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All serious adverse events continued to be entered into the safety database and events were followed until 
resolution whenever possible or until it was confirmed with the Principal Investigator that no additional follow-
up information could be obtained. 
Patients, Investigators, and members of Medivation’s staff overseeing the conduct of the DIM18EXT study 
remained blinded to the original DIM18 individual subject treatment assignment at the time of the patient’s 
enrollment into DIM18EXT order to maintain the blind for the DIM18 study until that study was formally 
unblinded.  The last assessment performed in the DIM18 study at the Week 52 visit prior to initiation of open-
label dimebon treatment served as the baseline reference for subsequent DIM18EXT assessments for safety. 
Throughout the DIM18EXT study, safety and tolerability were assessed by recording of adverse events and 
conducting safety laboratory evaluations.  Central laboratories were utilized for laboratory safety assessments.  
Physical examinations, including vital signs and weight, were not performed routinely during the study, but 
were to be performed at any study visit as appropriate for evaluation of signs and symptoms assessed as 
possible adverse events. Study visits were conducted at intervals shown in the study schematic provided above, 
and unscheduled visits could be preformed at any time during the study whenever necessary to evaluate and/or 
conduct follow-up on an adverse event as deemed necessary by the investigator or subject. 

Number of Patients (Planned and Analyzed):  672 patients were enrolled. 

Diagnosis and Main Criteria for Inclusion:  

Patients eligible to participate in DIM18EXT study were those who:  

1. Had completed 52 weeks of blinded treatment in the DIM18 study with available Week 52 efficacy
assessment data; at a minimum, the Week 52 Alzheimer’s Disease Assessment Scale – cognitive subscale
(ADAS-cog) and Alzheimer’s Disease Cooperative Study – Activities of Daily Living (ADCS-ADL) data
must be available;

2. Were willing and able to give informed consent for study participation.  If the patient is not competent, a
mentally competent legally-acceptable representative must provide informed consent on their behalf, and the
patient must provide verbal assent;

3. Had a caregiver who assists the patient, can oversee study drug administration, report adverse events, and
provide written informed consent;

4. If female, were either a) of childbearing potential and compliant in using adequate birth control through
30 days after the last dose of study drug, or b) not of childbearing potential.  Adequate birth control is
defined as consistent practice of an effective and accepted method of contraception (hormone-based,
intrauterine device, barrier contraception [e.g., condom or occlusive cap {diaphragm or cervical/vault caps}
with spermicidal foam/gel/film/cream/suppository], vasectomized partner, or sexual abstinence) throughout
the duration of the study.  Women not of childbearing potential may have undergone menopause or
permanent sterilization (hysterectomy, bilateral oophorectomy, or bilateral tubal ligation).  Menopause is
defined as 1 year without menses.  If the patient’s menopausal status is in question, a follicle-stimulating
hormone (FSH) level of > 40 milli-international units per milliliter (mIU/mL) must be documented.
Hysterectomy, bilateral oophorectomy, or bilateral tubal ligation must be documented;

5. If male, were either a) of reproductive potential and compliant in using adequate birth control through
30 days after the last dose of study drug, or b) not of reproductive potential.  Surgical sterilization must be
documented.  Adequate birth control for males is defined as a condom and spermicidal gel or foam, or a
condom in combination with an acceptable method of contraception for a female partner as specified in
inclusion criterion 4, or abstinence throughout the duration of the study;

6. Were capable of complying with study procedures, including being able to swallow the study drug tablets.

Patients ineligible to participate in the DIM18EXT study were those who: 

1. Had any major medical illness or unstable medical condition that may interfere with their ability to comply
with study procedures and abide by study restrictions, which places the patient at undue risk, or may interfere
with the ability to interpret safety information;

2. Were pregnant or breastfeeding females;

3. Planned to use bupropion, clozapine, or non-selective antihistamines such as chlorpheniramine and
diphenhydramine, during this extension study;

4. Planned to participate in another study of an investigational product.








