
Generic Autologous ATMP Clinical Flow Chart – Version 1.1 (Page 1)

Visit 1
Screening / Eligibility 
Clinical Assessment 

Eligibility Assessment 

Patient Eligible 

Counselling / Informed 
Consent 

Visit 2
Screening / Eligibility 
Clinical Assessment 

Yes

Patient Still Eligible 
Letter to GP / Referring 

Consultant 
No End 

Referral / Initiate Cell 
Collection 

Yes

 Initiate / Prescribe / 
Schedule Pre-Conditioning 

Treatment 

Pre-Conditioning 
Treatment Required  

Selection / Confirmation of 
Manufacturers Slot / Date 

Patient Eligible for Pre-
Conditioning Treatment 

Patient Attends for Cell 
Collection

Clinical Assessment  

Patient Fit for Cell 
Collection  

Perform Cell Collection 

(may occur at initial 
operation)

Yes

Patient Still Eligible for 
Trial   

No

Letter to GP / Referring 
Consultant 

No 

End 

Yes – Reschedule 

Is Cell Product Time 
Critical 

Administer Pre-Conditioning 
Treatment 

Yes 

Store Cell Product / Re 
Schedule 

No 

Yes

Product Expires – Return to 
Manufacturer 

Yes 

No

Transportation of Cells to 
ATM Facility 

Cell Manipulation / 
Manufacture 

Letter to GP / Referring 
Consultant 

End 

Notify Pharmacy / Stem Cell 
Unit  Pre-Conditioning 
Treatment Complete 

QP Release of Manufactured 
Product 

Transport to Clinical Facility
(temperature controlled as 

per product)

Receipt of Manufactured 
Cells in Pharmacy / Stem Cell 

Unit 

End
Letter to GP / Referring 

Consultant 
No 

Start 

No 

Author: Debbie Bees



Generic Autologous ATMP Clinical Flow Chart – Version 1.1 (Page 2)

Confirmation of Pre-
Conditioning Treatment 

Complete / Patient Prepared 
for Receipt of Cell Treatment 

Cell Product Received in 
Treatment Unit 

(prepared as per product) 

Clinical Assessment of 
Patient 

Patient Eligible  to 
Receive Treatment   

Cell Treatment Administered 

Patient Clinically Monitored 

(as per product)

Patient Ready to 
Discharge    

Cell Shipper Returned to 
Pharmacy 

Cell Shipper Unit Returned to 
Manufacturer 

Remaining Cell Residue 
Returned to Pharmacy for 

Incineration 

End 

End 

Yes 

Patient Discharged with 
Information / Medication / 

Emergency Numbers 

Yes 

Patient Remains as Inpatient 
Until Medically Fit for 

Discharge 
No 

Day X - Post Discharge

Clinical Assessment / 
Toxcitities / Serious / 

Adverse Event Monitoring  
 

Month 1 
Clinical Assessment / 

Physical Exam / Disease 
Assessment Monitoring / 
Serious /  Adverse Event 

Monitoring  
 

Further Follow Up 

 Month 2
 Month 3
 Month 6
 Month 9
 Month 12
 Month 18 

Long Term Follow Up  

 Month 24
 Annually up to 15 Years 

Toxcitities Identified    

Follow Up with Medical 
Team

Report MEDA

Yes 

Is Cell Product Time 
Critical 

No 

Product Expires – Return to 
Manufacturer 

Letter to GP / Referring 
Consultant 

End 

Yes 

Store Cell Product / Re 
Schedule 

No 

End 

Author: Debbie Bees


	Generic Pathway - Autologous v1.1_19.11.18.vsdx
	Page-1
	Page-2


