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Dementa si in special dementa Alzheimer este estimata ca afecteaza aproximativ patru
milioane de oameni in Statele Unite si pana la 15 milioane de oameni in intreaga lume,

Debutul survine de regula mai tarziu 1n viata, in jurul varstei de 85 de ani, dar teoretic
poate surveni la orice varsta, ca rezultat al unor conditii medicale generale, cu exceptia micii
copildrii(sub etatea de 4 ani). Datorita cresterii i Tmbatranirii populatiei chiar si estimarile
ideale de preventie cu succes nu proiecteaza o reducere a prevalentei in urmatorii 50 de ani.
In timp ce cercetitorii dezvoltd interventii centrate, este important si infruntim realitatea
necesare.

Folosirea agentilor farmacologici disponibili este dovada progresului, dar nu este
suficient, iar tratamentele nonfarmacologice sunt abordari potentiale de usurare a
simptomelor comportamentale si de asistare in ingrijirea zilnicad a pacientilor cu dementa, in
special a celor cu dementa Alzheimer. Din aceastd cauza este nevoie de un bun management
care sa includa tehnici psihoterapeutice, modificari ambientale si folosirea prudenta a
medicatiei.

Teza are 123 de pagini si este structuratd in doud parti. Prima parte confine
fundamentele teoretice ale tulburarilor mentale organice din spectrul dementei, cu referire la
definitie, istoric, criterii de diagnostic, debut, etiopatogenie, tipuri de demente, diagnostic,
diagnostic diferential, mijloace de investigatie, terapie: farmacologicd(simptomatica,
etiologica, vaccinul terapeutic, tratamente in curs de dezvoltare, terapii non-colinergice), non-
farmacologicd(fundamentele teoretice pentru 1ingrijirea paliativa, terapia cognitiv-
comportamentala, meloterapie, strategii ambientale), terapia profilactica, evolutia dementei.

Partea a doua contine contributiile personale la un studiu clinic controlat privind
determinarea eficientei tratamentului farmacologic si nonfarmacologic(aspecte medicale,
sociale, psihologice, cele privind ambianta), asupra simptomelor cognitive si noncognitive la
persoanele cu dementd institutionalizate. Studiul cuprinde justificare stiintifica, obiective,
ipoteze de lucru, metoda(participantii selectati randomizat, criterii de includere a subiectilor
in studiu, criterii de excludere a subiectilor din studiu, criterii de retragere a subiectilor din
studiu, instrumente, procedura, designul studiului, observatii clinice, analiza datelor),
rezultate descriptive, rezultate statistice, discutii, originalitatea studiului, limitele studiului,
directii de cercetare in viitor, concluzii, referinte. Pentru toti subiectii inclusi in lotul de
studiu am solicitat si obtinut de la apartinatori, acordul de folosire a datelor medicale cu

asigurarea confidentialitatii si protectiei identitatii subiectilor. Studiul s-a desfasurat cu



respectarea legislatiei in vigoare privind desfasurarea studiilor clinice din Romania. Am
obtinut aprobarea Comisiei de Eticd a Universitatii de Medicind §i Farmacie “Tuliu
Hatieganu” Cluj Napoca pentru derularea studiului.

Justificarea stiintifica a studiului:

Literatura de specialitate aduce definitii si clasificari clare pentru toate categoriile de
dementda, precum si dovada de necontestat a progresului stiingific in ceea ce priveste
tratamentul combinat (farmacologic si nonfarmacologic) al acestora.

Tabloul clinic al dementei are ca element esential dezvoltarea unor deficite cognitive
multiple care includ deteriorarea memoriei si cel putin una din urmatoarele perturbari
cognitive: afazie, apraxie, agnozie ori o perturbare in functia de executie. Deficitele cognitive
sunt suficient de severe pentru a cauza o deteriorare in functionarea profesionala sau sociala
si reprezintd un declin fatd de nivelul anterior de functionare. La multe din persoanele cu
dementa se asociazd frecvent si o altd comorbiditate psihiatricd, neurologicd, conditii
interventiei acestor persoane sunt perturbarile de comportament(agitatia psihomotorie,
comportamentul verbal perturbator, agresivitatea fizica, stari confuzive, modificari ale
dispozitiei, etc.) care necesita interventie farmacologica. Potentialele beneficii ale terapiei
farmacologice trebuie cantdrite tinand cont ca existd risc de efecte secundare si reactii
adverse serioase.

Orientarile internationale pun pe primul plan managementul nonfarmacologic al
dementei(ingrijirea paliativd, modificari ambientale, meloterapie, psihoterapie cognitiv-
comportamentald) desi in practicd se utilizeazd mai mult tratamentul farmacologic.
Provocarile privind tratamentele nonfarmacologice la persoanele cu dementa sunt numeroase.

Una din barierele interventiei nonfarmacologice pe termen lung este variabilitatea
simptomatologiei, problemele comportamentale la rezidentii din centrele de ingrijire pe
termen lung si facilitdtile scazute de pregatire minimald a personalului pentru pacientii cu
probleme comportamentale.

Terapia combinatda farmacologicd/nonfarmacologica la persoanele cu dementa s-a
dezvoltat si a orientat specialistii spre directii care sd sprijine persoanele cu dementa in
ameliorarea tulburarilor de comportament, in incetinirea declinului cognitiv si mentinerea pe
cat posibil a persoanelor suferinde in familie. Terapia combinatd nu vindeca dementa, dar
ajutd la mbunatatirea functiei mentale, a dispozitici si a comportamentului. Pe plan
international studiile conduse de experti in domeniu, efectuate de institutii si unitdti de

prestigiu sunt un bun model pentru noi.



Scopul acestui studiu a fost de a aduce noutdti, pe plan regional si de ce nu national,
prin crearea unor conditii optime de ingrijire si interventie, in centre rezidentiale, pentru
persoanele cu dementd, cresterea confortului utilizatorilor de servicii medico-sociale,
ergonomia muncii pentru personal, aplicarea standardelor minime de calitate.

Aceastd lucrare a avut ca punct de plecare si necesitatea producerii schimbarii
atitudinii specialistilor din Romania in privinta tratamentului nonfarmacologic combinat cu
farmacologic pentru persoanele cu dementa institutionalizate, precum si acele schimbari de
mediu ce pot sd favorizeze participarea acestora in domeniul vietii sociale.

Ipotezele studiului

e Tratamentul cu galantamina si program standard de ingrijire are ca efect reducerea
severitatii perturbarilor de comportament la pacientii diagnosticati cu dementa.

e Tratamentul cu galantamina combinat cu interventie psihologica si program standard de
ingrijire incetineste declinul cognitiv si reduce mai semnificativ severitatea perturbarilor
de comportament la pacientii diagnosticati cu dementa.

Obiectivele generale:

Obiectivul principal al studiului: determinarea nevoilor de ingrijire si interventie
terapeuticd a persoanelor cu dementd din Centrul de Recuperare si Reabilitare
Neuropsihiatrica Sfantu Luca Beclean, judetul Bistrita Nasaud.

Obiective secundare: Evaluarea eficientei tratamentului combinat, Galantamina
(produs  farmaceutic =~ Reminyl), interventie  psihologica(psihoterapia  cognitiv-
comportamentald) si program standard de Ingrijire la pacientii cu dementa.

Metoda: Am realizat designul unui studiu de tip analitic, terapeutic, experimental
controlat directionat spre o categorie bine definitd de pacienti, din sistem rezidential, cu
tulburari din spectrul dementei. Am ales acest tip de protocol avand posibilitatea de a studia
efectele terapiei farmacologice si nonfarmacologice, la subiecti cu dementd de diverse
etiologii. Din terapia farmacologicd am ales tratamentul cu galantamind, iar din terapia
nonfarmacologica, terapia cognitiv—comportamentala, ingrijirca paliativa si modificarea
mediului ambiental.

Durata studiului a fost de un an si jumatate, masuratorile efectuandu-se la interval de
6 luni, respectiv masuratoarea initiald in noiembrie 2008, a doua 1n mai 2009, a treia in
noiembrie 2009 si cea finala in mai 2010.

Participanti: Datele provin de la un lot de 90 de pacienti de ambele sexe, cu varsta

cuprinsa intre 55 si peste 86 de ani, diagnosticati cu dementd, cu Sau fard perturbare de



comportament, stadializatda intre usor, moderat, moderat/severa si severd, in functie de
scorurile MMSE cuprinse intre 0 si 25(dementa de tip Alzheimer cu debut precoce/cu debut
tardiv, dementa senild, dementa datoratd unor etiologii multiple:vasculara-Alzheimer, senila-
Alzheimer, Alzheimer-Parkinson, dementa-epilepsie, dementa vasculara). Subiectii au fost
selectati randomizat dintr-un total de 120 de pacienti institutionalizati in cadrul Centrului de
Recuperare si Reabilitare Neuropsihiatrica ”Sfantu Luca” Beclean, judetul Bistrita Nasaud.

Am alcatuit trei subloturi a cate 30 de subiecti: primul sublot de control- program
standard de ingrijire, sublotul doi experimental 1 — tratament cu galantamind si program
standard de ingrijire, sublotul trei experimental 2 — tratament cu galantamind combinat cu
interventie psihologica si program standard de Tngrijire.

Criteriile de includere n studiu: existenta diagnosticului de Dementa la internare,
pentru toti pacientii luati in studiu, precum si consemnarea eventualelor comorbiditai,
conform DSM IV TR i ICD 10; acceptul scris al reprezentantului legal; aprobarea studiului
de catre Comisia de eticd a Universitatii de Medicina si Farmacie, ,,Iuliu Hatieganu”, Cluj-

Napoca.

Instrumente: S-a definit dementa pe diverse etiologii, factorii si populatia de risc
care a fost cuprinsa in studiu, s-a stabilit cadrul teoretic pentru interventia farmacologica,
nonfarmacologica si de modificare a mediului ambiental. Pentru procedura de diagnostic a
subiectilor inclusi 1n studiu datele au fost culese prin intermediul chestionarelor completate
de medicul specialist psihiatru si psiholog. Pentru stabilirea nivelului disfunctiei cognitive la
pacientii cu dementa studiati s-a utilizat examenul psihiatric pentru evaluarea clinica a
dementei si MMSE (Mini Mental State Examination)- Scala de evaluare a starii mentale.
Perturbarile de comportament au fost monitorizate pe grade de severitate (fara perturbari de
comportament, rare, periodice sau permanente). Pentru inventarierea factorilor de risc s-a
construit un set de intrebari care au fost adresate apartinatorilor cuprinse in: fisa de culegere a

informatiilor socio-biografice si fisa cu variabilele dependente de boala.

Procedura: Pentru toti pacientii care au Indeplinit criteriile de includere in studiu si la
care s-a obtinut consimtamantul de participare, pentru confirmarea diagnosticului s-a efectuat
evaluarea psihiatricad completd, somatica si psihologica. Toti participantii din lotul clinic au
satisfacut criteriile internationale de diagnostic DSM-IV-TR™ i ICD 10 pentru dementa.
Datele obtinute au fost comparate cu documentele medicale puse la dispozitie de catre

apartinatori.



Analiza datelor: Datele obtinute au fost introduse intr-o baza de date SPSS. Pentru
analiza datelor s-a folosit pachetul statistic SPSS v. 14 (s-au calculat punctajele
corespunzatoare fiecarei scale clinice aplicate subiectilor, la fiecare dintre cele patru
madsurdtori). S-a optat pentru o strategie inferentiala de validare a rezultatelor prin calculul
scorului t pentru esantioane perechi, separat, pentru fiecare sublot in parte. S-au efectuat
prelucrdri statistice pentru evaluarea existentei unei legaturi intre terapia combinata
farmacologica/nonfarmacologica, evolutia declinului cognitiv si a severitatii perturbarilor de
comportament.

Rezultate si concluzii:

Rezultatele descriptive ale esantionului studiat evidentiaza urmatoarele: distributia
subiectilor pe sexe in esantionul general a fost de 67,9% femei, 32,1% barbati; varsta
subiectilor din esantionul general pe intervale prestabilite sub 65 de ani 12,3%, Intre 66 si 75
de ani 34,6%, intre 76 si 85 de ani 45,7% iar peste 86 de ani 7,4%; n privinta distributiei in
loturile de cercetare procentajul a fost urmatorul lotul cu ingrijire standard 32,1%, lotul supus
tratamentului cu galantamina 33, 3%, lotul supus tratamentului cu galantamina si interventie
psihologica 34,6%; in ceea ce priveste diagnosticul actual, procentajul a fost urmatorul
dementa Alzheimer cu debut precoce 11,1%, dementa Alzheimer cu debut tardiv 22,2%,
dementa senila 24,7%, dementa mixta 37,0%, dementa de altd etiologic 4,9%; procentajul
celor supusi tratamentului farmacologic a fost urmatorul tratament cu galantamina 66,7%, alt
tratament(Donepezil, Memantina, Rivastigmina) 8,6%, nu au tratament 24,7%; in functic de
debutul bolii repartitia a fost urmatoarea dementa cu debut precocel6,0%, dementa cu debut
tardiv 84,0%; n ceea ce priveste varsta luarii in evidentd, procentajul a fost urmatorul sub 65
de ani 16,0%, intre 66 si 75 de ani 55,6%, intre 76 si 85 de ani 27,2% si peste 86 de ani 1,2%;
frecventa comorbiditatilor a fost: absente 32,1%, prezente 67,9%.

Rezultatele statistice au evidentiat, la evaluarea initiald a severitdtii simptomelor
cognitive si comportamentale pe cele trei subloturi studiate, cd nu existd diferente
semnificative intre subloturi(diferentele testate au un indice p>0,2, in conditiile in care pragul
critic de semnificatie acceptat este de p<0,05), astfel incat acestea sa influenteze semnificativ
concluziile.

Evaluarea finald a severitatii simptomelor cognitive si comportamentale pe cele trei
subloturi studiate releva in forma sumarizatd pe baza testului t pentru esantioane
independente urmatoarele: diferente semnificative la nivelul disfunctiei cognitive intre
subloturile unu si doi (p=0,000) si subloturile unu si trei(p=0,001); diferente semnificative

sub aspectul scorurilor MMSE 1intre subloturile unu si doi(p=0,008) si subloturile unu si trei



(p=0,000); diferente semnificative sub aspectul perturbarilor de comportament intre
subloturile unu si doi(p=0,000) si subloturile unu si trei (p=0,000); diferente nesemnificative
la nivelul disfunctiei cognitive intre subloturile doi si trei (p=0,393); diferente
nesemnificative sub aspectul scorurilor la MMSE fintre subloturile doi si trei (—p=0,82);
diferente nesemnificative sub aspectul perturbarilor de comportament intre subloturile doi si
trei (p=0,73);

Intre sublotul cu program standard de ingrijire si celelalte doud subloturi
experimentale unu si doi exista diferente semnificative statistic, acestea putadnd fi atribuite
strategiilor diferite de interventie. De remarcat este faptul ca intre subloturile doi si trei,
diferentele nu sunt semnificative, ceea ce ne sugereaza faptul cd intre tratamentul cu
Galantaminum plus program standard de ingrijire i tratamentul combinat: Galantamina-
psihoterapie cognitiv comportamentala - program standard de ingrijire - nu ar exista diferente
decelabile statistic, desi analiza mediei scorurilor ne relevd un plus de efect datorat
interventiei combinate.

Evaluarea declinului cognitiv diferentiat pe cele trei subloturi, reprezentat prin patru
valori ale scorurilor MMSE, in patru momente succesive, la interval de 6 luni, arata un declin
mai semnificativ al scorurilor MMSE la sublotul unu (p<0,001, diferentele mI-mIV=3,92),
mai putin evident la sublotul doi (p<0,001, diferenta mI-mIVV= 0,97) si minor in cazul
sublotului trei (p<0,050 — nesemnificativ, diferenta mI-mIV= 0,23).

Evaluarea disfunctiei cognitive la cele trei subloturi investigate arata o distributie
inversd a mediilor scorurilor: la sublotul unu se evidentiaza o crestere a disfunctiei cognitive
de la 2,73 la 2,96, Tn contrast cu subloturile doi si trei unde se constata o scadere a disfunctiei
cognitive de la 2,59 la 2,48 in cazul sublotului doi, respectiv de la 2,68 la 2,61 in cazul
sublotului trei. Analiza statistica de tip inferential realizatda cu SPSS v.14, prin observarea
mediilor indicilor de disfunctie cognitiva in etapele unu si patru ale cercetarii, releva faptul
ca: pentru sublotul unu intre evaluarea initiala si finald s-a observat o diferentd semnificativa
statistic (t= | 2,739 | , p=0.011), ceea ce Inseamna ca disfunctia cognitivd se adanceste; in
cazul sublotului doi diferenta dintre cele doua medii este doar de 0,108, (t=|1,803 |,
p=0.083) nefiind semnificativa statistic, ceea ce inseamna ca nivelul disfunctiei cognitive nu
se accentueaza prea mult, iar in cazul sublotului trei situatia este similara, chiar mai buna fata
de sublotul doi, in sensul ca diferenta dintre cele doua medii este si mai redusa
0,0729(t=|1,441 | , p=0.161), ceea ce evidentiaza o tendinta de conservare a functiei

cognitive (reducere a deteriorii cognitive).



Evaluarea severitdtii perturbarilor de comportament diferentiat pe cele trei subloturi,
in cele patru momente succesive evidentiazd scaderea severitatii perturbdrilor de
comportament in cazul sublotului trei (p<0,001), mai putin evident in cazul sublotului doi
(p<0,001), in timp ce n cazul sublotului unu (p<0,02) se inregistreaza o usoara crestere a
severitatii tulburarilor de comportament. Analiza statistica a diferentelor dintre mediile celor
patru evaludri cu ajutorul SPSS v.14 apeland la testul t releva faptul ca severitatea
perturbarilor de comportament creste la sublotul unu(t= | 3,143 | , p=0.004), scade
semnificativ la sublotul doi(t= | 5,586 | , p=0.000) si mai semnificativ in cazul sublotului
trei(t=| 16,540 | , p=0.000).

Noutatile aduse de studiu constau in alegerea grupurilor de subiecti cu dementa, de
diverse etiologii, institutionalizati, dintr-un centru medico-social, la care s-a aplicat terapia
combinata.

Prin studiul de fata s-a demonstrat eficienta tratamentului combinat: program standard
de ingrijire, tratament farmacologic cu inhibitori de colinesteraza (Galantamina), interventie
psihologica (psihoterapie cognitiv-comportamentald) in incetinirea declinului cognitiv la
pacientii cu dementd, precum si o reducere semnificativd a severitatii perturbarilor de
comportament.

Studiul fiind realizat pe un lot relativ mic de subiecti cu dementd, din sistem
rezidential, ar fi necesara replicarea lui pe loturi mai mari, care sa utilizeze acelasi tip de
terapie combinata. In felul acesta, acest studiu si cele viitoare ar putea fi punctul de plecare
cu dementa, in sistem rezidential.

Rezultatele acestui studiu aduc suportul care demonstreaza nevoia de imbunatatire a
calitatii actului de ingrijire si interventie pentru pacientii cu dementa institutionalizati, fiind in
concordanta cu cercetarile anterioare privind terapia combinata.
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Universitatea Babes-Bolyai si Albert Ellis Institute SUA,
Institutul International de Studii Avansate de Psihoterapie si Sanatate Mentala Aplicata

2005 - 2007
Diplomé de Master
Tratament de Recuperare in Psihiatria Copilului

Universitatea de Medicina si Farmacie luliu Hatieganu din Cluj-Napoca
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Medic Pediatru
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1970 - 1974
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c1 Utlll_zator c1 Utlll_zator 81l . Utilizator 81l . Utilizator A2 Utilizator
experimentat experimentat independent independent elementar
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abilitati au fost dezvoltate in timp datoritd numeroaselor participari la manifestari stiintifice si
profesionale, menite sa ajute la 0 mai buna relationare, abordare si interventie in cazul persoanelor cu
nevoi speciale sau aflate in situatii de risc dupa cum urmeaza:
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Competente si aptitudini artistice

Alte competente si aptitudini

1991-Specializare in Neurologia Copilului si Adolescentului “San Luc” Belgia — “Clairiere “ Terapie
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-1996-Conferinta Nationald, cu participare internationala de Neuropsihiatrie a Copilului si
Adolescentului din Roménia, Cluj-Napoca

-1998-a 21-a Consfatuire Nationala de Neurologie si Psihiatrie Infanto-Juvenila, Tg- Mures
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-2001 - Curs de Perfectionare Postuniversitara : Actualitatj in Patologia Neurologica a Copilului, Cluj-
Napoca

-2002 - Simpozionul Satelit "Chimioterapia Moderna in Psihiatria Copilului si Adolescentului, Sibiu
-2002- a XXV-a Conferinta Nationald de Neurologie si Psihiatrie Pediatrica
-2004 - Curs Profesional: Tratamentul cu Dysport in Spasticitatea Musculara, Baile Herculane

-2004 - Curs Profesional: Criterii de Diagnostic in Clasificarea Internationala a Disabilitafilor, Drobeta
Turnu-Severin

-2004 - al V-lea Congres al SNPCAR cu temele: -Paraliziile Cerebrale, Actualitdti in Epilepsia
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-2008,al Il-lea Congres de Psihiatria Copilului si Adolescentului, cu participare internationala, avand
ca tema: Autismul si Societatea, Bistrifa

-2008, Simpozionul cu tema, Metode non-farmacologice in psihiatria copilului si adolescentului, Cluj
Napoca

-2009, Cursant in psihoterapii cognitive si comportamentale, APCCR Cluj Napoca, curs de 3 ani

- 2010, al XI-lea, Congres SNPCAR, cu tema: Comportamentul agresiv in copilarie si adolescenta,
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- 2010, Conferinta Nationala de Neurologie si Psihiatrie a Copilului si Adolescentului si Profesii
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- 2011, Congresul European al Colegiului de Neuropsihofarmacologie, Paris, Franta
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Dementia, especially Alzheimer’s dementia is estimated to affect approximately 4
million persons in the USA and up to 15 million persons worldwide, representing a major
challenge to health care.

The debut regularly occurs later in life, around the age of 85 years, but it is
theoretically possible to supervene at any age, as a result of some general medical conditions,
except for the young childhood period (under 4 years old). Due to the growth and aging of the
population even the idealistic estimation about successful prevention does not project a
reducing prevalence of dementia in the following 50 years. While the researchers develop
centered interventions, it is important to vigilantly confront the reality of this epidemy, by
precocious diagnosis and strategies to provide necessary care.

The use of disposable pharmacological agents is the evidence of the progress, but it is
insufficient, while the non pharmacological treatments are potential approaches for relieving
the behavioral symptoms and daily assistance of patients with dementia, especially those with
Alzheimer’s dementia. This is the reason why a good management based on
psychotherapeutically treatment, ambient changes and cautious use of medication is needed.

The thesis has 123 pages and is structured in two parts. The first part of the thesis
contains the theoretical foundation of organic mental diseases from dementia spectrum,
referring to definition, historic, diagnostic criteria, debut, etiopathogeny, types of dementia,
diagnostic, differential diagnostic, methods of investigation, therapy: pharmacologic
(symptomatique, etiologic, therapeutic vaccine, treatments in progress, non-cholinergic
treatments), non-pharmacologic ( theoretical basic principles of palliative care, cognitive-
behavioral therapy, music-therapy, ambient strategies), prophylactic therapy, dementia
evolution.

The second part presents the personal contributions to a controlled clinical trial on
determining the efficiency of pharmacologic and non pharmacologic treatment (medical,
social, psychological, ambient aspects) of cognitive and non-cognitive symptoms in
institutionalized patients with dementia.

This study comprises the scientific justification, the objectives, work hypotheses, the
method (the participants randomized selected, criteria to include subjects in the study, criteria
to exclude subjects in the study, instruments, procedures, study design, clinical observations,
data analysis) descriptive results, statistical results, discussions, study originality, limitations
of the study, future research directions, conclusions, references.

For all subjects enrolled in the study, | have requested and received from caregivers

the consent to use medical data with ensuring privacy and subject’s identity protection. The



studies were conducted in conformity with current legislation regarding the conduct of
clinical trials in Romania. | obtained the approval from the Ethics Committee of the “luliu
Hatieganu” University of Medicine and Pharmacy Cluj Napoca, to conduct the studies.

Scientific justification

The specialty literature provides definitions and clear classifications for all the
categories of dementia as well as the incontestable evidence of the scientific progress
regarding its combined treatment (pharmacologic and non pharmacologic).

The clinical picture of dementia has as essential element the development of multiple
cognitive deficits manifested by memory deterioration and at least one of the following
cognitive perturbations: aphasia, apraxia, agnosia or disturbance in executive functioning.
The cognitive deficits are severe enough to cause significant impairment in social and
occupational functioning and represent a decline from a previous level of functioning.

Many persons with dementia frequently experience also comorbidity, psychiatric,
neurologic, general medical conditions, multiple etiology.

Behavioral perturbations (psychometric agitation, confusional states, mood changes
etc.) which require pharmacologic intervention are among the most difficult aspects of
treating and intervening on these persons. The potential benefits of the pharmacologic
therapy must be carefully weighed with the risk of side effects and serious adverse effects.

International orientations put on the first place the non pharmacologic management of
dementia (palliative caring, ambient changes, music therapy, and behavioral cognitive
psychotherapy) although pharmacologic treatment is mostly used in practice. The challenges
regarding non pharmacologic treatments of persons with dementia are numerous.

One of the barriers of the non-pharmacologic intervention for long-time periods is the
variability of symptomatology, behavioral problems of residents from long-term caring
centers and reduced facilities for the caring staff of patients with problematic behavior.

Combined therapy pharmacological/ non-pharmacological for persons with dementia
developed and led specialists to helping ways to support patients with dementia in
ameliorating behavioral problems, in slowing cognitive decline and maintaining the sufferers
in the families as long as possible. Combined therapy does not cure dementia, but it improves
mental function, mood and behavior. On the international plan, the studies led by domain
experts, accomplished in institutions and prestigious units represent a good example for us.

The goal of the present study was to bring novelties on the local and national plan as

well, by creating optimal caring and intervention conditions, in residential centers, for



persons with dementia, the improved comfort for users of medical and social services, the
ergonomics of work for the personnel, set minimum quality standards.

This paper also had its starting point in the necessity of a change in Romanian
specialists’ attitude regarding the combined non-pharmacologic and pharmacologic treatment
for institutionalized persons with dementia, as well as those environmental changes which
can foster their participation in the social life.

Study hypotheses

e Galantamine treatment and standard nursing program results in reducing the severity of
behavioral disturbance in patients with dementia.

e Galantamine treatment combined with psychotherapy intervention and standard nursing
program slows down the cognitive decline and significantly reduces behavioral
symptoms in patients with dementia.

General objectives:

The main objective of the study: determining the needs for nursing and therapeutic
interventions in persons with dementia from Recovery and Neuropsychiatric Rehabilitation
Center Saint Luca, Beclean, Bistrita-Nasaud County.

Secondary objectives: assessing the efficacy of combined treatment, Galantamine
(Reminyl pharmaceutical product), psychological intervention (cognitive-behavioral therapy)
and standard program of nursing in patients with dementia.

Method: | accomplished the design of an analytic, therapeutic, experimental -
controlled study directed for a well-defined category of patients, from the residential system,
patients with disorders of the dementia spectrum. | have chosen this type of protocol having
the possibility of studying the effects of pharmacologic and non-pharmacologic therapy on
patients with dementia of different etiologies. | have chosen the Galantamine treatment from
the pharmacologic therapy and the cognitive-behavioral therapy from the non-pharmacologic
therapy, the palliative curing and the ambient changes.

The study duration was a year and a half; measurements were made at six-month
intervals, the initial measurement in November 2008, the second in May 2009, the third in
November 2009, and the last one in May 2010.

Participants: The data come from 90 patients of both gender, patients aging between
55 and over 86, diagnosed with dementia, with or without behavior disturbance, of different
levels, among easy, moderate, moderate/severe and severe, considering MMSE scores

between 0 and 25 ( dementia Alzheimer’s type of precocious debut or later debut, senile



dementia, dementia determined by multiple etiologies: vascular- Alzheimer’s, senile-
Alzheimer’s, Alzheimer’s-Parkinson, epilepsy dementia, vascular dementia). The subjects
have been randomly selected from a total of 120 institutionalized patients from the Recovery
and Neuropsychiatric Rehabilitation Center Saint Luca, Beclean, Bistrita-Nasaud County.

We made three subgroups of 30 subjects: the first subgroup of control- standard care,
the second subgroup experimental 1- Galantamine treatment and standard care, the third
subgroup experimental 2- Galantamine treatment combined with psychological intervention
and standard care program.

Inclusion criteria for the study were: the dementia diagnostic was established for all
the patients in the study from the moment of hospital internment, as well as the eventual
comorbidities, according to the international diagnostic criteria DSM IV TR and ICD 10; the
written agreement of the legal representative; the approval from the Ethics Committee of the
“luliu Hatieganu” University of Medicine and Pharmacy, Cluj-Napoca.

Instruments: It has been defined dementia of different etiologies, the factors and the
risk population involved in the study, it has been established the theoretical framework of
pharmacologic, non-pharmacologic intervention and ambient environment. The data for the
diagnosis-procedure of the subjects in the present study have been picked up from
questionnaires filled in by the specialist psychiatric doctor and the psychologist. In order to
determine the level of cognitive dysfunction in patients with dementia from the present study,
it was used the psychiatric exam for the clinical evaluation of dementia and MMSE (Mini
Mental State Examination) - Scale assessing mental activity. The behavioral perturbations
have been monitored on varying degrees of severity (without behavioral perturbations, rare,
regular, and permanent). For inventorying the risk factors we used a set of questions
addressed to the caregivers comprised in the socio-biographic information sheet of patients
and the disease dependent variable sheet.

Procedure: For all the patients who met the inclusion criteria and who expressed
their consent to participate in the study, a complete psychiatric, somatic and psychological
evaluation has been conducted in order to confirm the diagnosis. All participants in the
clinical group satisfied DSM-IV-TR™ and ICD 10 international diagnosis criteria for
dementia. The data obtained were compared with medical documents made available by the
caregivers.

Data analysis: The data were entered into an SPSS database. Statistical package
SPSS v.14 was used (scores corresponding to each clinical scale were counted for each of the

four measurements) in order to analyze the data. We opted for an inferential strategy to



validate the results by calculating the score t for pair samples for each subgroup separately.
Statistical processing was made for assessing the link between the combined therapy
pharmacologic/non-pharmacologic, the cognitive decline evolution and the severity of
behavioral perturbations.

Results and conclusions:

Descriptive results of the studied sample indicate the following: the gender
distribution of the subjects in the general sample was 67, 9% women, 32, 1% men; the age of
the subjects in the general sample at pre-established intervals under 65 years old 12,3%, and
between 66 and 75 years old 34,6 %, between 76 and 85 years old 45,7 % and over 86 years
old 7,4 %; regarding the distribution in the research samples the percentage was the following
the standard care sample 32,1 % , the subjects treated with Galantamine 33,3%, the group
that underwent Galantamine treatment and psychological intervention 34,6%; in which
regards the present diagnosis , the percentage was the following Alzheimer’s dementia with
precocious debut 11,1%, Alzheimer’s dementia with late-onset debut 22,2%, senile dementia
24,7%, mixed dementia 37,0%, dementia of other etiology 4,9%, the percentage if those
undergoing pharmacologic treatment was the following , Galantamine treatment 66,7%, other
treatment(Donepezil, Memantina, Rivastigmina) 8,6% , without treatment 24,7%);
considering the debut of the disease the partition was the following early onset dementia
16,0%, late onset dementia 84,0%; considering the age of the subjects in the study, the
percentage was the following: under 65 years old 16,0%, between 66 and 75 years old 55,6%,
between 76 and 85 years old 27,2% and over 86 years old 1,2%; the frequency of
comorbidities was : absent 32,1%, present 67,9%.

Statistical results indicated, at initial evaluation of the severity of cognitive and
behavioral symptoms of the three sub-groups studied, that there aren’t significant differences
among the sub-groups (the differences have indices p>0,2, given that the critical limit of
significance accepted is p<0,05), so that they significantly influence the conclusions.

The final evaluation of severity of cognitive and behavioral symptoms in the three
subgroups studies shows in summarized form on the basis of test t for independent samples,
the following: significant differences in the cognitive dysfunction between subgroups one and
two (p = 0.000) and subgroups one and three (p = 0.001), significant differences in terms of
MMSE scores between subgroups one and two (p = 0.008) and subgroups one and three 2 (p
= 0.000), significant differences in terms of behavioral disturbances between subgroups one
and two (p = 0.000) and subgroups one and three (p = 0.000), insignificant differences in the
cognitive dysfunction between subgroups two and three (p = 0.393), insignificant differences



in terms of MMSE scores between subgroups two and three (-p = 0.82), insignificant
differences in aspect of behavior disturbances between subgroups two and three (p = 0.73);

Among the subgroup with standard care and the other two experimental subgroups,
one and two, there are statistically significant differences, which can be attributed to different
intervention strategies. It should be noted that between the subgroups two and three, the
differences are not significant, which suggests that between the Galantamine treatment, plus
standard care and combined treatment : Galantamine-cognitive behavioral therapy- standard
care program- there are no differences statistically detectable, although average scores
analysis reveals much effect due to the combined intervention.

The assessment of cognitive decline on the three different subgroups, represented by
four values of MMSE scores, at four successive times, at intervals of six months, shows a
more significant decline of MMSE scores in subgroup one (p <0.001, differences ml-mIV =
3, 92), less evident in subgroup two (p <0.001, difference mI-mIV = 0,97) and minor in case
of subgroup three (p <0.050 - insignificant, difference mI-mIV = 0,23).

The assessment of cognitive dysfunction in the three subgroups investigated showed a
reverse distribution of scores averages: in subgroup one is outlined an increase of the
cognitive dysfunction from 2.73 to 2.96, in contrast with subgroups two and three where it is
observed a decrease of the cognitive dysfunction from 2.59 to 2.48 for subgroup two and
from 2.68 to 2.61 for subgroup three. Inferential statistical analysis performed with SPSS
v.14, by observing the indices of cognitive dysfunction in stages one and four of research,
show that: for subgroup one, between the initial and the final assessment there was a
statistically significant difference (t= | 2,739 | , p=0.011), which means that cognitive
dysfunction is widening, in case of subgroup two the difference between the two averages is
only 0,108, (t=| 1,803 | , p=0.083) which is not statistically significant, which means that the
level of cognitive dysfunction does not increase too much and for subgroup three the situation
is similar, even better than that of subgroup two, meaning that the difference between the two
averages is even smaller 0,0729(t=| 1,441 |, p=0.161), which shows a tendency of preserving
cognitive function (reducing cognitive deterioration).

The assessment of the severity of behavioral disturbances differentiated on the three
subgroups, in four regular times, shows a decrease of the severity of behavioral disturbances
for subgroup three (p <0.001), less evident for subgroup two (p <0.001), while in case of
subgroup one (p <0.02) a slight increase in the severity of behavioral disturbances is
observed. The statistical analysis of differences between the averages of the four evaluations

using SPSS v.14 test t, reveals that the severity of behavioral disturbances increases in



subgroup one (t=|3,143|, p=0.004), and decreases significantly in subgroup two
(t=]5,586 |, p=0.000) and more significant in subgroup three (t=| 16,540 |, p=0.000).

The novelty consists in selecting study groups of subjects with dementia of various
etiologies, institutionalized, from a medical-social center, to which the combined therapy was
applied.

The present study demonstrated the effectiveness of the combined therapy: standard
care program, pharmacological treatment with cholinesterase inhibitors (Galantamine),
psychological intervention (cognitive-behavioral psychotherapy) in slowing cognitive decline
in patients with dementia and a significant reduction in the severity of behavior disturbance.

The study was conducted on a relatively small group of subjects with dementia, in
residential system; however, a replication on larger groups, using the same type of combined
therapy would be required. Thus, this study and future ones could be the starting point for
developing a good practice guide in Romania, in the care of people with dementia in
residential systems.

The results of this study provide the support that demonstrates the need to improve the
quality of care and intervention for institutionalized patients with dementia, which is
congruent to previous research on combined therapy.
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- 2008- the 2nd Congress on the Child and Adolescent Psychiatry , with international

participation, on the subject : Autism and the Society, Bistrita
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- 2009- participant in the 3 year Course on Cognitive and Behavioral Psychotherapies, APCCR Cluj
Napoca
- 2010- the 11t Congress SNPCAR on the subject Aggressive Behavior during Childhood And
Adolescence, Temper and Personality from a developmental perspective and from that of life circles
- 2010- National Conference on The Neurology and Psychiatry of Child and Adolescent And Associated
Professions, with international participation, on the subject The Neurologic Pathology of babies and
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