Enc 4 Appx 3
Clinical Expert Summary
Blinatumomab (Blincyto®) 38.5 micrograms powder for concentrate and
solution for solution for infusion
Blinatumomab (Blincyto®) for the treatment of adults with Philadelphia chromosome
negative relapsed or refractory B-precursor acute lymphoblastic leukaemia (ALL).
1. Existing guidelines
Reference was made to local guidelines for the management of patients with ALL.
However, it was stated that there are no national UK guidelines and no real guidance
for the management of relapsed/refractory ALL is available; patient outcomes are
traditionally extremely poor and entry into a clinical trial, wherever possible, is
recommended.
2. Disease prevalence/incidence
A clinical expert highlighted the rarity of the disease with an average of five adult cases
per year eligible for intensive therapies in their locality. The expert stated that relapse
risk is age dependant (lower for teenage and young adults compared to older adults)
with approximately 40% relapsing or having refractory disease i.e. two patients per
year. In addition, not all patients with ALL will have Ph (-) B-precursor ALL therefore, it
was estimated 1-2 patients could be eligible for blinatumomab treatment within their
locality.
3. Current treatment options
In the absence of licensed treatments it was stated that options are limited for this
patient population and where possible patients enter into clinical trials. It was
highlighted that some patients have also previously received new treatments in
England. It was highlighted that if a patient has already undergone an allogeneic bone
marrow transplant prior to relapse, then the treatment is usually palliative. Occasionally
patients in this category will suffer a late relapse and can feasibly be offered salvage
chemotherapy e.g. FLAG-IDA (fludarabine, cytarabine and idarubicin) prior to a second
transplant. For patients who have not had an allogeneic transplant, the treatment is
salvage chemotherapy (usually FLAG-IDA) and then an allograft if they achieve a
second remission and if a suitable donor can be found. It was noted that survival rates
for patients undergoing this type of therapy are approximately 20% at best. It was also
highlighted that recent data in patients aged 16-25 years is no better – 7% survival for
those relapsing on therapy, 20% survival for all patients with both early and late
relapses.
4. Unmet needs
An unmet need was highlighted for the patient population under consideration as there
are currently no good treatment options available.
5. Knowledge of product in given indication
Blinatumomab would be used for adult patients with Philadelphia chromosome
negative relapsed or refractory B-precursor ALL being treated with curative intent at
any stage of their therapy. Where possible, any response would be consolidated with
an allogeneic stem cell transplant, although transplant may not be essential following
blinatumonmab treatment in order to have a sustained response to therapy.
It should be noted that one expert involved in compiling this response declared a
personal specific interest in relation to blinatumomab (Blincyto®) for the indication
under consideration.
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