
01JAN2023

Considerations for Alto Neuroscience 

ALTO-100-201 Clinical Trial

Concise Health Risk Tracking Clinician-Rating Scale

CHRT-C 9-items 



Copyright ©2023 Valis Bioscience. All rights reserved. 2

Introduction

Suicidality Assessment Used in the ALTO-100-201 Study

Monitoring suicidality and risk following initiation of antidepressant treatment is an 

essential component of the ALTO-100-201 Study

The US Food and Drug Administration (FDA) suggests that “during the initial few months of 

a course of antidepression medication therapy or at times of dosage titration, patients 

should be monitored for worsening suicidality and unusual changes in behavior.” These 

worsening changes can include:

- Anxiety

- Agitation

- Panic Attacks

- Insomnia

- Irritability

- Hostility

- Aggressiveness

- Impulsivity

- Akathisia

- Hypomania

- Mania
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Introduction
Depression and Risk Factors for Suicidality

▪ Suicidal ideation: Suicidal ideations (SI), 

often called suicidal thoughts or ideas, is a 

broad term used to describe a range of 

contemplations, wishes, and preoccupations 

with death and suicide

▪ Suicidal behavior: Any action that could 

cause a person to die, such as taking a drug 

overdose or crashing a car on purpose

Precipitating 
Factors

Predisposing 
Factors

Fazel S, Runeson B. Suicide. N Engl J Med 2020; 382:266-274
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CHRT-C
Schedule for CHRT-C and CHRT-SR-12

The rater-administered CHRT (CHRT-C) 9-item version should be administered at Screening (Visit 1) and is 

focused on the lifetime history of suicidal ideation and behavior

If the participant reports suicidal ideation on items 10, 11 or 12 of the CHRT-self-reported version (or CHRT-

SR12) then the clinician will complete the CHRT-C which will be assessed from Since Last Visit

Double Blind (DB) Treatment Period Open Label (OL) Treatment Period Follow-up 

Period

Visit Name Screening 

and 

Biomarker 

Baseline

Day 1 

DB  

Baseline

Week 1 Week 2 Week 4 Week 6 

DB 

EOT

Week 7 Week 8 Week 10 Week 13 

OL 

EOT

Safety 

FUV

Visit Number 1

2

3 4 5 6 7 8 9 10 11 12

Visit Window -7 days ± 3 days ±3 days ±4 days ±5 days ±3 days ±4 days ±5 days -5 days ±3 days

CHRT-C X

CHRT-SR12 X* X X X X X X X X X X

▪ X: Done at Screening Visit 1 only

▪ X*: Done at Screening Visit 2, Biomarker Baseline
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CHRT-C
CHRT-SR-12 and CHRT-C Form Comparisons

▪ CHRT-C must be administered (Lifetime) at Screening 

▪ Must be administered (Since Last Visit) if the participant 

scores 10, 11 or 12 as Neither Agree or Disagree, Agree 

or Strongly Agree for subsequent visits



CHRT-C Items
Considerations for ALTO-100-201 

Major Depressive Disorder
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CHRT-C
Items on the CHRT-C 

There are 9 Items on the CHRT-C that assess 

suicidality

▪ Item 1: Suicidal Ideation

▪ Item 2: Suicide Attempt

▪ Item 3: Non-Suicidal Self Injury

▪ Item 4: Preparatory Acts

▪ Item 5: Completed Suicide

▪ Item 6: Self-Injurious Behavior

▪ Item 7: Death

▪ Item 8: Other Injury 

▪ Item 9: Nonfatal Injury

All items are scored YES or NO based on the 

investigator or certified rater’s assessment of 

the participant’s responses
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CHRT-C
Scale Format and Questions

▪ It is important for consistency to ask all questions as they are written to avoid ambiguity, but also to 

make certain that the participant understands the instruction

▪ Provide clarification before beginning to ask the item level questions

▪ For each item, it is important that the participant endorse whatever level of agreement they feel as 

often times depressed individuals can be equivocal and statements such as “not really” or ”I don’t 

know” or ”not all the time” should be clarified and followed-up

CHRT-C guidelines have 
the clinician ask the 

participant to rate the 
extent to which each 
statement describes 
how you have been 

feeling or acting

Ask all the questions in 
bold beginning with the 

first item: “This last week 
did you think you might be 
better off dead or wish you 
were dead?” You can ask, 
the non-bolded questions 
for clarification: “Did you 

have any thoughts of 
harming or injuring yourself 

in any way?”

If the participant responds 
“Yes” then you must ask all 

bolded questions, e.g., 
“Have you thought about 
how you might do this?” 

Once you have asked all 
the questions, assess 

Frequency by asking: “How 
often have you had these 
thoughts?” and “How long 

do they last?”
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CHRT-C
Item 1. Suicidal Ideation 

The first item assessing passive and active suicidal 

ideation asks: “Do you think you would be better off dead 

or wish you were dead?”

“Did you have any thoughts of harming or injuring 

yourself in any way?”

“Have you thought about how you might do this?”         

“Have there been times when you seriously considered 

harming or injuring yourself?”         

“Do you intend to kill yourself or harm yourself in any 

way? Do you have a plan?”         

“How often have you had these thoughts? How long do 

they last?”         

Frequency of ideation: Once per week, A few times per 

week, Once daily OR Multiple times per day

Go to Item 2         

No Yes

▪ If the participant scores ≥ 2 on Item 10 of the CHRT-SR12 and 

then denies that they would be better off dead or wish they were 

dead, continue to follow up to clarify the inconsistency between 

responses on the CHRT-SR12 and CHRT-C

▪ Suicidal ideations present in a "waxing and waning manner,” so 

the magnitude and characteristics of suicidal ideations fluctuate. 

It is critically important for the rater to recognize that SI is a 

heterogeneous phenomenon. It varies in intensity, duration, and 

character. As there is no "typical" suicide victim, there are no 

"typical" suicidal thoughts and ideations.
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CHRT-C
Item 2. Suicidal Attempt 

Participant made a suicide attempt (i.e., they engaged in a potentially self-

injurious behavior associated with intent to die: “Since the last visit did you 

attempt to harm or injure yourself in any way with at least some intent that 

you might die as a result?”

“Can you tell me what happened?”         

“Was this an accident or on purpose?”         

“Why did you _______?”         

List Method

Go to Item 3      

No Yes

If the participant scores ≥ 2 on Item 10 of the CHRT-

SR12 and then denies that they would be off dead or 

wish they were dead, continue to follow up to clarify the 

inconsistency between responses on the CHRT-SR12 and 

CHRT-C. Suicidal behavior is a strong predictor in many 

instances of completed suicide and should be assessed 

thoroughly to determine the potential lethality and 

context of the attempt.

“Why were you trying to 

kill yourself when 

you_______?”         

On purposeAccident

Go to Item 3      
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CHRT-C
Item 3. Non-Suicidal Self Injury (NSSI)

Purposeful self-injurious behavior with NO intent to die: “Since last visit [or 

within the past week], did you harm or injure yourself in any way without any 

intent to die?”

YesNo

Go to Item 4      Go to Item 4      

▪ Non-suicidal self-injury (NSSI), defined as the deliberate, self-inflicted destruction of body tissue without 

suicidal intent and for purposes not socially sanctioned, includes behaviors such as cutting, burning, biting 

and scratching skin 

▪ This item differentiates non-suicidal self-injury from self-injury with intent to die and could include taking 

pills, cutting behavior, or behaviors meant to injure but not kill oneself
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CHRT-C
Item 4. Preparatory Acts

Making preparatory acts toward imminent suicidal behavior (Participant 

takes steps to injure themselves but is stopped by themselves or others) 

Intent to die is either stated by the participant or inferred by the rater: “Since 

the last visit [or this past week] have you done anything to prepare yourself 

for suicide or take any steps towards killing yourself?”

“What did you do?”         

“Were you thinking about killing yourself when you ___?”         

Go to Item 5  

No Yes

This item assesses active suicidal behavior in the form of 

preparatory acts. These acts could include writing a suicide 

note, identification of means to kill oneself (e.g., locating a 

bridge or tall building to jump from, purchasing a firearm or 

determining a lethal dose of medication), or taking specific 

steps to commit suicide but was interrupted or aborted (i.e., 

someone stopped the patient, or they decided not to 

complete the act though they had initiated it). 

“Did you stop yourself, or did someone else stop you 

before you harmed yourself?”         
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CHRT-C
Item 5. Completed Suicide

The participant has completed suicide

Coroner’s Report

Suicide Note

Go to Item 6      

No Yes

Other collateral information

Completed Suicide means a death that is known or reasonably suspected to have resulted from 

an intentional act of the deceased. 
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CHRT-C
Item 6. Self-injurious Behavior

Unknown intent – Purposeful self injurious behavior where associated intent 

to die is unknown and cannot be inferred

Go to Item 7  

No Yes

Go to Item 7    

There are a variety of reasons why an individual may engage in self-injury without suicidal intent. 

For example:

▪ Engaging in self-injury may result in attention or access to a preferred object or activity

▪ Self-injury also occurs to escape from or avoid low preferred activities such as activities of daily 

living, or work or academic demands

▪ Self-injury may also occur because it provides sensory input to an area of the body or reduces 

pain
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CHRT-C
Item 7. Death

Death (not enough information to classify as suicide)

Go to Item 8  

No Yes

Go to Item 8 
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CHRT-C
Item 8. Other Injury

Other not purposeful injury (accidental, psychiatric, medical), no deliberate 

self-harm. Ask the participant: “This last week [or since las visit] have you 

had any accidental injuries requiring medical attention? Have you taken too 

much of your medication by accident?

Go to Item 10 

No Yes

Go to Item 10 

It is important to verify that the injury was not purposeful and then determine the manner of 

injury and what treatment was required
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CHRT-C
Item 9. Nonfatal Injury

Nonfatal Injury (not enough information to classify)

End of CHRT-C

No Yes

CHRT-C

A nonfatal injury is bodily harm resulting from severe exposure to an external force or substance 

or a submersion. This bodily harm can be unintentional or violence-related. 
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CHRT-C
Best Practices for ALTO-100-201

▪ Assessment of suicide risk is a critical feature for 

safety in the ALTO-100-201 study

▪ The CHRT-C is administered at Screening and if the 

self-report CHRT-SR12 has scores of two or higher on 

items 10, 11 or 12

▪ All bolded items on the CHRT-C should be read 

verbatim to the participant and follow up questions 

should be asked

▪ Use all available information including collateral 

information such as coroner’s report, suicide notes, 

medical records and reports from other clinical 

assessments



-100-201

Thank you!
alto100201@valisbioscience.com
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