[ Pre-Screening ]

[ Screening ]

[ Visit 1 (Baseline) ]

[ Visit 2 (3 months) ]

[ Visit 3 (2 years) ]

Assessed for eligibility

| 14 were excluded
| - Not meeting inclusion criteria

y

97 Were assigned to receive
multifactorial treatment

3 were excluded
- 1 Died (car accident)
- 2 Withdrew informed

A 4

A

94 Completed Visit 2

| 17 were excluded
“| - 17 Withdrew informed consent

A 4

77 Completed follow-up study




