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● The topography of the cell and gene therapy network, how it works, and the 

digitalization challenges inherent

● The systems, transactions, and information flows involved, and how digital 

supply chain orchestration capabilities can be applied to increase visibility, 

eliminate delays, and reduce risk.

● Insights on how life sciences companies, logistics service providers, and 

other network members can get started in building the critical digitalised 

visibility and collaboration networks for these emerging therapies.

Session Backdrop
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Cell & Gene Therapy Taxonomy

or

Multiple Patients Multiple Patients

In Vivo (Gene Therapy)

The viral vector / plasmid is directly introduced in the 

body to remove or change in the content of a 

person’s genetic code with the goal of treating or 

curing a disease

Viralvector Plasmid DNA

Healthy  

Donor

Genetically 

modified cell

Cell extracted from

the patient

+ +

Single Patient

Cell extracted from

the donor

or

Genetically 

modified cell

or

MultiplePatients

Ex Vivo (Cell and Gene Therapy)

Allogenic

The cells belong to a healthy donor

Autologous

The cells are extracted from a patient

Viralvector Plasmid DNA



4

Q2 2024 Cell & Gene Therapy Sector Data

Source: Alliance for Regenerative Medicine
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Need to increase patient access is shifting the market to a decentralized
manufacturing and operating model, increasing nodes for cell logistics

Decentralized model is creating additional nodes where the assets need to be stored, transported and managed

CGT PERSPECTIVES
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Industry isn’t approaching its programs holistically; it continues to deliver 
CGT capabilities as a series of discrete IT projects

• Redundant Systems

• Legacy Technology

• High Cost to Maintain

• No E2E integrated Data & Process

• Limited Knowledge-Sharing

• No E2E Visibility

• Rearview of contextualized data
Upgrade/ 

replace a 

system(s) 

Improve 

functional 

process(s)

Extract. Translate 

data from source 

system(s)

Set up data 

governance 

Op. model

build fit-for-

purpose 

app

A need for a common process orchestration and integration approach that is anchored on 
common data model, code, and tooling

GenAI fpr

functional 

insights
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Advanced Therapy Orchestration Design for Personalized Therapy Value Chains 

Requires 2 Distinct Platforms Working in Tandem 

Interface to HCPs, therapy specific treatment ordering forms, therapy specific 

process overview and key milestones

Capabilities to support the Patient Operations teams, therapy certificate 

management and therapy access control

Central entry point for all patient personal and protected health data

Registration and submission of patient blood and tissue samples in case of 

individualized therapies

Patient outcome documentation and outcome based pricing milestone 

reporting

System internal Chain of Custody (CoC) and Chain of 

identity (CoI), CoC/CoI event report to TMP 

Training and support material, document management 

integration, support interface for HCPs

The objective of the TCP is to simplifiy the engagement with and relationship between Pharma / Biotech 

companies and treatment centers and patients.

The objective of the TMP is to facilitate, manage, and drive the value chain to ensure that patient orders 

are fulfilled effectively. The TMP is the conduit between all the functions, ensuring the flow of 

information between the TCP and the VC service providers responsible for delivering the order on time 

with zero defects or errors.

Process facilitation of TCP, TMP and core ERP transactions to enable rapid 

execution of the flow of goods, flow of funds, flow of documents.

Enablement of kit personalization and label printing with patient data for single 

identified patient delivery

Support new pricing and risk sharing models for market access by capturing the 

outcomes based reimbursement plan to trigger ERP transactions

Realization of a Chain of Custody (CoC) and Chain of identity (CoI) consolidating 

TCP, ERP, logger data to create end-to-end audit report that is required from 

regulatory perspective

Slot scheduling for individualized therapies, capacity / stock  confirmation and 

reservation for GTs 

Manufacturing integration in case of in-house production (i.e. ERP integration)

Courier, Lab and CMO collaboration and organization

Treatment Center Platform (TCP)

Facing HCPs & treatment centers 

Value Chain Mgmt. Platform (VCMP)
Internal facing to manage & facilitate the VC
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Accenture’s Industry Solution for Standardized, 

Interactions Between HCPs & CGT Manufacturers



9

TraceLink MINT for Cell & Gene Therapy
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Company

Enterprise 
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Integrate-OnceTM for the Cell Journey across 

Order Management, Production, Shipment 

and Status with full COI/COC:
• Purchase Order

• PO Acknowledgement

• Transportation Booking Request & Response

• Transportation Carrier Shipment Status

• Production Status

• Order Status

• Inventory Balance

• Warehouse Ship Order & Shipping Advice

• Advance Ship Notice

• Receiving Advice/Acceptance

• Invoice

• Remittance Advice 

• Dispensing Advice

• Drug Return Order

• Destruction Confirmation
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End-to-End Cell Journey Orchestration

Cell Journey 

Orchestration

Enterprise 

Systems

BioPharma

Contract

Manufacturers

Viral Vector 

Manufacturers

1. Sync Manufacturing Slots

3a, 7e. Manufacturing Slot:    

Soft Reserve/Change/

Lock/Reschedule/Cancel 

3b. Apheresis: Soft Reserve/Change/Lock/Reschedule/Cancel

2. Query Manufacturing Slot Availability 

3a, 7f. Manufacturing Slot: Soft Reserve/Change/Lock/  

Reschedule/Cancel

3b. Apheresis: Soft Reserve/Change/Lock/Reschedule/Cancel

3c. Infusion: Soft Reserve/Change/Lock/Reschedule/Cancel

7b. Receive PO 

7c. Send PO Acknowledgement

8. Create Production Work Order 16a. 

Notify Hospital Therapy

Ready

16b. Notify Specialty Distributor

Therapy Ready

7e. Send Invoice to Specialty

Wholesaler

6a. Place Order to Specialty Wholesaler

6d: Receive PO Acknowledgement from Specialty Wholesaler

6f: Receive Invoice from Specialty Wholesaler

18a. Place Transportation Booking 

Request for Therapy

18c. Delivery Pickup of Therapy 

(assoc to waybill) 

12b. Receive Cells

13a. Production: Allocate Cells

(Material Issue)

13b. Production: Prep Cells

13c. Production: Cell Engineering

13d. Production: Growth /

Expansion

14. Quality Review

15. Therapy Packaging / Label

17. Store Therapy for Pickup

Schedule

Order

Track (COI/COC)

Deliver

4a. Place Transportation Booking Request for Cells 

16c. Receive Notice Therapy Ready

19b. Receive Therapy

20a. Prep Syringe

20b. Start Infusion

20c. End Infusion

6b. Receive Order from Treating Hospital Pharmacy

7a. Send PO to Bio Pharma

7d. Receive PO Acknowledgement from BioPharma

6c. Send PO Acknowledgement to Treating Hospital

16c. Receive Notification Therapy Ready to Ship 

7f. Receive Invoice from BioPharma

6e: Send Invoice to Treating Hospital

Specialty

Wholesalers

4b. Confirm Transportation Booking Request of Cells

12a. Cells in Transit to Manufacturer / Track Conditions

18b: Confirm Transportation Booking Request of Therapy

19a. Therapy in Transit to Treating Hospital / Track Conditions

5. Print COI Label

9. Associate COI label to Cellls

10. Store Cells for Pickup

11. Delivery Pickup of Cells (associate to waybill)

Treating

Hospitals

Specialty

Couriers

Apheresis

Centers
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Lessons Learned from Prior Personalized Therapy Launches

• Start by designing the E2E business process first, the appropriate data flows and system 
architecture can then be derived

• Plan for exception scenarios up-front, most will occur infrequently and can be managed 
manually – automate only the most common exceptions

• Build 3rd party data exchange requirements into the contracts, including frequency and 
format

• A differentiated treatment center portal is NOT a critical capability, try to avoid introducing 
another login and workflow for HCPs and nurses to learn 
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