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Lénda: Vértetim zyrtar i miratimit etik pér realizimin e studimit kérkimor mbi faktorét lidhur
me kontrollin e dobét glicemik tek té rriturit me diabet mellitus tip 2 n& Shqipéri: njé
studim transversal. : ‘

Né mbéshtetje t& Ligjit nr. 80/2015 “Pgr arsimin e larté dhe kérkimin shkencor né institucionet e arsimit t&
larté né Republikén e Shqipérisé”, i ndryshuar, dhe t& Kodit Evropian t& Sjelljes pér Integritet né
Keérkimin Shkencor (ALLEA, botim i rishikuar 2023) — veganérisht nenet 10 (hartimi i projektit
kérkimor), 11 (mbrojtja e t& dhénave) dhe 13 (pérputhshméria me ligjin dhe etikén); né zbatim t& Ligjit nr.
124/2024 “Pér mbrojtjen e t& dhénave personale” (i perafruar me GDPR-ng, BE 2016/679) dhe né
pérputhje me standardet ndérkombétare té etikés kerkimore (Deklarata e Helsinkit, Parimet Etike t&¢ APA-
s), né cilésing e Pérgjegjésit sé Departamentit t& Léndeve Klinike prané Fakulteti t& Shkencave t&
Natyrés , vértetoj sa vijon né lidhje me projektin kérkimor 1& titulluar: ‘

“Taktorét e lidhur me kontrollin e dobét glicemik tek té rriturit me diabet mellitus tip 2 né
Shqipéri: njé studim transversal.” (Factors associated with poor glycaemic control among
adults with type 2 diabetes mellitus in Albania: a cross-sectional study). ' :

Studimi do t& zhvillohet né pérputhje me standardet etike t& Universitetit t& Shkodrés “Luigj
Gurakuqi” dhe me parimet ¢ Deklaratés s¢ Helsinkit t& vitit 1964, si dhe amendimet € saj &
mévonshme. Mir‘atimi, etik jepet nga Komisioni i Etikés i Universitetit € Shkodrés “Luigj
Gurakuqi” (Nr. 1 miratimit: 2025/AEI‘-18). Pjesémarrésit do t& informohen plotésisht mbi
objektivat e studimit dhe do t’u garantohet anonimiteti dhe konfidencialiteti i t& dhénave. Ata do
t& informohen pér t& drejtén € tyre pér t& refuzuar pjesémarrjen ose pér t'u térhequr nga studimi
né ¢do fazé, pa asnjé pasojé pér kujdesin e tyre t& vazhdueshém shéndetésor. Pélqimi i informuar
me shkrim do t& merret nga ¢do pjesémarrés pérpara pérfshirjes né studim. Asnjé informacibn qé

~ mund t& identifikojé pjesémarrésit nuk do t& ruhet né bazén analitike t& t& dhénave dhe t& gjitha -
ts dhénat do t& ruhen né ményré té sigurt vetém pér géllime kérkimore. ‘

Grupi i punds: ‘
. Prof.Ass. Dr Zamira Shabani (Universiteti i Shkodrés "Luigj Gurakugi")
e PhD.Cand Edona Haxhija (UniVersiteti i Shkodrés "Luigj Gurakuqi") -

e Dr. Elvisa Drishti (Universiteti i Shkodrés "Luigj Gurakugi")



Pas analizimit t& dokumentacionit dhe metodologjisé s€ paraqitur nga grupi i punés, konstatohet se:

*  Pjesémarrésit: Do t& pérzgjidhen né ményré vullnetare pacienté t& rritur (>18 vjec) me diagnozé
t& konfirmuar t& diabetit mellitus tip 2, t& ndjekur né& shérbimin ambulator té diabetologjisé prané
Njésisé s&¢ Endokrinologjisé né Spitalin Rajonal t& Shkodrés. Nuk do t& pérfshihen persona me
diabet mellitus tip 1, diabet gestacional ose forma té tjera specifike t& diabetit, persona me
démtime t¢ rénda njohése, ¢rregullime t& rénda psikiatrike q& pengojné dhénien e pélqimit t&
informuar, pacienté me neoplazi aktive nén trajtim, si dhe persona me insuficiencé terminale t&
organeve kryesore. ‘

* Pélqimi i informuar: Cdo pjesémarrés do t& Japé pélqimin e informuar me shkrim pérpara
pérfshirjes n¢ studim. Para mbledhjes s& t& dhénave, pjesémarrésve do t'u shpjegohen qéllimi i
studimit, procedurat e kérkimit, natyra vullnetare ¢ pjesémarrjes, konfidencialiteti i t& dhénave
dhe e drejta pér t’u térhequr nga studimi né ¢do moment pa pasoja pér trajtimin ose kujdesin e
tyre shéndetésor. , :

*  Konfidencialiteti dhe mbrojtja e té dhénave: Té dhénat do t& mblidhen dhe ruhen né ményré
anonime, pa identifikues personalg, né pajtim me ligjin nr. 9887, dat& 10.3.2008 "Pér mbrojtjen e
t¢ dhénave personale” (i ndryshuar), si dhe me Rregulloren e brendshme t& Universitetit pér
ruajtjen e dokumentacionit kérkimor. ‘ e ;

® Vlerésimi i riskut: Studimi &sht& observacional dhe nuk pérfshin ndérhyrje diagnostike apo
terapeutike shtesé. Nuk parashikohen rrezige t& drejtpérdrejta fizike, psikologjike ose sociale pér
pjesémarrésit. ‘Pjessmarrésit kang t& drejté t& refuzojng pérgjigien ndaj ¢do pyetjeje ose té
térhigen nga studimi né ¢do kohé pa pasoja. L ‘

* Instrumentet matése: Studimi do t& pérdors njé formular & strukturuar pér mbledhjen ¢ t&
dhénave sociodemografike dhe klinike. Té dhénat e mbledhura do t& pérfshijné moshén, gjining,
nivelin arsimor, kohézgjatjen e diabetit mellitus tip 2, teraping aktuale me insuling, vlerat e
hemoglobinés s& glikuar (HbAlc) dhe sémundjet bashkéshoqéruese t¢ konfirmuara nga mjeku,
pérfshiré hipertensionin arterial, sémundjen ishemike t& zemrés, sémundjen kronike t& veshkave,
sémundjet okulare, sémundjet kronike pulmonare dhe dislipideming.

o Shpérndarja e rezultateve: Rezultatet ¢ studimit do t& pérdoren ekskluzivisht pér géllime
shkencore dhe akademike. Gjetjet mund té publikohen né revista shkencore me recension
ndérkombétar, & prezantohen né konferenca shkencore kombétare dhe ndérkombétare ose t&
pérdoren né raporte akademike, duke garantuar n€ ¢do rast anonimitetin dhe konfidencialitetin e
pjesémarrésve. ‘

NE bazé t€ sa mé sipér, miratoj zhvillimin e anketimit, duke konfirmuar se projekti i propozuar respekton
standardet dhe kérkesat e etikés né kérkimin shkencor.

Ky vértetim léshohet pér t'u pérdorur prané strukturave pérkatése t& brendshme dhe t& Jjashtme akademike,
si dhe pér ¢do proceduré zyrtare t& nevojshme pér publikimin e rezultateve t& studimit.

P

Pérgjegjesi i depaniqmentit Dekani

Prof. As. Dr. Rrok Smajlaj

Doc. Dr. Emiljano
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Subject: ~  Official Ethical Approval Certificate for the Conduct of the Research Study on Factors
Associated with Poor Glycaemic Control among Adults with Type 2 Diabetes Mellitus in
Albania: A Cross-Sectional Study: '

Pursuant to Law no. 8072015 “On higher education and scientific research in higher education institutions
in the Republic of Albania”, as amended, and to the European Code of Conduct for Research Integrity
(ALLEA, revised edition 2023) — in particular Articles 10 (design of the research project), 11 (data
protection), and 13 (compliance with law and ethics); in implementation of Law no. 124/2024 “On the
protection of personal data” (aligned with the GDPR, EU 2016/679), and in accordance with international
standards of research ethics (Declaration of Helsinki, APA Ethical Principles), in my capacity as Head of
the Department of Department of Clinical Subjects at the Faculty of Natural Sciences, I hereby certify the
following regarding the research project entitled: ~ ‘

“Factors associated with poor glycaemic control among adults with type 2 diabetes mellitus in
Albania: a cross-sectional study.”

The study was conducted in accordance with the ethical standards of the University of Shkodra “Luigj
Gurakuqi” and with the principles of the 1964 Declaration of Helsinki and its later amendments. Ethical
approval was obtained from the University Ethics Committee of the University of Shkodra “Luigj
Gurakuqi” (Approval No. 2025/AEI-18). Participants were fully informed about the objectives of the
study and were assured of anonymity and confidentiality. They were informed of their right to refuse
participation or to withdraw at any stage without any consequence for their ongoing clinical care, and
written informed consent was obtained from every participant prior to enrolment. No personally
identifiable information was retained in the analytic dataset, and data were stored securely for research

purposes only.

Research team:
o  Prof.Ass. Dr Zamira Shabani (Universiteti i Shkodrés "Luigj Gurakuqi")

e PhD.Cand Edona Haxhija (Universiteti i Shkodrés "Luigj Gurakugi")

e Dr. Elvisa Drishti (Universiteti i Shkodrés "Luigj Gurakuqi")




Following the review' of the documentation and methodology submitted by the résearch team, it is
established that: ‘ R

Participants: Adult patients (>18 years) with a confirmed diagnosis of type 2 diabetes mellitus,
attending the outpatient diabetology setvice of the Endocrinology Unit at the Regional Hospital of
Shkodra, will be recruited on a voluntary basis. Individuals with type 1 diabetes mellitus, gestational
diabetes, or other specific forms of diabetes, severe cognitive impairment, severe psychiatric
disorders that preclude informed consent, active malignancy under treatment, or. end stage failure of
major organs will not be 1neluded

Informed consent: Each partlcrpant will provide written mformed consent prior to inclusion in the
study. Before data collection, participants will be informed about the study objectives, research
procedures, the voluntary nature of participation, data confidentiality, and their right to withdraw
from the study at any time without any consequences for their treatment or healthcare.

Confidentiality and data protection: All data will be collected and stored anonymously, without
any personal identifiers, in accordance with Law No. 9887, dated 10 March 2008, “On the protection
of personal data”, as well as 'with the University’s internal regulation on the safekeeping of research
documentation. '

Risk assessment: The study is observational in nature and does not involve any additional

~ diagnostic or therapeutic interventions. No direct physical, psychological, or social risks are

anticipated for participants. Participants have the rlght to decline answerrng any questron or to
withdraw from the study at any time without consequences. ‘

Measurement 1nstruments' The study will use a structured data collection form to gather
sociodemographic and clinical information. The collected data will include age, sex, educational
level, duration of type 2 diabetes mellitus, current insulin therapy, glycated haecmoglobin (HbAlc)
values, and physician-confirmed comorbidities, including hypertension, “ischaemic heart disease,
chronic kidney disease, eye drsease chronic lung disease, and dyshprdaemla

‘Dlssemmatlon of results: The results of the study will be used exclusively for scren‘uﬁe and
‘academic purposes. The findings may be published in peer-reviewed international scientific journals,

presented at national and international scientific conferences, or included in academlc reports, while
ensuring the anonymlty and conﬁdentrahty of all partrcrpants at all times.

On the ba51s of the above, I approve the conduct of the survey, confirming that the proposed prOJect
respects the standards and requ1rements of ethics in scientific research.

This certificate is issued for use before the relevant internal and external academic structures as well as
for any official procedure necessary for the publication of the study results.

Dean

Prof. As. Dr.




