids from glucose or fructose [13].
Bifidobacterium longum, strain 35624°,
is one of the most studied probiotic strains.
Studies have shown reduced plasma levels of
inflammatory markers and increased production
of anti-inflammatory cytokines during treat-
ment with B. longum 35624°, which contribute
to the improvement in IBS symptoms [20, 21].
The main goal of this observational pro-
gram was to evaluate the effect of the probiotic
Symbiosys Alflorex containing strain B. long-
um longum 35624° on the symptoms and quality
of life in patients with IBS over a 90-day period.

Material and methods

The multicenter observational program SAGA
to evaluate the effect of Symbiosys Alflorex on
the symptoms and quality of life in patients
with IBS was conducted by a team of gastro-
enterologists in different regions of the Russian
Federation. The study protocol was approved by
the Independent Interdisciplinary Committee
on Ethical Review of Clinical Trials (protocol
No. 06 dated March 24, 2023). The observation-
al program was open to patients with IBS for
whom Symbiosys Alflorex was prescribed at a
routine appointment by their attending physi-
cians. Patients were diagnosed using the Rome
IV criteria after a diagnostic workup conducted
in accordance with the IBS Clinical Guidelines
of the Russian Association of Gastroenterology
and the Association of Colorectal Surgeons of
Russia to rule out structural diseases. This was
a non-interventional program, and the probiotic
was prescribed as an add-on to standard-of-care
treatment, which was provided in accordance
with the IBS clinical guidelines. Patients with
diarrhea-predominant (IBS-D) and mixed/un-
classified (IBS-M/U) types of IBS received
antidiarrheals and antispasmodics, respective-
ly. Those with constipation-predominant IBS
(IBS-C) were treated with laxatives and anti-
spasmodics. Patients received standard-of-care
treatment and Symbiosys Alflorex 1 capsule
once daily for 28 days, followed by Symbiosys
Alflorex alone for 2 months. All enrolled pa-
tients signed informed consent.

Ineligible patients were individuals under
18 years of age; pregnant and/or breastfeeding
women; patients with a past history of cancer,
gastrointestinal surgery (except for appendec-
tomy and hernioplasty); patients with severe,
decompensated or unstable somatic diseases;
patients with active tuberculosis, viral hepati-
tis B and/or C, HIV, mental illness, allergy/
individual intolerance to Symbiosys Alflorex
ingredients; patients whose IBS treatment was
changed within 4 weeks prior to enrollment;
and patients who received probiotics or antibi-
otics within 2 weeks prior to enrollment.

According to the protocol, patients should
have completed four visits to their physi-
cians. At Visit 1, patients were advised to start
Symbiosys Alflorex, asked to complete ques-
tionnaires to assess the presence and severity
of symptoms at baseline, and given a diary to
complete before the next visit. Visits 2, 3, and
4 were to be conducted optimally after 1, 2,
and 3 months, respectively, or according to the
routine practice of the investigator. At the vis-
its, patients were asked to complete question-
naires, and physicians reviewed patient diaries
and completed case report forms, where data on
adverse reactions were documented.

Assessment of IBS symptoms

The Irritable Bowel Syndrome Severity
Scoring System (IBS-SSS) questionnaire. The
IBS-SSS measures the severity of IBS in terms
of pain (number of days with pain in the last
10 days and its intensity), abdominal disten-
tion, dissatisfaction with bowel habits, and the
interference of IBS with daily life. Total scores
of <75, 75—174, 175—299, and > 300 correspond
to remission, mild, moderate, and severe disease.

The 7 Symptoms in 7 Days (7 x 7) ques-
tionnaire. The questionnaire assesses clinical
symptoms included in the Rome III criteria. It
includes questions about the presence and sever-
ity (mild, moderate, severe) of 7 symptoms of
functional gastrointestinal diseases in the last
7 days. The 7 x 7 score is the sum of the scores
for the presence and intensity of each symptom.
Scores of 0—1, 2—6, 7—12, 13—18, 19—24, and
> 25 correspond to a healthy status, border-
line, mild, moderate, serious, and severe dis-
order, respectively.

The Bristol Stool Scale. 1t is a visual scale
that is understandable to patients and quickly
identifies bowel abnormalities. Types 1 and 2
correspond to solid stools, and types 6 and 7
correspond to liquid stools.
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Assessment of the quality of life in IBS

The Irritable Bowel Syndrome Quality of
Life (IBS-QoL) questionnaire. The 1BS-QoL
questionnaire consists of 34 questions pertain-
ing to the disease manifestations and their im-
pact on the quality of life over the past month.
For each question, there are 5 answer options,
scored from 1 to 5. The total score is convert-
ed to a score between 0 and 100, with higher
scores indicating better a quality of life.

Patient and physician satisfaction

with treatment

Patient and physician satisfaction with treat-
ment was assessed using a Likert scale [22].
This methodology identifies the respondents’
attitude toward the problem being studied, i.e.
to treatment in this case. Respondents specify
their level of agreement or disagreement with a
series of statements using an ordinal scale, with
answers ranging from “very satisfied” to “not
satisfied at all”.

Statistical data processing

Statistica, version 8.0 (StatSoft Inc., USA)
was used for the statistical processing of data,
followed by systematic verification of results.
Statistical hypotheses were tested using the
nonparametric Mann — Whitney U test and
the Wilcoxon T test. The Kruskal — Wallis
H test was used to test the equality of medi-
ans between several samples. The Chi-square

test of independence was used to detect a sig-
nificant relationship between two categorical
variables. Differences were considered signifi-
cant at p < 0.05.

Results

The study involved 3,116 patients and 246
healthcare providers from 48 cities in Russia.
Among the patients included in the study,
63.6 % were women (n = 1983) and 36.4 % were
men (n = 1133). The mean age of patients was
38.25 [28; 46] years.

The proportions of patients with IBS-D,
IBS-C, IBS-M, and IBS-U were 42.3 %, 29.6 %,
22.9 %, and 5.2 %, respectively.

The IBS-SSS scores obtained at baseline
showed severe IBS in almost half of the pa-
tients (48.6 %). The 7 x 7 scores obtained at
baseline indicated moderate disorder in most
patients. The quality of life of the evaluated
patients was significantly reduced (Table 1).

Changes in Symptoms During the
Treatment

Changes in the IBS-SSS score after standard-
of-care treatment and add-on therapy with
Symbiosys Alflorex showed clinical remission
in 25.8 % of patients (Fig. 1). After 3 months of
probiotic treatment, 76.9 % of patients achieved
clinical remission. After the main treatment
course (Visit 2), remission was observed in

Table 1. Characteristics of patients with irritable bowel syndrome before therapy
Ta6.auua 1. XapakrepucTika TalneHToB ¢ CHHIPOMOM Pa3/PaKeHHOr0 KUIIeYHUKA 10 HAYaIa Teparim

Age, years / Bospacm, 200bi 38.25 £ 12.82
BMI, kg/m?> / UMT, xe/ M 24.51 + 4.63
Severity of IBS according to the IBS-SSS Questionnaire, n (%)
Cmenenv maxecmu CPK no dannvim Onpocnuxa IBS-SSS, n (%)

Remission / Pemuccus 65 (2.1)
Mild / Jlezxas 370 (11.9)
Moderate / Yuepennas 1167 (37.5)
Severe / Taxenas 1514 (48.6)

Symptom severity according to the 7 U 7 Questionnaire, n (%)
Cmenend GulpakeHHOCMU CUMNIMOMOE nO dannbim Onpocuuxa <7 x 7>, n (% )

Healthy / 3dopos 2(0.1)
Borderline disorder / Iloepanuunoe paccmpoticmso 187 (6.0)
Mild disorder / Jlezkoe paccmpoiicmeo 893 (28.7)
Moderate disorder / Ymepenno evipaxennoe paccmpoticmeo 1079 (34.6)
Significant disorder / Buipaxennoe paccmpoticmeo 574 (18.4)
Severe disorder / Tsukenoe paccmpoicmso 381 (12.2)
Total quality of life score according to IBS-QoL questionnaire, points, M + SD
Cymmapnuiit nokazameasv Kauecmea xusnu no dantvim Onpocnuxa IBS-QolL, 38.72 + 20.87

6aaavt, M + SD
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Figure 1. Distribution of patients by disease severity at all observation visits according to the IBS-SSS Questionnaire

Pucyuox 1. PaCHpe,ZIeJIeHI/Ie IHalITMEHTOB 110 CTEIIEHU TAKECTU 3a00J/ieBaHUsI Ha BCEX BU3UTAX Ha6JIIOlIeHI/IH corjsacHo

Omnpocuuky IBS-SSS

Table 2. Dynamics of severity of irritable bowel syndrome according to the results of the IBS-SSS
Questionnaire analysis (visits 1, 2 and 4)
Ta6auya 2. [lunaMuka CTENeHU TSHKECTH CHHAPOMA PA3paskeHHOTO KHIIEYHWKA MO Pe3yJIbTartaM
ananmsa Onpocuuka IBS-SSS (susuter 1, 2 u 4)

Severity Disease severity, n (%)
of the disease Cmenenv maxecmu 3abonesanust, n (% )
befoofr(zhtg‘«:l start Remission Mild Moderate Tsxenaa
Acrapy Pemuccusa Jlezkas Ymepennasa Severe
(Visit 1)
Cmenens P
msxecmu
3a6oaeeanus Visit 2 | Visit4 | Visit 2 | Visit4 | Visit 2 | Visit 4 | Visit 2 | Visit 4
00 nauaaa Busum 2 | Busum 4 | Busum 2 | Busum 4 | Busum 2 | Busum 4 | Busum 2 | Busum 4
mepanuu
(Busum 1)
Remission / 57 60 5 4 2 1 1 0
Pemuccus 87.7) | (92.3) (7.7) (6.2) (3.1) (1.5) (1.5)
. 211 322 138 45 20 3 1
Mild / JTeexas | 570y | 87.0) | 37.3) | (122 | .4 | 0.8) | (0.3) L
Moderate / 305 924 656 208 195 33 11 2 <0.001*
Ymepennas (26.1) | (79.2) | (56.2) | (17.8) | (16.7) | (2.8) (0.9) (0.2) '
Severe / 231 1090 458 320 751 88 74 16
Taxenas (15.3) (72.0) (30.3) (21.1) (49.6) (5.8) (4.9) (1.1)
Total / B 804 2396 1257 577 968 125 87 18
ota cezo (25.8) | (76.9) | (40.3) | (18.5) | (31.1) (4.0) (2.8) (0.6)

Note: * — differences are significant at p < 0.01.
— pasnuuus gocrosepHel mpu p < 0,01.

ITpumeuanue:

*
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Table 3. Average total score on the IBS-SSS Questionnaire in men and women at all observation visits
Tab6auua 3. Cpeanunii mokasareab cymmapuoro 6amia no Omnpocuuky IBS-SSS y mMyskunn u sKeHIuH
Ha BCeX BU3UTAX HAOIIOLCHII

Total score, M + SD
Cymmapnuiit 6aan, M + SD
Visit 1 Visit 2 Visit 3 Visit 4
Busum 1 Busum 2 Busum 3 Busum 4
)V}gomen / 294.63 £ 101.46 138.59 + 81.1 96.34 + 81.59 46.96 £ 61.23
eHUUNDL
Men / Myxuunovl 282.01 £102.35 135.98 £ 80.76 92.84 + 78.82 43 47 £ 56.98
P 0.002* 0.36 0.34 0.26

Note: * — differences are significant at p < 0.01.
Hpumeuanue: * — pasnuuus gocToBepHsl npu p < 0,01.

Table 4. Comparison of the severity of irritable bowel syndrome symptoms based on the results
of the 7 x 7 Questionnaire analysis

Tabauua 4. CpaBHeHUE BBIPAKEHHOCTH CUMIITOMOB CHH/POMA Pa3/[PaKEHHOTO KUIIEYHUKA 10 pe-
3ysabrataM anammsa OnpocHuKa «7 x 7»

Total score, M + SD
Cymmapnuoiit 6arn, M + SD p
Before starting therapy / /o nauwara mepanuu 15.80 + 6.69
Visit 2 9.77 £ 6.21
%s?t / Busum 2 . R
Visit 3 / Buszum 3 5.95 + 5.11
Visit 4 / Busum 4 3.44 + 3.26

Note: * — differences are significant at p < 0.01.
IIpumeuanue: * — pasznnuus Jocrosepubl npu p < 0,01.

Proportion of patients, % / Joas naywenmos, %a

Buswm [

Visit 2
B 2

Visit 3
Buesnm 3

Visil 4
Bunem 4

B =4
Constipation / Mommal stool consistency / Diarrhes /
Jawop Hoparoioias Koncnenienjig cimvig Arcipen

Figure 2. Distribution of patients by stool consistency according to the Bristol Stool Scale at visits 1, 2, 3 and 4

Pucynox 2. Pactipesiesienne MaIiieHTOB 110 KOHCUCTEHIINHN CTYJIa COTJIacHO Bpucronbekoil miasne (opM Kamra Ha BH-
surax 1, 2, 3 u 4
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15.3 % of patients with severe IBS, which per-
sisted in 4.9 % (Table 2). By Visit 4, remission
was achieved by 72.0 % of patients with se-
vere IBS, which persisted in 1.1 % (p < 0.001).
The mean IBS-SSS score was 290.04 at baseline,
137.4 at Visit 2, and decreased to 45.7 points
by the end of the study, indicating remission
(p < 0.001).

At Visit 1, the mean IBS-SSS score in wom-
en was significantly greater than in men
(p < 0.01). At Visits 2—4, the differences
were insignificant (p > 0.05). The data is pre-
sented in Table 3.

There was a significant reduction in the
7 x 7 score, with reductions in the mean total
score from 15.8 to 9.77 by Visit 2 and to 3.44
by the end of the study (Visit 4), indicating
a borderline disorder (p < 0.001) (Table 4).
Differences between men and women were in-
significant at all follow-up visits (p > 0.05).

At Visit 2, stool consistency was normal
in 27.0 and 46.8 % of patients with diarrhea
and constipation at baseline, respectively
(p < 0.001). Improvement was maintained

after standard-of-care treatment, and 70.8
% of patients with diarrhea and 84.6 % of
patients with constipation had normal stool
consistency by Visit 4 (p < 0.001). After
3 months of treatment with Symbiosys Alflorex,
stool consistency was normal in 76.8 % of
patients (Fig. 2).
Quality of life during the treatment
The obtained IBS-QoL scores showed
a significant improvement in quality of life
(Table 5). The mean score was 38.72 + 20.87 at
baseline, 57.46 + 19.41 after the main treatment
course, and 83.33 + 17.50 at the end of the
study (p < 0.001). At Visits 1 and 4, the mean
IBS-QoL score was significantly greater in men
than in women (p < 0.01). At Visits 2 and 3,
the differences between men and women were
insignificant (p > 0.01) (Table 6).
Satisfaction with Symbiosys Alflorex
Overall, 97.5 % of patients and 98.6 %
of physicians were satisfied with the probiotic.
A total of 97.4 % of physicians were willing
to continue recommending Symbiosys Alflorex
to their patients.

Table 5. Dynamics of quality of life indicators at all observation visits based on the results of the

IBS-QoL Questionnaire analysis

Ta6./'lul4tl 5. JII/IHaMI/IKa IMoKa3aTeJiell KauecTBa ;KM3HU Ha BCEX BU3UTAX HaéJIIOZIeHI/IH 110 pe3yJibTaTaM

anamm3sa Onpocauka IBS-QoL

Total score, M + SD
Cymmapnuviit 6aarn, M + SD p
Before starting therapy / Jo nauanra mepanuu 38.72 £ 20.87
Visit 2 / Buzum 2 57.46 + 19.41
< 0.001*
Visit 3 / Busum 3 72.16 £ 18.44
Visit 4 / Buzum 4 83.33 £ 17.50

Note: * — differences are significant at p < 0.01.
ITpumeuanue: * — pasanuus gocrosepHbl npu p < 0,01.

Table 6. Dynamics of quality of life indicators in men and women at all observation visits based
on the results of the IBS-QoL. Questionnaire analysis

Tabauua 6. [I[nnaMuka TokasaTesell Ka4ecTBa JKU3HU y MYJKUUH U JKEHIIMH HA BCeX BU3UTAX HAGJIIO-
JleHus 1o pesyJbrataM aHamusa OnpocHuka IBS-QoL

Total score, M + SD
Cymmapnuviit 6aran, M + SD
Visit 1 Visit 2 Visit 3 Visit 4
Buszum 1 Buszum 2 Busum 4 Buszum 5
Women / JKeHmumHbr 37.65 + 20.73 57.18 + 19.71 72.45 + 18.02 82.14 + 17.53
Men / My>KauHbI 40.6 + 20.99 57.95 + 18.89 73.3 £17.73 85.65 + 16.88
p < 0.001* 0.2 0.17 < 0.001*

Note: * — differences are significant at p < 0.01.
Hpumeuanue: * — pasnuuus gocrosepusl npu p < 0,01.
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Safety

The study demonstrated a favorable safety
profile of the probiotic strain B. longum long-
um 35624°. No adverse reactions were reported
during the program.

Discussion

To date, the causes of IBS have not been
clearly elucidated. The results of this study
confirm a significant decrease in the quality
of life and social activity in patients with IBS.
The disease most often occurs at a young age
[1]. Most of the enrolled patients (71.8 %) were
of working age, with a mean age of 38.25 years,
indicating the high socioeconomic significance
of the disease.

After  standard-of-care  treatment,  the
proportion of patients with remission ranges
between 38 and 67 %, with the maximum duration
of pharmacologically induced remission being
3 months [7, 8]. Owing to the low effectiveness
of conventional IBS treatments, there is an unmet
need for new treatment approaches. In recent
decades, the modification of the gut microbiota has
been considered a potential therapeutic approach,
raising attention to the use of probiotic strains for
the treatment of IBS. In patients with IBS, add-
on therapy with Symbiosys Alflorex reduces the
severity of symptoms and improves the quality
of life. After 3 months of treatment with the
probiotic, 76.9 % of patients achieved remission.
The greatest changes were observed in patients
with severe disease, of whom 15.3 % achieved
clinical remission after standard-of-care treatment
and 72.0 % by the end of the observation program.
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