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STUDY SYNOPSIS

Methodology: Intramuscolar administration of vials containing 1000 mg of choline alphoscerate for O A9y ol st
90 days, followed by oral administration of capsules containing 400 mg of choline
alphoscerate for 90 days to patients with SDAT that fulfill inclusion and exclusion

criteria. o‘c x o
Number of patients {planned and analyzed): Planned 220 Enrolled: 57 Analyzed: 57 - Lol JjAo 2=
Diagnosis and main criteria for inclusion: Diagnosis of SDAT according to DSM IV and NINCDS-
ADRDA criteria, Hachinski Score (HIS) < 4, Mini mental = C = ol
State Examination(MMSE) between 12 and 26, Global O M)I ()l.’\l kllg..i_l D’(‘)'. XI.‘E"
Deterioration Scale (GDS) between 3 and 5, Hamilton « ERIYEAE0|E | 34F A AlERtE
Eﬁlon Scale (HAM-D) less than 22, witten informed . CjALS DSMaoA] Molsh X|of BtxbE aHAE
Test product, dose and mode of Choline alphoscerate: 1 injection daily, intramuscolar . sample size: 220\11 25 ‘I-I o |_|. 5703 ;E!-oq, ;\I%E-.I 3
administration, batch number: Lot. No. Prova C/1 111:5! E _I‘_Il_x-l O] I-I o |_|. 57n:| oz _E_A @-
Choline alphoscerate: 3 capsules daily, oral
Lot. No.U0010800 © YA TR tEE o] %Y
*  X|8:CA1000mg Z&FAF 90 0| %,
Duration of freatment: 90 days i.m., followed by 90 days oral

CA 400mg 1¥ 33|, H1 T 90¥



STUDY SYNOPSIS

Methodology: Intramuscolar administration of vials containing 1000 mg of choline alphoscerate for
90 days, followed by oral administration of capsules containing 400 mg of choline
alphoscerate for 90 days to patients with SDAT that fulfill inclusion and exclusion
criteria.

Number of patients {planned and analyzed): Planned 220 Enrolled: 57 Analyzed: 57

Diagnosis and main criteria for inclusion: Diagnosis of SDAT according to DSM IV and NINCDS-

ADRDA criteria, Hachinski Score (HIS) < 4, Mini mental
State Examination(MMSE) between 12 and 26, Global
Deterioration Scale (GDS) between 3 and 5, Hamilton
Depression Scale (HAM-D) less than 22, witten informed
consent,

Test product, dose and mode of Choline alphoscerate: 1 injection daily, intramuscolar

Lot, No, Prova C/1

Choline alphoscerate: 3 capsules daily, oral

Lot. No.U0010800

administration, batch number:

Duration of freatment: 90 days i.m., followed by 90 days oral

o ol)

t SMHI=EE A A=
SUALTA0|E ol 34 U Nk
th4h2 DSMaollA Aolshe Xioh Bxt2 S,

sample size: 220" 2%
1NgS 44 St

E3HoLt 573 &ol, A1 £5
oL} 57HO 2 HAM3}

A/ TlAH: iz Qlo] 7Y

X|2: CA 1000mg T&F At 90¢ 0| %,
CA 400mg 1% 32, 75 902



STUDY SYNOPSIS

Methodology: Intramuscolar administration of vials containing 1000 mg of choline alphoscerate for O Aloyy oliJthlet

90 days, followed by oral administration of capsules containing 400 mg of choline

alphoscerate for 90 days to patients with SDAT that fulfill inclusion and exclusion

criteria. )Gy

Number of patients {planned and analyzed): Planned 220 Enrolled: 57 Analyzed: 57 ¢ bl QO
Diagnosis and main criteria for inclusion: Diagnosis of SDAT according to DSM IV and NINCDS-

ADRDA criteria, Hachinski Score (HIS) < 4, Mini mental ®) 6"

State Examination(MMSE) between 12 and 26, Global

Deterioration Scale (GDS) between 3 and 5, Hamilton

Depression Scale (HAM-D) less than 22, witten informed

A RIEE 28 K=

IS
SRLZA20|E cpr| @ 34 A4 AlFRIE

°  TH32 DSM4ollA o5t x|olf Bxl2 3R,
consent.
Test product, dose and mode of Choline alphoscerate: 1 injection daily, intramuscolar * sample size: 220" S EMOLL57H Foj A|lE =5
administration, batch number: Lot. No. Prova C/1 111:5! E _I‘_Il_x-l O] I-I o |_|. 57n:| oz _E_A @-

Choline alphoscerate: 3 capsules daily, oral
Lot. No.U0010800 o A4 xRl tHEF glo] FIsY

e X|&:CA1000mg =SFA} 90 0|5,
CA 400mg 1¥ 33|, 741 E0 90

Duration of freatment: 90 days i.m., followed by 90 days oral



rig wuo ull. " v W w
m) National Institutes of Health SteRgthenlid Knewledde snd

Office of Dietary Supplements Understanding of Dietary Supplements

Health Informati News & Event For R h About ODS = ol o5+ 2% ) = =
eal nrormation ews venis Or hesearcners ou . _‘r_IOEiJ?—_I-yét I 9_'?_"2 }ﬁ o}nil ‘_Aé _tlt_E EIOgAg il7le|Aé xgﬂ%_?-_l_
Health Information share: &) ) € (S| Health Professional * | . 7|-7<6| E’l_é Bg%ﬁ—}

Choline

Fact Sheet for Health Professionals

o O NIH(DI= 2FU2Y)
leurological disorders

People with Alzheimer's disease have lower |levels of the enzyme that converts choline into acetylcholine in the brain [38]. In addition, because = - - -

2 = e = ° =2 s olo
phosphatidylcholine can serve as a phospholipid precurser, it might help support the structural integrity of neurons and thus might promote cognitive ¢ =2 ?_I El—B_X'IIQ—I 25 © 0'“ tH ?_I- 7:6‘51 =2 7:‘"-“)— OI'_T'_ A}l\ [=]
function in elderly adults [8]. Some experts have therefore theorized that consuming higher levels of phosphatidylcholine could reduce the progression
of dementia in people with Alzheimer’s disease [38]. However, little research conducted to date supports this hypothesis, as described below.

A few observational studies have shown a link between cognitive performance in adults and both higher choline intakes and plasma concentrations. In
one observational study in 2,195 adults aged 70-74 years in Norway, participants with plasma free choline concentrations lower than 8.4 memol/L
(20th percentile of concentrations in the study population) had poorer sensorimotor speed, perceptual speed, executive function, and global cognition
than those with choline concentrations higher than 8.4 mcmol/L [39]. A second study in 1,391 adults aged 36-83 years from the Framingham
Offspring study who completed food frequency questionnaires from 1991 to 1995 and again from 1998 to 2001 found that those with higher choline
intakes had better verbal memory and visual memory [40]. Furthermore, higher choline intakes during the earlier period were associated with smaller
white matter hyperintensity volume (a high volume is a sign of small-vessel disease in the brain).

Some small randomized intervention trials have shown that choline supplements improve cognitive performance in adults [30,41]. However, a 2015
systematic review of 13 studies on the relationship between choline levels and neurological outcomes in adults found that choline supplements did not
result in clear improvements in cognition in healthy adults [8]. Similarly, a 2003 Cochrane review of 12 randomized trials in 265 patients with
Alzheimer's disease, 21 with Parkinsonian dementia, and 90 with self-identified memory problems found no clear clinical benefits of lecithin
supplementation for treating Alzheimer’s disease or Parkinsonian dementia [38].
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Some small randomized intervention trials have shown that choline supplements improve cognitive performance in adults [30,41]. However, a 2015
systematic review of 13 studies on the relationship between choline levels and neurological outcomes in adults found that choline supplements did not
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than those with choline concentrations higher than 8.4 mcmol/L [39]. A second study in 1,391 adults aged 36-83 years from the Framingham
Offspring study who completed food frequency questionnaires from 1991 to 1995 and again from 1998 to 2001 found that those with higher choline
intakes had better verbal memory and visual memory [40]. Furthermore, higher choline intakes during the earlier period were associated with smaller
white matter hyperintensity volume (a high volume is a sign of small-vessel disease in the brain).

Some small randomized intervention trials have shown that choline supplements improve cognitive performance in adults [30,41]. However, a 2015
systematic review of 13 studies on the relationship between choline levels and neurological outcomes in adults found that choline supplements did not
result in clear improvements in cognition in healthy adults [8]. Similarly, a 2003 Cochrane review of 12 randomized trials in 265 patients with
Alzheimer's disease, 21 with Parkinsonian dementia, and 90 with self-identified memory problems found no clear clinical benefits of lecithin
supplementation for treating Alzheimer’s disease or Parkinsonian dementia [38].
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FDA takes action against 17
companies for illegally
selling products claiming to
treat Alzheimer’s disease

02/11/2019

The U.S. Food and Drug Administration today posted 12
warning_letters and 5 online advisory letters issued to
foreign and domestic companies that are illegally selling
more than 58 products, many that are sold as dietary
supplements, which are unapproved new drugs and/or
misbranded drugs that claim to prevent, treat or cure
Alzheimer's disease and a number of other serious
diseases and health conditions. These products, which

are often sold on websites and social media platforms,
have not been reviewed by the FDA and are not proven
safe and effective to treat the diseases and health
conditions they claim to treat. These products may be
ineffective, unsafe and could prevent a person from
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2014 22.5 16.8 145 123 11.7 140 144 169 136 1838
2015 21.6 17.0 148 126 11.8 136 143 178 137 197

2016 21.4 16.9 145 123 118 134 144 175 138 18.6
2017 20.9 16.7 137 120 1.9 132 141 175 135
2018 20.7 13.9 17.5 17.5
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