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[bookmark: _Hlk213679439]PHASE 1 STUDY: SINGLE AGENT BFL23 INFUSION AS TREATMENT 
FOR DOCUMENTED DECREASE IN ATTENTION SPAN



[bookmark: _Hlk213679446]SPONSOR- ERASERHOOD THERAPEUTICS

CHPS #:	0712			UPCC# 93226		IRB #: 902463

	Name: 
	MRN: 
	DOB:
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[bookmark: _Hlk213679461]CYCLE 1, DAY 1

Patient Trial ID #: _________-_________				                             Date: ____ / ____ / ______	
                                                                                                                                                                                               mm              dd                 yyyy

	Principal Investigator Contact:
	Coordinator Contact Info:
	Research Nurse Contact Info:

	name, MD
Cell – (xxx) xxx-xxx
	Name
Cell – (xxx) xxx-xxxx
	name, RN
Cell – (xxx) xxx-xxxx

	
	PRIMARY 
	PRIMARY 



Covering Provider ___________________________________ Cell number: ___________________________
(if different from Principal Investigator)

Please contact treating physician/or covering NP (if applicable for your study) in the event of medical emergency.
Please refer to EPIC for lab orders and Beacon for treatment plan and nursing instructions.

STUDY INFORMATION

Are there any food restrictions?
No food intake will be allowed 1 hour before pre-dose research labs are drawn. Water is allowed. There are no other food restrictions.

[bookmark: _Hlk215572960]Is there an order of assessments?
Assessments are listed in the order that they should be collected. When ECGs, vital signs, and blood draws are required at the same time point, they should be collected in that order. 

IV Access and Labs

Are there any restrictions on what type of line the drugs can be given through?
BFL23 must be given through a peripheral line at least 20G or larger.


Do clinical urine results need to be reviewed prior to dosing?
Clinical urine results do not need review prior to IP administration. 

Do clinical blood results need to be reviewed prior to dosing?
All clinical blood results must be reviewed prior to IP administration. 

Who is processing research samples for this study?
Study team is processing. Please send a Secure Chat message to study coordinator with patient name and location when labs are drawn to request sample pickup.

How can post-dose blood samples be drawn? 
Post-dose research blood must be drawn from a different line than that used for infusion, ideally on the opposite arm. A different lumen of a central line can also be used.

What are post-dose assessments based on?
Post-dose assessments are based on the end time of the BFL23 infusion.

ECGs

How are ECGs collected for this study?
Machine: Hospital ECG machine. Do not transmit ECGs to Epic. 
Collect ECGs in triplicate at each time point. They should be collected at least 1 minute apart within a 5-minute span. 

Do ECGs need to be reviewed by a provider prior to dosing and/or discharge?
Clinical Significance: All ECGs need to be read by the provider prior to dosing and discharge. CHPS RN to send ECGs to treating provider via Secure Chat. 

Study Population and Product

What is the study population/disease under study?
Study population: healthy volunteers who state that “short-form video content has taken over my life”

This study will determine if intravenous infusions of BFL23 given every 21 days for 1 year can increase attention span as determined by serial surveys and tests that will take place at study visits. The study expects to enroll 13 participants.

What is the investigational product(s)? 
BFL23 is a monoclonal antibody that binds to distractin-G, which is believed to lead to a decrease in attention span. Potential AEs include interest in classic film, spending entire paycheck at a bookstore, and nausea.
Perform the following prior to Drug Administration:

[bookmark: _Hlk181353040][bookmark: _Hlk197499978][bookmark: _Hlk156472781][bookmark: _Hlk163460853] The signed consent form has been reviewed by CHPS staff. 				Initials ___________

 POC Urine Pregnancy Test:     □ Positive 	□ Negative       □ N/A				Initials ___________

 Clinical Urinalysis (order in EPIC) 								Initials ___________	

 Pre-Dose Research Urine (no time frame)

Urine Collection Time:  ______:______              					Initials ___________

 Height and Weight              								Initials ___________
  
 Vital Signs upon arrival to CHPS								Initials ___________
*Performed in supine or semi-recumbent position after a 5-min resting period.

 Insert IV(s)											Initials ___________

  Pre-Dose Clinical Lab Collection: (orders in EPIC)      					Initials ___________
· CBC with differential 
· CMP, magnesium, phosphorus 

 Pre-Dose 12 Lead Triplicate ECG: Complete within 30 minutes of BFL23 infusion

[bookmark: _Hlk197500131]ECG 1 Time: _____: _____						 
ECG 2 Time: _____: _____						 
ECG 3 Time: _____: _____						Initials ___________


Provider read pre-dose ECGs and confirmed OK to dose patient:    ⃝ Yes        ⃝ No	
Provider name: _________________________ Time approved: __________		Initials ___________


 Pre-Dose Vital Signs (within 30 minutes of BFL23 infusion)	 			Initials ___________
*Performed in supine or semi-recumbent position after a 5-min resting period.




 Pre-Dose Research Labs (draw within 30 minutes of BFL23 infusion)

	[bookmark: _Hlk213679643]Type
	Tubes to Draw

	Plasma for Pre-Dose PK
	2 mL K3EDTA Tube: Lavender
Tube must be placed in an ice bath immediately after collection until time of processing.

	Whole Blood for PBMC
	6 mL EDTA Tube Lavender

	Whole Blood for Bio Marker Analysis 
	2.5 mL PAX gene: Red Top
MUST be LAST tube drawn. 
Tube must be kept upright at room temp for 2h prior to freezing.


                                           Research Blood Draw Time: _____: _____ 			Initials ___________


PRE-MEDICATIONS
Administer prior to BFL23 infusion.

	Pre-medication
	Initials

	Acetaminophen 
	

	Diphenhydramine
	



STUDY DRUG ADMINISTRATION

Study Drug Administration: BFL23

	
	Initials

	BFL23

See Epic order for specific titration instructions. 
	START of Infusion
	







Titration Table:
	Infusion rate
(mg/hr)
	Infusion rate (ml/hr)
	Scheduled Time
	RN #1 Initials
	RN #2 Initials

	20 mg/hr
	

	(start of infusion)
	
	

	80 mg/hr
	

	
	
	

	140 mg/hr
	

	
	
	



	
	
	Initials

	BFL23
	END of Infusion
	

	
	Flush Given
	




COLLECT THE FOLLOWING POST ADMINISTRATION
Post-dose assessments are based on the end of BFL23 infusion time. 

15 MINUTES POST-ADMINISTRATION
	Time Point
	Assessment Type
	Details
	Scheduled Time
	Completed Time(s)
	Initials

	15 (+/- 3) minutes 
	Vital Signs
	
	
	
	

	15 (+/- 3) minutes 
	Research Blood Draw
	Research Tubes Needed: 2.0 mL K3EDTA Tube Lavender
	
	
	










45 MINUTES POST-ADMINISTRATION
	Time Point
	Assessment Type
	Details
	Scheduled Time
	Completed Time(s)
	Initials

	45 (+/-5) minutes
	Vital Signs
	
	
	
	

	45 (+/- 5) minutes
	Research Blood Draw
	Research Tubes Needed: 2.0 mL K3EDTA Tube Lavender

2.5 mL PAX gene: Red Top
	
	
	



1 HOUR POST-ADMINISTRATION
	Time Point
	Assessment Type
	Details
	Scheduled Time
	Completed Time(s)
	Initials

	1 hour (+/- 10) minutes
	Research Blood Draw
	Research Tubes Needed: 2.0 mL K3EDTA Tube Lavender
	
	
	


















2 HOURS POST-ADMINISTRATION
	Time Point
	Assessment Type
	Details
	Scheduled Time
	Completed Time(s)
	Initials

	2 hours (+/- 20) minutes
	Triplicate ECG
	Triplicate ECG must be reviewed prior to discharge.
	Scheduled time of first ECG: 


	
	

	2 hours (+/- 20) minutes
	Vital Signs
	
	
	
	

	2 hours (+/- 20) minutes
	Clinical and Research Blood Draw
	Clinical Lab: CBC (order in Epic)

Research Tubes Needed: 6.0 mL EDTA Tube Lavender
	
	
	



 2 hour post-dose 12 Lead Triplicate ECG Review:  

Provider read post dose ECG(s) and confirmed OK to discharge patient when visit complete:    ⃝ Yes        ⃝ No
Provider name: _________________________ Time approved: _________ 		Initials ___________
 Vital Signs at Discharge									
 N/A. Vital signs done within 30 minutes of discharge 				Initials ___________

 Discontinue peripheral IV.									Initials ___________
CHPS STAFF SIGNATURE     Put “n/a” on blank lines below.
	PRINTED NAME
	SIGNATURE
	INITIALS
	DATE
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