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AIMS

. Graphic 1:

CLPH-511 is a frozen platelet product Pooled Cryop reserved Platelet Process 1)  Describe that CLPH-511 can be thawed quickly (7.5
formulated with 6% dimethyl sulfoxide (DMSO) i — minutes)

. esuspen dalele -
and a freezing volume of 20-35 mL. CLPH-311  ppheresis pellets, pool platelet 2)  Understand that thawing CLPH-511 is feasible with
IS manufactured in batches using irradiated, Platelet Prepare 2-unit pools concentrates, and Prepare packaging
apheresis platelets (312 units from <10 type O+/- QOHG:CtIOE‘Iﬁ\ from multiple donors Centr{ifugation Plasma Expression iformulate to 6% DMSO. Cryobag FiIIIi.ng > and Io_al_hd |nt2 frtj:'e_z?r._ N water-bath and dry plasma thawers.
donors). Platelets are concentrated via 1 iq A : | TR - i, ‘ 3)  Discuss which thawing methods are most applicable
centrifugation, pooled, formulated to 6% DMSO, 1 _!_ l A ,J_ '4 P | l'E for certain situations and the potential practical
filled into cryobags, and frozen/stored at <-65°C. — . [ [ - NN advantages of CLPH-511.
Frozen CLPH-511 is stable for 5 years and ) —

thawed CLPH-511 is stable for up to 8 hours at
room temperature.
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Graphic 1 - overview of the CLPH-511 man

Post-Thaw pH

ufacturing process.

Post-Thaw Platelet Concentration (platelets/nL)

Post-Thaw Total Platelets per CPP Bag (~50mL)

CONCLUSION

The thaw times for the QuickThaw®, ZipThaw®, and

CLPH-511 is being developed as a potential A ns B ns C - SAHARA Il were 5, 4-5, and 7.5 minutes, respectively, with
alternative to standard platelets for treatment of 8- ns ” ns G ns ns 37 ns ns average post-thaw temperatures of 35, 32, and 34°C, when
acute hemorrhage. The phase 2/3 clinical trial e i L L B measured with an infrared temperature probe. For the
(NCTO04709705) was completed early at the = [S<@E L L 4000 .i o, . oo SAHARA-IIl a constant duration had to be used since the
interim analysis after reaching the pre-specified 2 - g % Z thawer’s product temperature sensor did not function
efﬁcacy requirement for StatiSticaI nOn'inferiOrity. % 3000 g ............................................................................................................ propeﬂy W|th CLPH'511, I|ke|y due tO CLPH_511=S Sma”
% = volume relative to the Dblood components that the
Currently, only water-bath thawers are used to o 2000 S S|ARAHA-I'ItI ;/vas designed for (whole blood, red cell, and
thaw CLPH-511. This study explores CLPH- 1000 Prasma unfs).
511’s compatibility with two types of dry plasma All CLPH-511 units met the release criteria for pH (26.2),
thawers. Dry thawers may be advantageous In QuickThaw  Saharalll  ZipThaw O QUickThaw Sahara Il ZioThaw QuickThaw ~ Saharalll  ZipThaw total platelets (21.7x10" platelets), and visual inspection
Sce7arios where a water bath is cumbersome (5 min) (7.5min)  (4-5 min) (5min) (7.5 min) (4?5 min) (5 min) (7.5min)  (4-5min) (aggregate-free swirling and leak-free). In addition, the
and/or where power-supply is limited, such as on e . . o _ . - characterization testing for TGA (potency), CD61+
a ship or in other far-forward environments. D Post-Thaw CDb1 M'Cmpar:]'g'e Concentration (< 0.5 im) E Post-Thaw Lactadherin® F Lo oSt ThaWThr(:,?bm seneration microparticle count (p%rity), and Iac(:fadheri)r? positivity
oo ns ns 100 ns = ns . ns NI (identity) was consistent with historical CLPH-511 data
MATERIALS AND METHODS = — _59_ —o o 5 T ' —T (n=93 batches). No significant differences were observed
g o H 80 g 15 - in the analytical data between the three thawers (p>0.05,
The ZipThaw® (FreMon Scientific) and SAHARA- % 5000 . 5 1 ordinary one-way ANOVA).
Il (SARSTEDT) "dry thawers were evaluated 3 g o % 10 CLPH-511 appears to be compatible with multiple thawin
using CLPR-51, “and the QuickThaw® DHS E 4000 - o 40 3 technologiespgnd has a smallpvolume that the?ws quicklg/
(Helmer Scientific) was used as a control group +_ S <75 minut h es CLPH-511 ootentiall i
for water-bath plasma thawers (n = 3 units per 0 2000 0-5 (_.' minutes), this MaKes _potentially we
thawer from 3 lots, 1 unitlot/thawer). All 3 O 20 sglted for emergency S|tu.ajuons and/gr fleld_ enylronmepts
thawers are FDA cleared devices for warming | | o.o-g | | without a water. bath. Aclldlltlonal thawing validation §tud|es
blood and plasma. QuickThaw Sahara Il ZipThaw QuickThaw ~ Sahara lll  ZipThaw QuickThaw ~ Sahara lll - ZipThaw are needed prior to clinical use of CLPH-511 with dry
(5min) (7.5 min) (4-5 min) (S min) (7.5 min) (4-5 min) (& hall o) (39 bl thawers.

For each thawer, the mean +/- the 95% confidence interval is shown for pH (A), platelet concentration (B), total platelets (C), CD61*
microparticle concentration (D), lactadherin % positive (E), and thrombin generation (F). For pH and total platelets, the release specifications are
denoted by the dotted lines (pH 26.2 and 21.7x10'! total platelets). Statistics presented for one-way ANOVA: ns is p>0.05. Upon visual

After 3.5 years of storage, the CLPH-511 units
were thawed at ~37°C until they reached =230°C
and then 25 mL saline was added. The units were
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visually inspected (for bag integrity, aggregates,
and swirling) and tested for platelet count, pH,
thrombin generation (TGA), CD61* microparticle
count (< 0.5 ym), and lactadherin positivity.

For the QuickThaw® and SAHARA-III the CLPH-
511 units were thawed using a constant duration
of 5 and 7.5 minutes, respectively. For the
ZipThaw® the thaw times varied (4-5 minutes)
based on the thawer’s product temperature
Sensor.

iInspection all bags were intact (leak free), swirling was observed, and no aggregates were observed.
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