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INTRODUCTION

« Treatment paradigms for patients with chronic lymphocytic leukemia/small ) . .. . . . . . . . . i
Iymphocyti?: Iympghoma (CpLL/SLL) have evolvedywi’lcoh thg approval of novel Table 1. Baseline Demographics and Clinical Characteristics at Enroliment — FISH testing was performed in 28% of patients.  Most patients in informCLL received NCCN-recommended regimens (Figure 3).

agents and an increased understanding of prognostic biomarkers that impact » Of the patients who had FISH testing performed, 24% (101/416) had del(17p). « Among patients with del(17p)/TP53 mutation, 62% received NCCN-recommended

- Previously Untreated Overall - - 0 - - _
patient outcomes. . (n=855) (N=1462) _ TP53 mutation testing was performed in 11% of patients. \r/\?i%c;r:r%e;zrblzu&?pprommately 25% of patients received non-recommended CIT

RESULTS

 The NCCN Guidelines® provide recommendations on evolving treatment options Median age (range), years 70 (37-95) 72 (34-95) 71 (34-95) o .
to inform treatment decisions.’ >65 years, n (%) 579 (68) 458 (75) 1037 (71) Of those who were tested, 27% (43/162) had TP53 mutation. « Most patients (approximately 70-100%) without del(17p)/TP53 mutation received
— Results from clinical trials provide information on outcomes with new agents Male gender, n (%) 547 (64) 392 (65) 939 (64) — IGHV mutational testing was performed in 12% of patients. NCCN-recommended regimens across age/comorbidity groups, but some
or updates to existing therapies, which may be used as evidence to support a Ré\':/i’_" (%) 260 (o c 15 (00 205 (o1 » Of those who were tested, 70% (121/172) had unmutated IGHV. patients received non-recommended regimens:
change in clinical practice standards. Afriizn American cg ((7)) 48 28)) 06 §7)) — In previously untreated patients without del(17p)/TP53 mutation who were
— Prognostic biomarker testing, including FISH cytogenetics (eg, del[17p]), TP53 Other 17 (2) 14 (2) 31(2) Application of NCCN Guidelines in informCLL ggll with significant comorbidities (n=25), 24% received non-recommended
mutational status, and IGHV mutation, is a critical part of guiding optimal Institution type, number of sites (%) '
treatment decisions for patients with CLL/SLL. i‘c’;*(‘jrzr‘;?'ctya 1?322;‘) 1?3 E?f) fgégf) Figure 3. Alignment With NCCN Guidelines for CLL/SLL' in Patients With del(17p) and — In patients without del(17p)/TP53 mutation who were elderly/younger
« The informCLL registry, a prospective, observational registry of patients who : o TP53 Mutation Status Available in informCLL with significant comorbidities, 6% of previously untreated patients (n=107)
9 Y, ap 9 ; 9 Y P US regions, n (%) ved i ded ECR d 12% of R/R tients (N=52) ved
received treatment for CLL/SLL, provides a valuable and unique opportunity to Midwest 172 (20) 119 (20) 291 (20) received non-recommende an o O patients (n= receive
evaluate real-world CLL treatment practices in the novel agent era. Northeast 131 (15) 110 (18) 241 (16) Del(17p)/TP53 mut status Age/comorbidity status Alignment With NCCN Guidelines for CLL/SLL! non-recommended rituximab.
South 414 (48) 286 (47) 700 (48) Patients Receiving . Patients Receiving . _ _ _
Waest 138 (16) 92 (15) 230 (16) Recommended Treatment, % Non-Recommended Treatment, % — Almost all patients without del(17p)/TP53 mutation who were younger
OBJECTIVE Insurance, n (%)° Sl o All ages/comorbidity 50 of 78 without significant comorbidities (91%, 69/76) received NCCN-recommended

: tat ° o An0 . . ..
Privatec 322 (38) 213 (35) 535 (37) 7753 mutation 7y 64%  [br(n=a8 62%) 36% regimens such as BR, FCR, or ibrutinib.

(n=78) G-Clb (n=2; 3%)
i . . . . . .. . Public® 601 (70) 473 (78) 1074 (73)
« To understand the application of guidelines in routine clinical practice, we Other® 7 4 () 1 | L |
. . . . . [o) 7 [ a u u - -
assessed how treatment regimens that patlents received in the informCLL None 8 (D 2 (<D 10 (D BR (n=16; 21%); FCR (n=3; 4%); R (n=3; 4%); G (n=2; 3%); Table 2- Common Reglmens Recelved In Patlents Wlth NO Data
) . : ) ) Ibr-FCR (n=1; 1%); CIT-other (n=1; 1%); B (n=1; 1%); acalabrutinib (n=1; 1%) . - . o
registry aligned with National Comprehensive Cancer Network® (NCCN®)- ECOG status, n/N (%)’ — e e Available® for del(17p)/ TP53 Mutation Status in informCLL
recommended regimens for CLL/SLL. 0 393/823 (48) 271/580 (47) 664/1403 (47) Previously Untreated A S cent S5 Ibr (ol 4456 el (et 16%) 229
1 375/823 (45 247/580 (42 622/1403 (44 (n=855) - . \=1; 4%); R (n=T; 4%)
>2 555823 27)) 62;580 Eﬂ)) 117%403 Eg)) : (n=29) & (N=5 40 K (N=h 46 Frail With Significant Elderly or Younger With Younger Without
- | Comorbidities Significant Comorbidities Significant Comorbidities
M ETH o DS Rai staging at enrollment, n/N (%)f lBR (n=6: 24<y8>-0|fz-2c5vp (n=T: 4<y)-| (n=141) (n=649) (n=283)
Stage O 66/547 (12) 25/305 (8) 91/852 (1D CIT-other (n=T: 4%) ’
. . . . : Previously Previously Previously
 informCLL (NCT02582879) is a US-based, multicenter, real-world registr Stage | 111/547 (20) 48/305 (16) 159/852 (19) Without Age ~65: 65
(Fi B ( ) gistry Stage Il 105/547 (19) 47/305 (15) 152/852 (18) Elie) ard/er | P ith significant 995, lbr (ol 5% B2 (g5 51 89, : UL s G R Untreated _
igure 1). S 125/547 (23) 63/305 (21) 188/852 (22) o comorbidities O (he13. 19%) GoClb (het 6% R (et %) 6 Common Regimens (n=73) (n=68) (n=342) (n=307) (n=176)  R/R (n=107)
_ : Stage IV 133/547 (24) 111/305 (36) 244/852 (29) SIS o
Patients were enrolled from October 2015 to June 2019. e S Iedy O /305 ) 187855 (% | 9Of|1o7 | Ibrutinib (Single-agent) 27 (37) 27 (40) 159 (46) 142 (46) 64 (36) 49 (46)
FCR (n=6; 6%) ; Ibr-G (n=1; 1%);
) ] Charlson Comorbidity Index, n (%) lbr-R (n=1; 1%); lbr-other (n=1; 1%) R 7 (10) 7 (10) 30 (9 34 (D 8 (5) 10 (9)
Figure 1. Study Design 0-2 723 (85) 507 (84) 1230 (84) ————
o 48 of 54
>3 132 (15) 100 (16) 232 (16) _sianificant 89% oR (=23 430, FER (11,260 o BR 15 21) 11(16) 68 (20) 41 (13) 44 (25) 20 (19)
Index Treat t,n (% (n=54) r (n=10;18%); B (n=1, 2%
(Enrollment for informCLL: \ "Ib‘:’ljtir:fba ment, n (%) 282 (45) 296 (49) 678 469 ! | FCR 0 0 13 (4) 6 (2) 42 (24) 0
e 1504 total patients enrolled CIT 361 (42) 124 (20) 485 (33) | 6 of 54 |
« Receiving treatment in clinical trial CT 9 (1) 12 (2) 21 (D G-Clb (n=|2br4c(;/?c)he”ror(nB:F12 (22/:; (25%(’21?_'?;5)(”=1? 2%); G-Clb 9 (12) 1T(D 28 (8) 10 (3) 6 (3) 2(2)
I =14 PeReE AT AR
at enrofiment (n=14) Index? treatment T 99 (12) 97 (16) 196 (13) . . . .
« Protocol deviations (n=28) Siner novel sEEie 4 (<1 78 (13) 82 (6) Del(17p)/TP53 mut status Age/comorbidity status Alignment With NCCN Guidelines for CLL/SLL! G 7 (10) 5) 15 (4) 16 (5) 3(2) 1(D
* 1462 patients met eligibility requirements [ - Patients Receiving Patients Receiving
: ?Centers not affiliated with teaching/academic institutions. °Patients may have had both private and public insurance, therefore, the sum of the total may be more than 100%. ¢Includes Recommended Treatment, % Non-Recommended Treatment, % Ven O 4 (6) 1D 15 (5) O 4 4)
- - . Treatrlnfnt with employer-based, AARP, self-pay, private insurance, and exchange-based coverage (through the Health Insurance Marketplace or state-based exchanges that were established as part of With 2% of 39
Key Inclusion Criteria: : h'g'rta maseth . the Affordable Care Act of 2010). °Includes Medicare, Medicaid, and military-based. ¢Both private and public insurance. 'Data not reported for all enrolled patients. del(17p) and/or All ages/comorbidity lbr (n=%. 44%): Ven+R 0 2 (3) 0 10 (3) 0 5 (5)
« >18 years |nF||D)|A_oars orroseder CIT 's A AARP, American Association of Retired Persons;, ECOG, Eastern Cooperative Oncology Group. TP53 mutation status 59% Ven (nz},; 8%);’ 41%
. Diagnosed with CLL/SLL per iwCLL CLL trea‘i&ents at Follow-up planned for : .. : o : o : (n=359) (n=39) VSRR G1Ee ok Idela+R 1) 3 (4) 0 6 (2) 0 4 (4)
Criteria? enrollment e o i months « informCLL enrolled 1462 eligible patients (58% previously untreated, 42% R/R) from 178 sites (Table 1). Ofat (n=1; 3%) |
« Available d tati i — (database lock : : | 16 of 39 !
CLL/SLL treatment (R/R patients) Within £45 doye of | erpectedin202) — The median age of patients was 71 years (range 34-95).  BR (=61 159G (1=2 5% Ibr R (12 5%) FCR (5% Ofat 1(1) 2 (3) 0 0 0 4 (4)
= - n=1; 3%); -other (n=1; 3%); n=1; 3%); er (n=1;, 3%
study entry) _ The median CC' Wwas -IO (range O—H), Wlth 16% having 3 CCI >3 aDef'/'ned as top 10 reg/mens rgce[/;\/ed amoqg all pat/'ents in each age/comorb/o’/ty group. *"No data gvg//ab/e” includes patients who had no
Key Exclusion Criteria: Frail with significant 12 of 12 testing performed, patients with “unknown” testing status, and patients who were tested but had missing results.
er novel agents . i i biditi Ibr (n=11; 92%
+ Diagnosis of B-cell malignancie X — Community-based practices enrolled 93% of patients. B e 6
other than CLL/SLL D : : : . H H o —
. . . .  Despite guideline recommendations for prognostic testing, 73% (n=1073) had
+ <6-month life expectancy — Single-agent ibrutinib was the most common index treatment across LOT at enrollment. pIte Uit brod > ( )
« Receiving treatment in an no data available for de|(17p)/TP53 Mmutation status (Table 2).
tervenional cinical fria Without For patients without prognostic testing data, the most common treatment
. - - - Age >65; 65 39 of 52 - ’
N for CLL/SEL attime of enroliment y Figure 2. FISH® and TP53 Mutational Status Testing Were Performed Infrequently del(17p) and/or e lbr (n=21; 40%, BR (n=5; 17%); Jeor P thout progh 19 . .
TP53 mutation comorbidities G (n=3; 6%); Ven (n=3; 6%); 5% regimens were ibrutinib (44%), CIT (32%), and anti-CD20 monotherapy (14%).

(n=86) GELY)) Idela+R (n=2, 4%); Idela (n=1, 2%)

| | | | | o | | Previously Untreated R/R
?Index treatment defined as treatment received at registry enrollment. °Single agent or in combination. <Single-agent anti-CD20 monoclonal - -
antibodies such as R, G, or ofat in combination with CT (eg, BR, G-Clb, FCR). °Clb, B, F, C, doxorubicin, gemcitabine, vincristine, or any other (I‘I—855) (n-607)
CT (as single agent or in combination). ¢Single-agent anti-CD20 monoclonal antibodies, including R, C, ofat (with or without steroids). 'Idela,

I I
R (n=6; 12%); Ibr-G (n=1, 2%);1?b?’f§%n=1; 2%); lbr-other (n=1; 2%); LI M ITATI o N S

é?%e%rdgigigggg;gé(i/;gfpi%igzgrrn@ecfg?@?}Z%vc))'/mmunofherapy; Clb, chlorambucil: CT, chemotherapy, F, fludarabine, G, obinutuzumab, §122:=:§:§1;z§z? Unknown 0\;‘122:=jz:8;3 ﬁs - Bl T Fred AT Ofer (2 ’ Given the nature Of a real-wo_rld Obser\/_atio_na_l re.gistry that religs on Site-
idela, idelalisib; IT, immunotherapy; ofat, ofatumumab, R, rituximab; R/R, relapsed/refractory; ven, venetoclax. -‘2 80 1 10% Testing "dé; 80 - o Agesi;iﬁci\g;mom 21 of 22 repOrted data, data may be su bJeCt to C0d|ng ||m|tat|0n5, MISSING Or InCOmplete
P;I';ztri;ge 4 :; ;g‘ 66% (n=59) Per;«;r;ned ':.'.! ;Z‘ ‘ COszork;i;')itieS Ibrv(:: 1(?1;=62?;%)I;3§ 52:1‘;1;4:%); g data points, or data entry error.
 Results from prognostic biomarker testing (eg, FISH, TP53 mutational status, - | ° w = o .
N ! Prog 'c bl Ing (eg dtatl J 33% G 50 - (n=131) 0 50- —— e The NCCN Guidelines V.2.2017 were selected based on the number of patients
IGHV mutation status), if performed, were captured from patient records at (n=285) § 401 S 40+ 10f 22 . S
. - s R (n=T; 5%) enrolled in 2017 and onward; however, as guidelines constantly evolve and
registry enroliment. FISH £301 o259 8 301  24% " " froat ¢ decis H ‘o reflect th . :
. . . Testing 320_ Testing Not o 207 CVP, cyclophosphamide, vincristine, and prednisolone, lbr, ibrutinib, Pred, prednisone. = ange Oover time, trea I:nen ecisions may ¢ ange O retiec € most curren
* Forthe current anaIyS|S, the NCCN Guidelines for CLL/SI—L V.2.2017 were Chosen; Testing Not a 107 Performed Q 10, Regimens in bold font indicate Category 1 treatment per NCCN Guidelines for CLL/SLL V.2.2017! gL“dellne recommendations.
given 74% of patients were enrolled in informCLL in 2017 or later. Performed =70 87 69% = & 90
56% (n=417)
— NCCN Guidelines for CLL/SLL V.2.2017 provided treatment recommendations (n=477) CONCLUSIONS
by line of therapy (LOT) and del(17p)/TP53 mutation status; for patients
without del(17p)/TP53 mutation status, additional recommendations were « Within informCLL, most patients who had prognostic testing results available received NCCN-recommended regimens
provided based on age (=65 years or <65 years) and comorbidity status. ’ 2 Prog 9 9 '
100 - 100 -
. The Charlson comorbidity index (CCl) was chosen for evaluating comorbidity R o0 | Ty, R a0 | R vy e, — However, a third of the patients with del(17p)/TP53 mutation, a high-risk population with poor outcomes after CIT, did not receive NCCN-recommended
burden as CCl is widely used for real-world studies. % jg:. Missing %jg:.M'ss'”g regimens.
— CCI =3 was used as the threshold for defining “significant comorbidities” in Testing aeof o 60  56% _ _ _ _ o
this analysis, consistent with a prior publication from a large, CLL registry.3 Performed 2 2 — Most patients without del(17p)/TP53 mutation received recommended treatments across age/comorbidity groups.
= _ +h del(17 D . bidi 5 TP53 (n=110) £ 30 £ 30 ) ) ) ) .. ) : ; ) i
or patients without del(17p)/TP53 mutation, 3 age/comorbidity sub-groups Mutational & 20 8 20|  Overall, prognostic biomarker testing was performed infrequently in informCLL, with more than two thirds of patients not having testing performed.
were defined as follows: Status o & 10 Testing Not & 10
. estin o c c . . c . . . . .
— Elderly and frail with significant comorbidities (=65 years and CCl =3) Testing e A= 28 65 17 S %= 5 29 — The most common regimen received for patients with no del(17p)/TP53 mutation data available was single-agent ibrutinib.
. L . 76% QELET)
— Elderly without significant comorbidities (=65 years and CCl <3), or younger seg) — One-third of patients in the registry with no data available on del(17p)/TP53 mutation may have received suboptimal treatment with CIT.
with significant comorbidities (<65 years and CCIl =3)
— Younger without significant comorbidities (<65 years and CCl <3)  These results underscore the need for awareness of NCCN Guidelines recommendations and increased testing to better inform treatment decisions,
’Includes del(17p), del(T1q), del(13q), trisomy 12. . . . .
e Treatment patterns were assessed based on LOT, de|(17p), and 7P53 mutation The “Unknown” category includes patients whose testing status (ie, whether testing was performed or not) was missing. part|CU|ar|y IN the Commun|ty Settlng
status, and further categorized by age/comorbidity groups per the guidelines.  OQOverall, prognostic biomarker testing was performed in less than one third of all patients (Figure 2).
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