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Disclaimer
These slides are provided exclusively for the Investigator Meeting 
and are confidential. They must not be shared outside the study 
team. Please be aware that these slides are not intended for 
formal training purposes; all official training will be conducted 
using the SIV (Site Initiation Visit) slides.
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Site Responsibilities & Roles
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Agenda

• Training Expectations- Fluence & Raters
• Blinded vs Unblinded Staff 
• Lessons Learned
• Site Management Team
• On-site monitoring
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Session Monitor Training 



Fluence Session Monitor Training
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Training Program Overview

• The following 5 live-online training sessions must be scheduled in order to 
complete the training. (refer to the training portal for more detailed 
information about each session):

• Orientation- Complete an orientation to receive more information about the 
overall training process and have the opportunity to ask any questions. 

• Role Play Practice Sessions 1 & 2- Identify a practice partner. This should 
be a site colleague or other fellow trainee. If you do not have a practice 
partner, Fluence will assist in providing one for you. 

• Sign up for two role play practice sessions

• Trainer Feedback Session- Complete a trainer feedback session after 
completion of your second role play practice session. Allow a period of 3 
business days between your second role play practice session and your 
feedback session to allow the trainer to review your role plays. 

• Competency Assessment- Your competency assessment should be the 
final task you complete in the training. 

Recommendation: 
Zoom meetings will be scheduled 

via Calendly. 
Schedule your 4 zoom meetings 
ahead of time, in parallel to your 

portal training. 
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Lessons 
Learned

Properly follow Fluence 
Instructions for live trainings 

Do not wait to complete 
Fluence Training

Encourage your site Session 
Monitors to review what is 
expected and to plan it out

Sites that 
completed Fluence training 

in advance were able to 
activate in timely fashion

• Ensure your regulatory teams are aware
• Ensure internal process to maintain and update

All Session Monitors and 
Raters must be listed 

on 1572

•Confirm PRIOR to dosing day
When eCOA is live, it will be 
important to ensure raters 
have appropriate access
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RE104-201: Rater and Certification Process Program Overview

1. 

Sites Identify 

Raters

3. 

CAT 

Experience 

Review

2.

Trainee 

Experience 

Questionnaire 

(TEQ)

4.

 

Didactic 

Training*

+

 Applied Skills 

Assessment 

5. 

Certification

* External training certificate required for C-SSRS as applicable to role
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Trained and certified to rate:

• SIGMA/MADRS

• SIGH-A/ HAM-A

• Blinding Assessment

Trained and Certified to train and facilitate study 

participant ratings: 

• MEQ-4

• CEQ-7

• PHQ-9

• BIMF

• SF-36

• EPDS

•  Blinding Assessment

Trained and certified to rate:

• SCID-5-CT

• SIGH-D/HAM-D 17

• CGI- I/S

• BPRS+

• C-SSRS

Blinded Site Rater

PRO Administrator

Blinded Independent

Site Rater

Can be 

same, “Dual 

Rater” role

blinded to IP assignment

Blinded to IP assignment and all 

other study assessments

blinded to IP assignment

1. Identifying Site Raters: 3 Rater Roles
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▪ All potential Trainees will be 
required to submit experience 
information via a Trainee 
Experience Questionnaire (TEQ)

▪ Up to 4 Trainees per site will be 
granted access to the TEQ via an 
emailed link requesting to submit

2. Trainee Experience Questionnaire (TEQ)
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▪ CAT Team will review experience and 
follow-up with training material if 
approved. 

▪ CAT recommends the following 
educational and experience criteria 
for the protocol assessments:

3. CAT Experience Review 
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4. Didactic Training + 
Applied Skills 
Assessment 



15



Blinded vs 
Unblinded 

Staff
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Dosing Day Roles 

Blinded 

Site Rater

INDEPENDENT 
Blinded Site 

Rater

PRO 
Administrator

Lead 
Session 
Monitor

Assistant 
Session 
Monitor

IP Preparation 
UNBLINDED

IP 
Confirmation 
UNBLINDED

Perform 
Injection

UNBLINDED

Confirm 
Injection

UNBLINDED

Discharge 
Readiness
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Site Personnel 
Assignment 
Worksheet
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Reminders

o Register in IRT as Unblinded
o Confirm IP receipt
o IP Preparation
o IP Preparation Confirmation
o Dosing Administration
o Dosing Confirmation 
o IP Accountability
o Assist in Unblinded IMV
o Only access to Pharmacy ISF
o May be utilized to assist with 

uploading data to eCOA once 
live (if applicable)

o Will not conduct IP 
accountability

o Will not be present for dosing
o Only register patient in IRT
o Will not access pharmacy 

ISF
o May not perform any 

unblinded tasks

Unblinded Team Blinded Team
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IP Dose Formulation Worksheet

Unblinded
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IP Administration Worksheet 

Source Document Worksheet 
created to document IP 

administration
(maintain in subject’s source)

Blinded
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Worldwide Site 
Management Team

Sarah Shea
Site Management 
Franchise Lead

Culvette Kunze 
BLINDED 

Clinical Trial 
Manager

Lisa Merrill
In-House CRA

TBD
CRA West Coast

Bryan Hackler
CRA East Coast

Olumide Otekalu

Southeast CRA

UNBLINDED

CRA

Christine Capelle
UNBLINDED 
Clinical Trial 

Manager

Jen Davis

Clinical Trial Liaison
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Contacts

Your In-house CRA is your primary contact for
o Operational questions

o Data query follow-up

o Access and training requests for vendor portals

Your field CRA is your contact for
o Monitoring visits

o Protocol deviation management

o Action Item follow up & resolution

Vendors provide technical support for their portals and equipment (Zelta, Suvoda*, 

ACM)

 *Suvoda access requests- CTM
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On-site monitoring visit 

frequency will be dependent 
upon:

• First IMV expected to occur within 2 
weeks of first subject dosing.

• Site recruitment and enrollment 
progress. 

• Specific site issues, protocol 
adherence, data quality and central 
monitoring findings.

• Continuously evaluated by the Global 
Project Lead (GPL) and Clinical Trial 
Manager (CTM).
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Disclaimer
These slides are provided exclusively for the Investigator Meeting 
and are confidential. They must not be shared outside the study 
team. Please be aware that these slides are not intended for 
formal training purposes; all official training will be conducted 
using the SIV (Site Initiation Visit) slides.
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Eligibility Process Overview  
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Agenda

• Screening Visit overview

• Eligibility Review Roadmap

• Medical Records Expectation 

• Trial Interactive & EDC

• Site Initiation to Activation
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The goal of 
this session is 

to provide:

• High-level overview of the targeted eligibility process
• Discuss required medical records

NOTE: Targeted eligibility process training will be provided 
during the SIV please refer to SIV slides for more details 
about related systems and  processes

• Walk through from screening to dosing

• Discuss what is needed for SIV 

• Pathway to Activation

• Q + A 
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Screening Visit
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Eligibility Review Process 

SCREENING VISIT
Data entry, Labs, ECG, 

Scales

Schedule planned 
dosing day, provide date 

to Worldwide team 
member

Labs, ECG, additional 
information reviewed  by 

Site Investigator.

Site Investigator 
determines and confirms 

eligibility.

Uploaded to Trial Interactive
Subject Eligibility Checklist  + 
Medical records  (redacted) +

SCID-5-CT & Audio*

Clinical Assessment & 
Technology (CAT) team 

reviews subject for 
eligibility.

Medical Monitor reviews  
for eligibility (EDC data, 

Eligibility Checklist, 
Medical records) 

ELIGIBLE
Site is notified. May enroll 

at Investigator’s 
discretion

Site files all 
correspondence in 

subject’s source 
documents

Not Eligible: 
Site is notified by Medical 

Monitor.

Site files all 
correspondence in 

subject’s source 
documents.

* Additional scales to be uploaded when using 
paper.
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Subject Eligibility Confirmation Checklist

• PI to complete checklist, include 
confirmation on the review of central 
lab results and central ECG result.

• Include medical records that will be 
provided.

• Send in with eligibility documents to 
Trial Interactive.

CONFIDENTIAL
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Medical records – Expectations 

Utility of Expected Medical Records  

• Delivery Hospital Discharge, Birth 
Certificate  – to provide confirmation of 
infant’s DOB & mother’s age, Delivery history

• Edinburgh Postnatal Depression Scale 
(EPDS)- can confirm time of onset of 
depressive symptoms

• Primary Care records- Med History
• Pharmacy records–Prior and ConMed review
• OB Records- additional check on any 

diagnosis, conmeds during pregnancy

Patients with NO PPD Diagnosis or 
Treatment 

No prior Psych History 

• Delivery Hospital Discharge and 
Birth Certificate

•  EPDS (provided by OB or 
Pediatrician)

• Pharmacy records 
• PCP records
• OB records

Patients with PPD Diagnosis or 
Treatment 

and/or Prior Psych History

• All records listed for patients 
with NO PPD or Psych Hx 

+
• Treating physician records 

(for minimum last year of 
OB, therapist, or other as 
applicable)

• For patients with incomplete or inadequate hospital records,  additional steps of eligibility will be implemented, e.g., review of diagnostic 
interview (SCID-CT) or severity assessment (HAM-D) audio recordings to confirm the diagnosis
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Medical Records Review Process

The purpose of the targeted eligibility process is to ensure the safety and quality of the subjects 
that are being considered for enrollment

Sites will be required to send the following to Worldwide for Eligibility Review: 
✓ Redacted medical records

✓ All available sources of medical history (including external and historical medical records) 
should be reviewed as sources of data (original data source)

✓ Subject Eligibility Confirmation Checklist, signed by treating Investigator (physician)
❖ Purpose is to document subject’s eligibility
❖ Confirm his/her review of this information
❖ Agreement that the subject is eligible to participate in the trial
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CAT Data 
Surveillance: 

Screening 
Eligibility Review

ALL screening assessments completed on paper prior to the 
CLARIO eCOA being available are to be submitted to CAT for review 
and eligibility confirmation.  This includes audio recordings as well.  

Once CLARIO eCOA is live:  

• Upload to Trial Interactive Portal (TI) within 2 business days of the 
screening visit
• SCID paper administration 
• Scanned copy of the SCID-CT scale source documents
All other scales will be reviewed in the CLARIO portal

Ensure submitted documents do not contain any patient 
identifying information (e.g. Name, DOB, address, etc.)

✓ Access to the portal and upload instructions will be provided 
separately to identified site personnel ahead of site activation

✓ In the rare event, any other scales were administered using a 
paper emergency back-up, these are to be uploaded to the TI 
portal for review as well when applicable

CAT Study eMailbox:
smp_re104-

201_cat@worldwide.com 
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Data Surveillance Process for Screening Visit

Sites must first check data is ready to be reviewed by 
CAT & MM in the EDC

CAT & MM are notified data is ready for review

CAT & MM complete eligibility review and determination is 
entered in the EDC 

[Screening Visit folder]

• Queries may be entered if CAT/ MM have questions regarding data. 
• Additional questions may be sent via email if not easily resolved via EDC query

Sites must confirm subject is eligible via EDC page before 
proceeding to Baseline Visit.  If check is not present for both 

MM & CAT, do not proceed
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Trial Interactive 

• Worldwide's Clinical Assessment Technologies (CAT) team will be performing eligibility review on 
the SCID-5-CT paper scale.

• Sites are requested to provide CAT with a scanned copy of the completed SCID-5-CT scale 
within 2 business days of each visit.

• Scale source documents are submitted via email to the Trial Interactive platform.
o Create New Email
o Attach Documents
o Submit to room email address: RE104-201-PPD_CAT@wct.trialinteractive.com

• File attachments up to 100mb can be submitted.
• If the CAT team has questions about your submission, they will send you a query through the 

workflow.
• You will receive an email notification with a link to respond, or you can reply directly via email.
• For troubleshooting or assistance, please contact your CAT team at RE104-201-

PPD_CAT@wct.trialinteractive.com

CONFIDENTIAL
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Logging Into The System 

• Go to 
https://wct.trialinteractive.com 

• Log in using your credentials 
• Email Address
• Password

• Note: The first time you log into TI, 
you will click on the registration 
link you received via email, and be 
asked to create a password 
recovery question

• Subsequent logins, you may 
bookmark the room directly, or 
navigate to it from the main page 
after logging into the system.

CONFIDENTIAL
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Basic Navigation
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Document Library – Initial View

• Clicking on the small paper icon on the 
left-hand side of the screen will bring you 
to the “Document Library”

• The initial view is usually set up for “My 
Submissions,” which shows all the 
documents that you have personally 
submitted to the room.

CONFIDENTIAL
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Document Library – Interface
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Documents – 
Email submission

1. Open email (Outlook)
2. Create new email
3. Attach document(s)
4. Submit to room email address

RE104-201-
PPD_CAT@wct.trialinteractive.com

CONFIDENTIAL
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Responding to Queries from the CAT TEAM

• If the CAT team has questions about your submission 
upon review, they will send you a query through the 
workflow.

• You will receive an email notification
o Click on the link within the email to view the 

document associated with the query.
o Reply to the query directly from this email, 

providing a response
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Responding to 
Queries in Portal

Use the Waffle menu to navigate to the 
Queries module.

CONFIDENTIAL



21

Query Module- Responding to Queries 

• Queries will be organized by 
status 

• Grid will display all queries with 
the selected status

• Query details will be in the 
metadata panel.

• Use the “Respond” option at the 
bottom of the panel to respond to 
the query.
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Query Response in System- Example
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Site Email 
Response & 

Confirmation 
to Query 
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Help & Support

• Training Handout
• Please reach out to your CAT Team for 

study questions.
• If you experience technical difficulties, 

please reach out to 
support.wct@trialinteractive.com and 
copy your CAT Lead.

CONFIDENTIAL
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• Direct data entry of assessments/scales 
on devices to vendor portal.

• Worldwide Clinical Trials (Worldwide) is 
providing an online electronic data 
capture (EDC) system for use

• This system is known as Zelta

• Zelta has been chosen and designed to 
make life as easy as possible for the end 
user:

• Intuitive page layouts & functionality

• Quick load times

• Real time system query fire

Electronic Data 
Capture (EDC)
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EDC Access and Training Requirements

To gain access there are two steps for site staff:

1. Create your Zelta General 
Account 2. Study Access Request 

The Worldwide study team will follow-up internally to ensure access is granted

You will be required to complete on-line training before gaining access to the EDC
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EDC Access and Training Requirements

• Log in with your general Zelta Clinical Development account

• Locate the Request Study Access box. On the landing page, it is at the top of the right column.

• Enter the text RE104-201-PPD into both the boxes and click Submit.

• On the review request screen, select a role. If applicable, select the site you will be accessing from.

• Click Submit.

• Once the study team approves your request, you will receive a welcome email to the study and be able 
to proceed into the study.

• If you have forgotten your login details, use the 'Forgot your password?' link to answer your secret 
questions and get a user ID reminder or password reset.
CONFIDENTIAL
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Reminders:

• SCID-5-CT and HAM-D will be audio recorded
➢Upload for CAT team to review for Eligibility

• Utilize the CLARIO Imaging tablet for audio 
recording (until eCOA tablet is provided)
• Password for CLARIO imaging tablet: Site0009

• Until eCOA is live, place completed assessment 
scales in sealed envelope

• Ensure completeness of assessments

CONFIDENTIAL
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SIV Preparation

TRAINING

Session 
Monitor Rater

LSM

ASM

BISR

BSR

PRO

DOCUMENTS

Source Document Checklist 

Delegation of Authority Log

Site Recruitment and Retention 
Plan 

ACCESS

Zelta  EDC
(PI & SC)

SUVODA IRT
(PI, SC, Unblinded 

Team)

ACM

CLARIO
eCOA*

VCT

CLARIO

EQUIPMENT/SUPPLIES

ECG Lab 
kits

ISF

Pharmacy 

PISF

Submit SQF

Submit Test 
ECG

Receive 
machine

Audio
Equip.

CLARIO
eCOA*

Paper 
Scales

CLARIO
Imagin

g
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Pathway to Site Activation for Screening

30

• Submit test ECG
• Study supplies and equipment on site

• Lab kits

• Investigator Site File

• Clario Imaging Tablet

• Paper rating scales

• SIV is complete

• Delegation of Authority Log complete

• CRA will notify CTM when all requirements 
are met

• CTM will open for screening in the IRT

• Site Regulatory Package complete and 
approved
• Fully executed CTA
• Regulatory approvals
• Schedule I DEA 223 License (if 

applicable)
• Ensure all Session Monitors and Raters 

are listed on your Form 1572
• Rater training complete
• Session Monitor training complete
• Access to:

• Zelta EDC
• Suvoda IRT
• VCT
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Questions?
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RE104-201-PPD

Day 0 

Dosing Day Walk Through 
PROTOCOL VERSION 4.0, 10MAY2024



Disclaimer

These slides are provided exclusively for the Investigator 

Meeting and are confidential. They must not be shared 

outside the study team. Please be aware that these slides 

are not intended for formal training purposes; all official 

training will be conducted using the SIV (Site Initiation 

Visit) slides.



Study Assignments
1. Principal Investigator

2. Study Coordinator, trained as PRO Administrator

3. Study Nurse

4. Blinded Site Rater (Clinician Rater) Can be the PI

5. Blinded Independent Site Rater (Efficacy Rater)

6. Lead Session Monitor (Session monitors can collect vitals during the dosing session if 

medically qualified)

7. Assistant Session Monitor

8. Unblinded Pharmacist

9. Unblinded Site Staff

10.Participant 

11.Participant’s family member, friend, caregiver

Roles  listed from #1-7 can have a bit of 

overlap with assessments that are 

completed on the day of dosing.  Best to 

speak with the Reunion team if you have 

any questions.  



Disclaimer: 

These images have been created using artificial 

intelligence to provide you with the best overview of 

the day of dosing events. Please note that none of 

these images depict actual patients, and there may 

be some inaccuracies or distortions in the details.



DAY 0: PRE-DOSE

Helpful hint:  Prepare the dosing room the day before.

Ensure all devices are charged and in place.  



Morning arrival



PI, Sub-I, Study Nurse, medically qualifies

Vitals

AE Review

Con Med Review



Drug / screen

PI, Sub-I, Study Nurse, medically qualifies

Drug & Alcohol Screen

Urine pregnancy test

COVID test, if not completed at Visit 2 



ECG

PI, Sub-I, Study Nurse, medically qualifies

12-Lead ECG (CLARIO machine provided)



Blinded Independent Site Rater (efficacy rater)

PCRS: Placebo-Control Response Script

MADRS- audio recorded

HAM-A- audio recorded

On CLARIO (eCOA) Tablet 

Note: Paper until go-live; provide MADRS score to SC



PI and Study Coordinator 

Eligibility Confirmation 

Receive MADRS range from CLARIO email, This will come through as an automatic 

email from CLARIO with the MADRS (≤ 30 or >30) for stratification

Randomization in IRT with MADRS score(Suvoda)



Unblinded Pharmacist 

RE104 Preparation 

Reference Pharmacy Manual



Unblinded Pharmacist 

RE104 Preparation, pull RE104 vial from the freezer

Vial to come to room temperature (30-60 minutes)



Unblinded Pharmacist 

RE104 Preparation, reconstitution; 

following Pharmacy Manual

1.1 mL diluent,  swirl and invert

 

Use within 4 hours 



Session Monitors  (while drug is being prepared)

Participant set up in the dosing room

Have participant use bathroom prior to dosing

IMPORTANT:  Confirm participant's questions have been answered and participant has 

been introduced to the study team.  (ie, person coming in to take vitals)
Use session-specific checklists during each session (FLUENCE) Dosing Session Checklist



Session Monitors / Site Staff 

Ensure all site staff are aware a dosing 

session is beginning, and participant will 

remain in the dosing room for up to 8 hours.



Session Monitors

Confirmation patient is ready for dosing session.

Ensure CLARIO (video) tablet is ready for recording (Ideally set up the NIGHT BEFORE)

Ensure music for dosing, mp3 player, speaker, headphones is ready (set up night before)



Unblinded Pharmacist 

Delivery of the prepared IP (& vial), using 

provided white boxes.



DAY 0: DOSING



Unblinded Pharmacist and Unblinded      

Staff

Enters dosing room

Session Monitors & Blinded Staff

Leaves dosing room

Participant 

Lays down and places eye shades on, 

headphones optional during dose 

administration. 



Unblinded Pharmacist, nurse, or other 

appropriately trained and qualified designee. 

Draw dose into syringe per randomization 

assignment

Unblinded Staff

Confirms amount drawn matches 

randomization assignment

VERY IMPORTANT the participant’s eye shades 

are on.  They cannot see the vial or syringe 

due to potential unblinding. 



Unblinded Pharmacist, nurse, or other appropriately trained and qualified designee. 

Administers dose to participant, places vial back in the white box.  Syringe can be discarded.  Vial will be 

reviewed by an unblinded CRA.  

Unblinded Staff

Confirms administration completed
Check sheet provided as source dose was administered and no other blinded individuals were in the room. 



DAY 0: POST-DOSE



Session Monitors

Re-enter dosing room

Unblinded Pharmacist & Unblinded Check

Leave dosing room with IP supplies within box 

(blinded from other staff)



Participant

Place headphones

Session Monitors

Take session notes, including recording any AE, 

AESI, SAE

Please note, session monitors should always be 

available for the participant during the dosing 

session.  Avoid use with electronics.  Light book 

is acceptable.  



Session Monitor
At least 1 Session Monitor will 

always be physically present with 

the patient until effects of dosing 

have resolved (through at least 5 

hours post-dose); 

if only 1 Session Monitor is 

physically present in the dosing 

room, the other must monitor the 

session on-site live via remote 
video monitoring.

Baby monitor can be provided if 

needed.



PI or designated Sub-I who 

qualifies

In addition, if the LSM is not a

licensed physician, a licensed 

physician will be available or 

on call and be able to reach 

the treatment room within 15 

minutes in the event of a 

medical emergency.



1 hour post dose



Study nurse, or other appropriately 

trained and qualified designee. 

Session monitor can collect vitals if 

medically qualified.  

Collect vital signs;  Vital signs will 

include temporal temperature, 

heart rate, and blood pressure in 

the supine position after 5 minutes 

of rest. 



Patient & Session Monitors

Bathroom Protocol:  If the participant needs to use 

the bathroom, they must be accompanied by the 

LSM or ASM. Interaction with anyone who is not study 

personnel should be avoided.

Doors should not be locked.



3 hours post dose



Study nurse, or other appropriately trained 
and qualified designee (Session Monitor). 

Collect vital signs;  Vital signs will include 

temporal temperature, heart rate, and 

blood pressure in the supine position after 

5 minutes of rest. 



4, 5, 6, and 7 hours 

post dose



Study nurse, or other appropriately 

trained and qualified designee. 

Discharge readiness assessments

The post-dose discharge readiness 

evaluation will be a clinical 

examination which will include an 

assessment of the patient’s 

psychiatric and physical status 

and associated health parameters 

including vital signs and status of 

any treatment emergent AEs.



Session Monitor & PI or designee. 

Review AE / AESI / or SAE



8 hours post dose



Participant  & PRO Administrator

Mystical experience questionnaire (MEQ-4)

Challenging experience questionnaire (CEQ-7)

On CLARIO (eCOA) tablet, Before discharge



Blinded Site Rater (Clinician Rater)

Columbia-Suicide Severity Rating Scale (C-SSRS)

Brief Psychiatric Rating Scale (BPRS+)

On CLARIO (eCOA) tablet, Before discharge



PI, Sub-I, Study Nurse, medically qualifies

12-Lead ECG (CLARIO machine provided)



Study nurse, or other appropriately trained and qualified designee. 

Discharge readiness assessments

Set up time for phone call check in, Confirm it would be okay to speak with family member  / 

caregiver if participant is sleeping.

Remind the participant of their next appointment for an integration session and who will

be conducting that session (the same LSM or a different LSM from the team).



Participant family member, friend, caregiver

At the 8-hour post-dose timepoint and once deemed 

ready for discharge, patients will be allowed

to go home and must be escorted by a trusted friend 

or family member, or caregiver.



Session Monitor and/ or 

medically qualified 

Investigator or designee.

Remote check-in will occur a 

few hours post discharge at 

the time agreed upon with the 
patient. Check in with the 

participant (and/or family 

member, etc. if applicable) to 

confirm that the participant is 

comfortable and stable.
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