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A Multi-center, Randomized, Double-blind, 
Placebo-controlled, Parallel Design, 
Prospective, Phase II Clinical Trial to 

Evaluate the Safety and Efficacy of GV1001 
0.56 mg/day and 1.12 mg/day 

Administered Subcutaneously for the 
Treatment of Moderate to Severe 

Alzheimer’s Disease
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Introduction
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South Korea became an aged society in 2017. 

With aging population, the 

number of Alzheimer’s disease 

(AD) patients has been sky-

rocketing and the burden for AD 

patients has become a big 

problem in Korea. 
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1993

Tacrine

1996

ARICEPT®

1999

Rivastigmine

2001

Galantamine

2003

Memantine

History of Approved Therapies in AD

What will be the next ones?
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The active compound of GV1001 is a single peptide consisting of 16 amino acids. 
The peptide corresponds to a fragment from the catalytic site of the enzyme 
telomerase. 
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GV1001 has been shown to inhibit neurotoxicity, apoptosis, and the 
production of reactive oxygen species induced by amyloid beta or other 

stresses in neural cells.



Clinical Trial
Results
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The main objective of the current study is to see the 

feasibility of GV1001 for the treatment of moderate to 

severe Alzheimer’s disease (AD). 

Therefore, this study had been conducted to evaluate 

the safety and efficacy of GV1001 (0.56 mg and 1.12 

mg) administered subcutaneously as a treatment for 

moderate to severe AD.
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Primary objectives Primary endpoints

• To compare the efficacy of GV1001 

(0.56 mg and 1.12 mg) with placebo 

in participants with AD by evaluating 

cognitive function, as measured by 

the change from baseline of the SIB 

score

• Change from baseline in SIB score at 

Week 24

• To compare the safety of GV1001 

(0.56 mg and 1.12 mg) with placebo 

in participants with AD

• Adverse events (AEs), laboratory 

test results, electrocardiogram (ECG) 

findings, and vital sign 

measurements 

SIB: Severe Impairment Battery
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Secondary objectives Secondary endpoints

• To compare the efficacy of GV1001 
(0.56 mg and 1.12 mg) with 
placebo in participants with AD by 
evaluating cognitive and functional 
abilities, as measured by the 
change from baseline in

•CIBIC Plus score,
•CDR-SB score,
•ADCS-ADL score, 
•NPI score, 
•MMSE score, and
•GDS score

• Secondary efficacy endpoints: 
Change from baseline in 

• CIBIC-Plus score,
• CDR-SB score,
• ADCS-ADL score,
• NPI score,
• K-MMSE score, and
• GDS score

at Week 24.

CIBIC: Clinical Dementia Rating, Global Deterioration Scale
CDR-SB: Clinical Dementia Rating Sum of Box
GDS: global deterioration scale
ADCS-ADL: Alzheimer's Disease Cooperative Study-activity of daily living
NPI: Neuropsychiatric Inventory
MMSE: mini-mental state examination
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1) Participants between 55 and 85 years of age
2) Participants who are clinically diagnosed with probable AD as defined in the 

National Institute of Neurological and Communicative Disorders and Stroke-
Alzheimer’s Disease and Related Disorders Association (NINCDS-ADRDA) criteria

3) Participants must also meet Diagnostic and Statistical Manual of Mental Disorders, 
5th edition (DSM-V) criteria

4) Participants with a K-MMSE score ≤ 19 during the screening visit
5) Participants rated as grade 5 to 6 of Global Deterioration Scale (GDS)
6) Participants who have no other diseases to cause dementias other than AD as a 

result of MRI or CT scan within 12 months from the screening visit
7) Participants who are able to undergo cognitive and other tests by walking on their 

own or visiting hospitals using an assist device on an outpatient basis or for 
hospitalization.

8) Participants with a guardian who is able to accompany the subject for all visits, 
supervise the subject's compliance with the procedures specified in the clinical 
trial protocol and the investigational drug, and provide detailed information of the 
subject

9) Participants or legally representatives, as well as, the caregivers who voluntarily 
agree to participate in this clinical trial and sign the subject consent form 

10) Participants stably taking 10 mg Aricept® for more than 3 months before 
screening etc.
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1) Any other cause of dementia shown by MRI/CT findings and neurological 
examination within 12 months of randomization.

• Possible, probable, or definite vascular dementia according to the 
National Institute of Neurological Disorders and Stroke and Association 
Internationale pour la Recherché et l’Enseignement en Neurosciences 
(NINDS-AIREN) criteria.

• Evidence of significant abnormality that would suggest another 
potential etiology for dementia (eg, evidence of cerebral contusion, 
encephalomalacia, aneurysm, vascular malformation, >5 
microhemorrhages, macrohemorrhage, single infarct >1cm3).

• Other central nervous system diseases that may cause cognitive 
impairment (eg, cerebrovascular disease including cerebrovascular 
dementia, Parkinsonism, Huntington’s disease, subdural hematoma, 
normal pressure hydrocephalus, brain tumor, Creutzfeldt-Jakob 
disease).

2) Concurrent or history of clinically significant psychiatric conditions (eg. 
Schizophrenia or bipolar affective disorder) that in the Investigator’s opinion 
prevents the participant from participating, or is likely to confound 
interpretation of drug effect or affect cognitive assessments.
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3) Participants with a history of known or suspected seizures, 
including febrile seizure, or recent loss of consciousness which is 
not explained, or a history of significant head trauma 
accompanied by loss of consciousness

4) Participants who have abnormal test results which are 
considered to contribute to the severity of their dementia or 
become a cause of dementia in the vitamin B12/folic acid test, 
the syphilis serology, and the thyroid stimulating hormone (TSH)

5) Participants with acute or unstable cardiovascular disease, 
active peptic ulcer, or uncontrolled hypertension; uncontrolled 
diabetes or insulin dependent patients; or patients with any 
medical condition that may interfere with the completion of 
clinical trials
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23 completed 6 month follow up

96 enrolled and randomized

33 assigned to GV1001 0.56 mg

10 discontinued
2 protocol deviation 
1 withdrew after randomization 

but before treatment
1 withdrew consent
1 adverse events
1 did not meet 

inclusion/exclusion criteria
1 non-compliance
3 other

13 not eligible
8 did not meet inclusion/exclusion 

criteria
4 no longer willing to participate
1 other

109 Paticipants assessed for eligibility

32 assigned to GV1001 1.12 mg 31 assigned to placebo

7 discontinued
4 withdrew consent/lost to 

follow up
1 did not meet 

inclusion/exclusion criteria
1 protocol deviation
2 other

5 discontinued
2 withdrew consent
1 adverse event
1 prohibit drug
1 other

25 completed 6 month follow up 26 completed 6 month follow up
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The results demonstrated that GV1001 is safe and well tolerable and  

has potential beneficial effects in patients with moderate to severe 

AD. 

Further investigation may be needed to confirm these observations, 

but the results provide a predictor of good outcomes of the next 

large-scale clinical trial. 
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Basic research
(Dept. of Neurology, 
Hanyang University)
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Kyu-Yong LEE
Young Joo LEE 
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Hyung Gon SONG

Clinical trials

Seong-Hye Choi
Jee Hyang JEONG 
Chan Nyoung LEE 
Young Soon YANG 

Ae Young LEE 
Jae-Hong LEE 

Kyung Won PARK 
Hyun Jeong HAN 
Byeong Cha KIM 

Jin Se PARK 
Jee-Young LEE
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