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Th i s  yea r ,  the  62nd  ASH  Annua l  Meet ing

was  l i ke  Chr i s tmas  come  ea r l y  f o r  ce l l

the rapy  enthus i a s t s .  Mul t i - t a rge t ing  and

NK -based  approaches  domina ted  the

head l ines .  

The  ce l l  the rapy  space  i s  i nc red ib l y

compet i t i ve ,  and  the  i ndus t r y  so lu t i on  i s

t o  ca r ve  out  a  n iche  by  exp lo i t i ng  nove l

t a rge t s ,  see ing  a  r eco rd  number  o f  t a rge t s

p re sen ted  th i s  yea r .  Without  a  doubt ,  2020

was  the  yea r  o f  BCMA -d i rec ted  CARs ,  wi th

12 1  cu r ren t l y  r eg i s t e red  t r i a l s  (acco rd ing  to

Beacon  Ta rge ted  The rap ie s  Data )  and  40

BCMA -d i rec ted  se s s i ons  a t  the  meet ing .  

With  the  f i e ld  now  l ook ing  to  p ie rce  the

so l id  tumor  mic roenv i ronment ,  enhance

pe r s i s t ence ,  ove rcome  r e s i s t ance ,  and

min imize  ve in - to - ve in  t ime ,  he re  a re  some

o f  our  top  s to r i e s  f r om  the  weekend ,  which

we  wi l l  expand  upon  a t  the  CAR -TCR

Summi t  Europe ,  1 6 - 1 8  Feb rua r y  202 1 .  

HIGHLIGHTS

FROM ASH



Enabling  overnight  cell  manufacturing  for  CAR-T  as

an  industry  benchmark  to  reduce  cost  and  time  of

manufacture  

Revealing superior CAR-T cell characteristics in contrast to

conventional CAR-T cells 

Applying  FasT  CAR  technology  against  targets

beyond  CD19  with  demonstrated  safety  and  efficacy

in  investigational  studies  

stringent complete response at the highest dose level in heavily

pre-treated patients. News from Gracell provides great promise

for high-risk patients with limited treatment options. Alongside

the FasTCAR platform which enables manufacturing in 1 day,

reducing the cost of therapy and time to patient, Gracell is

quickly establishing itself as a global player, addressing core

challenges to the industry such as antigen escape via multi-

targeting, and complex, lengthy vein-to-vein times. 

With plans announced to expand the program globally, we look

forward to updates from Gracell at CAR-TCR Europe in February,

where we will examine their overnight manufacturing process

and cell characterization. 

 

Session :  Updates on FasT CAR Technology to Reduce
Cell Therapy Vein-to-Vein Time & Cost

Speaker: William Cao, CEO, Gracell Biotechnologies  

Gracell  Biotechnologies :  First- in-Human

Results  for  Dual-CAR  with  1-Day

Manufacturing  Time  

The interim readout from Gracell’s GC012F dual-

targeted BCMA/CD19 CAR T-cell revealed 93.7% overall

response rate, showing fast and durable responses. The

study indicated 100% minimal residual disease at a



The potential value of cell and gene therapies in offering durable,

life-changing solutions for patients with few or no therapeutics is

extraordinary 

Evidence packages of these products at the time of launch

typically do not meet current standards required by HTA bodies 

Bridging the gap between evidence and value is critical to support

timely patient access 

The talk will discuss current approaches and offer forward-

thinking to bridge the gap  

therapies to the commercial market affordably, and with profit for

manufacturers. Gilead’s candidate, Yescarta, has spurred the move

towards earlier lines of treatment, demonstrating clinical benefit in

85% of high-risk, large B-cell lymphoma patients, with an astonishing

74% complete tumor clearance. 

Kite is clearly making a case for cell immunotherapies as an earlier

treatment option, which hangs upon their pending phase 3 results to

be released next year when Yescarta will go head to head with the

standard of care, stem cell transplant. These results will inform not

only regulatory approvals, but reimbursement decisions too, and if

Yescarta is approved for second-line DLBCL, then Gilead will access

double the third-line patient population. Whilst this is fantastic news

for patients, it raises questions of affordability on a larger scale. How

will Gilead demonstrate value, and negotiate reimbursement

agreements with payers for a significantly larger patient population? 

 

Session: Bridging the Gap Between “Evidence” and “Value” for
Cell and Gene Therapies

Speaker: Jie Zhang, Head of Global Access & Value, Cell
& Gene Therapy, Novartis  

Yescarta  Success  in  Earlier-Line

Therapy ,  with  Promising  Phase  2

Results

The high price-tag on a CAR-T therapy means improved

response rates, and reduced cost of prior treatment is

an important step towards bringing personalised cell 



Discussing the suitability of novel reimbursement strategies for

therapies with immature evidence at launch and uncertain long-

term patient outcomes

Implementing reimbursement models such as value-based and

outcomes-based managed entry agreements, spread and annuity

payments

Working early and collaboratively with payers and relevant

stakeholder to ensure the feasibility of implementation and

alignment on a solution

The data stole the show on Saturday, featuring a challenging patient

cohort (n=97) of previous non-responders and a median of 6 lines of

prior treatment. A median of one-year post-treatment, the patient

cohort exhibited a 97% overall response rate, and 67% complete

response rate, consistent with data reported at ASH by the group in

2019. Interestingly, CRS was significantly delayed in patients, generally

occurring a week post-treatment, and resolving within two weeks. 

This has interesting implications for pricing and reimbursement

discussions, as in-patient and out-patient treatments are coded

differently and may provide a significant advantage to J&J in the

commercial setting when negotiating contracts with hospitals and

payers.

 

Session: Describing Innovative Payment Models for
Reimbursement of High-Cost, Single-Treatment
Therapies to Improve Patient Access

Speaker: Alla Uhrlandt, EMEA Strategic Pricing Manager
Cell & Gene Therapies, Janssen

J&J  Maintain  Momentum  in  Anti-BCMA

CAR-T ,  Shrinking  Tumors  in  97% of

Multiple  Myeloma  Patients

The Legend-J&J anti-BCMA CAR-T program spearheads

the wave of BCMA-directed CARs at ASH this year, as

they race BMS and bluebird bio to approval. 



Outlining novel cell constructs such as CAR-MILs, gamma delta T

cells and more

Discussing the relative strengths and drawbacks of each approach

such as requirements for sourcing, engineering, and

manufacturing

Considering where each of these novel cell constructs fit in the

cell immunotherapy landscape: to what extent do different cell

modalities function in novel indications?

The heavily pre-treated diffuse large B-cell lymphoma patient

exhibited partial response after a single-dose of CAR-NK treatment,

and a deepened response with 50%, then a further 30% reduction in

tumor size and decreased metabolic activity following a second dose. 

There were no reported dose-limiting toxicities or CRS reported. The

industry, and investors, now look to the emerging ‘CAR-X’ landscape,

as a record number of new constructs enter the clinic, to offer up

unique cell characteristics and hybrids, including MILs, TILs, gamma

delta T cells, NK cells, iPSCs, and many variations in between.

Understanding and leveraging the specific benefits and hurdles of

these modalities is a key focus for players entering this competitive

field, as they work to expand the therapeutic landscape.

 

Session: Providing an Overview of the CAR-X
Landscape: Novel Cell Constructs and Where to Use
Them

Speakers: 
Jan Spanholtz, CSO, Glycostem Therapeutics

Kimberly  Noonan ,  EVP ,  CSO  & Co-Founder ,  WindMIL

Therapeutics

NK  Cells  Come  to  the  Fore

Despite sharing a case study of just one patient, Fate

Therapeutics’ stock soared in the wake of ASH,

bringing fellow NK-based therapy companies with

them.


