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Avelumab in Patients with Metastatic Merkel cell carcinoma

>’ ® Avelumab in patients with chemotherapy-refractory
metastatic Merkel cell carcinoma: a multicentre,
single-group, open-label, phase 2 trial

150 I One previous line of any systemic therapy (n=39)
3 Two or more previous lines of any systemic therapy (n=26)

100

to

50|

Change from baseline in sum of longest diameter (%)

-100

1004,
90 &
80 A

704

40+ — H *

204 . ¥
20
10

Progression-free sanvival (%)
n
=]
1

o — 1 1 T T I I I T T T T T 1 T* T T 1 1
1 2 3 4 5 & 7 8 0 10 11 12 13 14 15 16 17 18 19
Time since treatment initiation (months)
Numberatrisk 88 71 43 33 32 31 29 22 20 14 9 & 6 6 5 5 2 2 1 0
(censored)  (0) (10) (20) (10) (10) (10) (12) (18) (18) (23) (Z7) (28) (30) (30) (31) (31) (34) (34) (35) (36)

Real-world treatment outcomes in N\
patients with metastatic Merkel cell
carcinoma treated with chemotherapy in
the USA

C Lance Cowey*, Lisa Mahnke?, Janet Espirito®, Christoph Helwig*,
Dina Oksen* & Murtuza Bharmal*
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ICHR on "GCP of ICH
EB8 and Subsequent Renovation of ICH ES Tes—Y
AL

2. Proposed Structure for a Modermnized ICH E8 Guideline and a Future Renovated ICH E6 Guideline

A set of annexes would be developed to be attached to the new E6 guideline. Each annex would
e vt address in more detail a particular type of study and/or data source to which E6 could be applied, and
" provide a more detailed workup of the CTQ factors that should be considered. This approach would
allow flexibility to ensure that the principles remained the same regardless of the study’s objectives or
setting, but the application of those principles would be specific to the type of study and data source.
== While the scope of these proposed annexes would be further clarified following the renovation work

== on ICH EB, it Is currently envisioned that the initial study types proposed for future development
include:

3. Proposed Annex 3: Non-Traditional Trial Designs. This annex would include designs other than
RCTs and may include observational studies, patient registries, and other non-traditional trial

designs that rely heavily on alternative data sources (e.g., EHRs, claims data, etc.). The studies may
be designed to generate findings for important research objectives regarding health care practice
and policy but could also be used to address regulatory questions (e.g., concerning product safety
post-marketing). Principles for protocol compliance and trial monitoring laid out in this annex
would be consistent with the data source and also, as in proposed annex 2, reflect the fact that

marketed products with better-known safety profiles are being studied.

ICH E6 - E8J1 RS> ki (renovation) OFE

http://www.ich.org/fileadmin/Public_Web_Site/ICH_Products/GCP_Renovation/ICH_Reflection_
paper_GCP_Renovation_Jan_2017_Final.pdf
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purposes — methodological and
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