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A PARENTERALISAN ADOTT PIRACETAM (LUCETAM) TOLERAN-
CIAJA ES HATEKONYSAGA MENTALIS HANYATLASBAN SZEN-
VEDO BETEGEKNEL KETTOSVAK VIZSGALAT ALAPJAN
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THE EFFICACY AND TOLERABILITY OF
PARENTERAL PIRACETAM (LUCETAM) IN
PATIENTS WITH MENTAL DECLINE - RESULTS
OF A DOUBLE-BLIND CLINICAL STUDY

The authors conducted a double-blind, multi-
center trial to appraise the efficacy and tolera-
bility of piracetam (Lucetam) administered at
various dose-levels to  patients  with
mild-to-moderate mental decline. No similar stu-
dies have been identified in the literature. Mini
Mental State Examination (MMS) scores of par-
ticipants with Alzheimer’s disease or/and vascu-
lar dementia were in the range between 10/30
and 24/30. The study population was random-
ized into 3 groups treated with different doses of
piracetam (Group A: 3-6-6 g; Group B: 3-3-3 g;
Group C: 3-6-12 g). Infusion therapy (15 occa-
sions) was followed by a 4-week period of oral
treatment with 2400 mg/day piracetam. The
three collaborating centers selected with a view
to minor differences in their patient populations
comprised a specialist center (where 45 patients
completed infusion therapy), a neurology ward
(n=15), and a psychiatry ward (n=23).
Eighty-three (out of 84) patients completed infu-
sion therapy and 80 completed the period of oral
treatment. There were no significant differences
between the three groups as regards their de-
scriptive properties and distribution by primary
diagnosis.

Treatment with piracetam resulted in the signifi-
cant improvement of both cognitive performance
(as reflected by modified MMSE scores) and
general condition (evidenced by higher CGI
scores). The magnitude of improvement was
similar in all three groups. Piracetam was very
well tolerated by the subjects; adverse events
(AEs) occurred only occasionally. In particular,
potentially drug-related symptoms and signs
were observed in 10.8 percent of patients during
the initial period of infusion therapy and 20.5
percent during the administration of the 6th or
15th infusions. The magnitude of improvement

was substantially greater in patients who had
been treated with piracetam earlier (n=46,
p<0.01 - result of the two-tailed t-test between
TO and TI15 was t[81]=2.918). In
piracetam-naive patients, however, the favorable
effect of piracetam reached statistical signifi-
cance during the period of oral dosing (p<0.0.5
vs. piracetam-experienced patients; p=0.964,
N.S)). In view of this observation, it is worth con-
sidering interim courses of parenteral piracetam
in patients receiving oral treatment. It also sug-
gests that the treatment of piracetam-naive pa-
tients should be started with infusion therapy.
This recommendation is substantiated by the fa-
vorable therapeutic effect occurring and the low
rate of AEs expected during the period oforal
dosing. Potential mechanisms of the changes ob-
served in cognitive and non-cognitive perfor-
mance are analyzed. Difficulties in the precise
iterpretation of certain results and the vague-
ness of reasons for this ambiguity emphasize the
need for further investigation; preferably by pla-
cebo-controlled, prospective trials.
KEYWORDS: dementia, cognition, piracetam,
nootropic, psychopharmacology

OSSZEFOGLALAS

A szerzOk az irodalomban ¢lsoként parenteralis
piracetam (Lucetam) kiilonb6z6é dozisai hate-
konysagat ¢s tolerancigjat vizsgaltak enyhe ¢s
kozepesfoka mentalis hanyatlasban szenved6
betegeknél, kettosvak, multicentrikus vizsgalat
keretében. A betegek Mini-Mental State értékei
10-24/30 kozott voltak, Alzheimer-korban, vas-
cularis dementiaban ¢s e két ok egyittes elofor-
dulasa okozta dementiaban szenvedok keriltek
vizsgalatra. Haromféle kezel€si csoportot alaki-
tottak ki a 15 alkalommal torténé infziora (A:
3-6-6 g, B: mindvégig 3 g, C: 3-6-12 g), melyet 4
hetes, napi 2400 mg-os dozissal torténd peroralis
kezelés kovetett. A harom vizsgalatban résztve-
v6 centrumot némiképp eltérd beteganyagukra
tekintettel valasztottak ki: specialis kozpont (in-
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fuzios szakot befejezo betegek szama 45), neuro-
logiai osztaly (n=15), pszichiatriai osztaly
(n=23). Az infizios szakot 84-bol 83, a peroralist
80 beteg fejezte be. A betegek leiro adataiban, £6
diagnozis szerinti eloszlasaban szignifikans kii-
lonbség nem volt a csoportok kozott. A modosi-
tott Mini-Mental State-tel mért kognitiv és a kli-
nikai globalis impresszios skalaval mért altala-
nos allapot mindharom csoportban szignifikans
modon javult, az egyes csoportok kézott nem
volt ilyen mérvii killonbség. A betegek igen ked-
vezden fogadtak a kezelésformat; mellékhatas
csak nagyon kevés esetben volt (elsé infuzids
szakaszban 10,8%-uknal, a 6-15. kozott
20,5%-uknal jelentkezett potencialisan mellék-
hatasként értékelhetd panasz, vagy tinet) . A
piracetamot korabban mar szeddk szignifikansan
jobban javultak az infuzids kezelésre (n=46, a
kétmintas t-proba eredménye TO-T15 kozott

t[81]=2,918; P<0,01, szignifikans), a korabban
nem szedoknél viszont a peroralis szakaszban
volt a kritikus statisztikai kiisz6bot meghalado
kedvezé hatas (P<0,05 vs a piracetamot mar sze-
doéknél P=0,964 N.S). Felveti ez az eredmény an-
nak a lehetdségét, hogy piracetam peroralis ke-
zelésben részesillokon érdemes kozbeiktatott in-
fazios kura lehetoscgét megfontolni, illetve ko-
rabban nem részesiilteken viszont infuzidval
kezdeni a kezelést, a peroralis szakaszban jelent-
kez6 kedvezd f6 hatas és igen csekély mellék-
hatasarany miatt. Elemzik a kognitiv ¢s nem-
kognitiv valtozas lehetséges mechanizmusait. A
jelenlegi vizsgalatban egyértelmiien nem interp-
retalhatd egyes eredmények oka tisztazasara to-
vabbi vizsgalatok, foként placebo kontrollalt,
prospektiv felmérés sziikséges.
KULCSSZAVAK: dementia, kognicio, pirace-
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