ASSESSMENT OF HOSPITALIZATIONS AND CYTOPENIA EVENTS AMONG PATIENTS WITH EXTENSIVE-STAGE SMALL CELL LUNG CANCER (ES-SCLC) RECEIVING CHEMOTHERAPY WITH TRILACICLIB
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BACKGROUND Table 1. Patient Characteristics Figure 3. Hospitalizations within 90 days Following Chemotherapy

« The proportion of patients experiencing cytopenia during the 90-day post-index period and the PPPM
rates of supportive care interventions during follow-up were reported Trilaciclib with No No Trilaciclib and 50%

« Chemotherapy is the standard treatment for patients with ES-SCLC and it is known to cause

myelosuppression, a condition where bone marrow activity is decreased’? _ _ o _ _ o _ : _ No Trilaciclib with : P=0.01* P—o 17*
_ o o _ _ _ o Supportive care interventions included blood transfusions, platelet transfusions, erythropoiesis-stimulating Prophylactic No Trilaciclib Probhvlactic G-CSF? No Prophylactic b
o Decreases in bone marrow activity can lead to a range of cytopenias, including anemia, neutropenia, agents (ESAs), ion infusions, IV hydration, G-CSF use and IV antibiotics G-CSF ropnylactic G- G-CSF? P-value 40% {—1—\ 120%
and/or thrombocytopenia, which adds a substantial burden to patients and the healthcare system?? _ ’ o ’ , _ _ . . c O ° 32 1% 32 29, 0 e o 100 0% 101.4%
+ Trilaciclib, an intravenous therapy, was approved by the Food and Drug Administration to reduce « Chi-square tests (for categorial outcomes) and student'’s t-tests (for continuous variable) were used to N =132 N =11,940 N=184 N =11,756 ) _&’ 30% : 2610 : x o 100%
o - _ ) _ assess statistically significant differences between groups tws 0 170 2T 809 68.3%
the incidence of chemotherapy-induced myelosuppression (CIM) among adults with ES-SCLC in y g. _ grotp _ . _ Age (Mean, SD) 706 60 | 682 | 91 66.6 104 68.2 104 <0.01 g_.*g_ 21.2% X N 60‘;) i
Feb 2021,3 and was added to the NCCN Guidelines for Small Cell Lung Cancer and for * An e?<ploratory analy3|§ of overall suwlvgl was condgcted among patients within the Medlca-re Fee-for- Age (N, %) 0.01 o » 20% SE o° 47.0%
Hematopoietic Growth Factors#5 as a prophylactic option to manage CIM when administrated Ser.V|ce database, which houses mortality data valldgted by .CI.\/IS, anq was assgssed using Kaplan 18-64 27 205% | 3,715 | 31.1% 79 429% | 3,636 | 30.9% o+ . 58 400/0
prior to chemotherapy in patients with ES-SCLC Mer:e:t analyses. Log-rank tests were used to examine statistically significant differences between 65+ 105 | 79.5% | 8225 | 68.9% 105 571% | 8120 | 69.1% 10% ok 20%
cohorts 0
- Given the relative recency in approval, there is a dearth of real-world evidence assessing . _ _ _ Sex (N, %) 0.57 0% 0%
outcomes associated with trilaciclib treatment among patients diagnosed with ES-SCLC * Data use agreements prohibit reporting of categorical outcomes of < 11 patients Male 67 | 50.8% | 5,766 | 48.3% 81 44.0% | 5685 | 48.4% All-cause Hospitalizations Cytopenia-related Hospitalizations™*
o For categorial outcomes containing < 11 patients, relative risk was reported Female 65 492% | 6174 | 51.7% 103 56.0% | 6.071 51.6%
’ ’ I Trilaciclib with No Prophylactic G-CSF (n=132) B No Trilaciclib (n=11,940)
OBJECTIVES Elixhauser Comorbidity Index (Mean, SD) | 29.7 | 99 | 286 | 104 | 286 | 106 | 286 | 104 | 0.7
HEIURE ! {Mean, SD) No Trilaciclib with Prophylactic G-CSF (n=184)** Bl No Trilaciclib and No Prophylactic G-CSF (n=11,756)**
Race/Ethnicity (N, %) 0.37 - ) T
« To evaluate real-world rates of hospitalizations and cytopenia-related outcomes in patients with m . : 94 712% | 8603 | 72.1% 113 6149 8490 | 72.2% Pvalue compares Triaciclib cohort vs. the No Trilaciclib cohort
ES-SCLC treated with chemotherapy and supportive care with trilaciclib, compared to patients Demographic and Clinical Characteristics N,On HI:SpamC Whlte ) ) 1 9 .,Wo 528 7 .80/0 24 13.00/0 éO4 7 '70/0 *Because <11 patients presented a cytopenia-related hospitalization, relative risk was reported. The reference group is the No Trilaciclib cohort
who did not receive trilaciclib + 132 patients who received trilaciclib (mean age 70.6, male 50.8%) and 11,940 patients who did not ispanic or Latino or African American ' oo ' oo | oo . o0 e o Tl wih Prophylecto G-CSF cohortand Mo Trisect and o Prophyti &-CBF coferts re sub-groups o he o Tiadolb corort
receive trilaciclib (age 68.2, male 48.3%) were included for the study (Table 1) Other/Unknown 20 | 197% | 2409 | 202% | 47 | 25.5% | 2,362 | 20.T%
METHODS Payer (N, %) 0.02 Figure 4. Kaplan Meier Plot of Survival
Hospitalization Commercial 17 129% | 2,029 | 17.0% 34 18.5% | 1,995 | 17.0% Product-Limit Survival Estimates
Data Source - Trilaciclib patients had a lower rate of all-cause PPPM hospitalizations during follow-up (0.14+0.25 vs. Medicare Fee-for-Service 100 | 75.8% | 7,514 | 62.9% 80 43.5% | 7,434 | 63.2% . i Rumber of Subjects at Rk
+ . - Ej i i i ithi _ . . 0 0 0 0 ) + Censored
« This retrospective study used data from the 100% Medicare Fee-for-Service and the Inovalon ?mllia?)nzé 1p ;E,)/OJS ?g%ﬁ _2) f(;] g1vy?:rie Iuers;s3ll)keclélr;o ta)(raech[zptﬁae“rz\ici r‘;;’:ggigo :ﬁgﬁtEOSt chemotherapy Managed Medicaid or Medicare Advantage 15 4% | 2397 | 20.T% 0 380% | 2327 | 198% e A
MORE?2 closed claims databases 470 VS 921, PSUUL TG , Comp P Index Year (N, %) <0.01 ¢! No Trilaciclb
_ Cytopenia-related Outcomes 2020 0 0.0% | 3,319 | 27.8% 46 25.0% | 3,273 | 27.8% 05 m
Study Population o . L . - o . 2021 34 | 25.8% | 5991 | 50.2% 99 53.8% | 5,892 | 50.1% | Hazard Ratio: 0.63 (95% CI: 0.35 — 1.14) P=0.13
. Adult patients who met clinician-quided diaanostic criteria for ES-SCLC. as evidenced by the + Compared to the no trilaciclib patients, trilaciclib patients had a statistically significantly lower risk of S S S , .
- P : : 9 9 . ' y febrile neutropenia (relative risk 15.5%, p=0.03) and numerically lower risk of anemia, neutropenia and 2022 98 74.2% | 2630 | 22.0% 39 21.2% | 2,591 22.0% l !
receipt of platinum/etoposide- or topotecan-containing chemotherapy regimens, and were thrombocytopenia in the 90-day post-index period (Table 2) on of Z 06 4 ! !
continuously enrolled = 30 days preceding and following chemotherapy initiation were included yiop yp P Duration of Follow-up (Months) 5 I |
: : : i Mean, SD 4.1 2.1 8.2 5.7 8.1 5.4 8.2 5.7 <0.01 J ! :
« Patients were categorized into 2 study cohorts: Survival Outcomes Median 36 6.7 6.7 6.7 = | .
o Trilaciclib cohort: patients who received trilaciclib at chemotherapy initiation and did not receive . P_atie_nt_s receiving trilaciclib had a numgrically higher surviva! alt 6 mor\ths (84.1%) compared to the no aThe No Trilaciclib with Prophylactic G-CSF cohort and No Trilaciclib and No Prophylactic G-CSF cohorts are sub-groups of the No Trilaciclib cohort % 0.4 - i i
prophylactic granulocyte-colony stimulating factor (G-CSF) trilaciclib group (72.3%), although the difference was not statistically significant (0=0.12) bP-yalue compares the Trilaciclib cohort with the No Trilaciclib cohort i i
o Notrilaciclib cohort: patients who did not receive trilaciclib during chemotherapy - Trilaciclib patients had a survival hazard ratio of 0.63 (95% ClI: 0.35-1.14, p=0.13) compared to the no ] ] ] ] i i
— No trilaciclib cohort was further categorized into two exploratory sub-groups: ilacicli i Table 2. Cytopenia and Su ortive Care Interventions Following Chemothera 0.2 - ; :
trilaciclib group (Figure 4) ytop PP g Py
1) Received prophylactic G-CSF (defined as receiving G-CSF within 3 days of chemotherapy initiation) No Trilaciclib and i i
2)  Did not receive prophylactic G-CSF Figure 2. Rate of Hospitalizations Following Chemotherapy Trilaciclib with No ..o NoTrilaciclibwith o0 an 0 0% i i
: No Trilaciclib ’ No Prophylactic G b
Prophylactic G-CSF Prophylactic G-CSF CSF P-value 0.0 I I
i 0.40 = *
Flgure 1. StUdy Schema Study period = L 0.03 P=0.11 N = 132 N =11,940 N = 1847 N = 11,7567 0 1 2 3 4 5 6 7 8 9 11401“1ths1;0n113md1:x 15 16 17 18 19 20 21 22 23 24 25
"""""""""""""""""""""""""""""""""""""""""""""""""""""""""""""""""""""""""""""""""""""""""""""""""""""""""""""""""""""""""""" & n P<0.01* & 9; ) Number and proportion of patients Number at Risk
. . . . . =~ - i i i ithi Months o 1 2 3 4 5 6 7 8 9 10 11 12 13 14 15 16 17 18 19 20 21 22 23 24 25
g % 0 30 ‘ (7)] c 0'02 expe”enCIng cytopenla Wlthln 90 days No Trilaciclib 7514 7514 6819 6081 5353 4646 3995 3422 2930 2494 2146 1819 1521 1283 1078 906 750 632 495 391 298 191 80 3 0
] c 3 0.014 0.014 i Trilacicli 100 100 82 58 43 26 18 31 0
2= 22 0071) (0o72) @971 fc/)x"om'n g rzil;momerapy 57 | 432% | 6,095 | 511% | 102 | 554% | 5993 | 510% | 007 R
Trilaciclib case identification period 8= 019 47 0.1 8 = 002 (010 nemia (N, %) 2h | 6, 1% A% | 5 0% -
_ 180 Days = (0.27) (0.27) = £ (0.065) Neutropenia (N, %) 12 91% | 1,652 | 138% | 28 | 152% | 1624 | 13.8% | 0.12 LIMITATIONS
’ " End of index LOT™ 5 S 02 0.14 (0 28 £ 5 Thrombocytopenia (Relative Risk)* 69.7% Reference 141.4% 99.4% 0.20
. = 0.25) o< (.01 L 70 70 370 - . , , : Y : : : . .
Feb2020  Aug 2020 ; Feb 2021 | Aug2022 Sep 2022 e ( @ = Febrile neutropenia (Relative Risk)* 15.5% Reference 77 8% 100.3% 0.03 Myelosuppression was dgfmed using ICD-10 QM diagnosis codes and did not incorporate lab data, which may
. ) rd9 T o have led to under-reporting of myelosuppression
EEEllis e Follow-up Period « & =% 001 Rates of supportive care interventions per
(\gaarlasblrenlai?r?]tl:\r,nn:|8n(|)rr:jl;msi)%0 (Variable length, minimum 30 days) g £ ox U patient per month (Mean, SD) « There may be systematic differences between the study cohorts on variables that cannot be measured in
- : E = % 2 Blood Transfusion ’ 007 020 010 026 014 036 010 026 <0.01 claims, which may account for differences found in study outcomes
T : : : —— X T 0.00 : : : : : : : : - : : . o :
Index date: For trilaciclib patients, the index was set as the date of the first receipt of trilaciclib A a Y- ] : » Analyses incorporating a longer follow-up period is recommended to confirm findings on survival
For G-CSF patients, the index was set as the date of the first receipt of G-CSF All H | Cytopenia-related Platelet Tr_an.SfUSpn _ 0.00 0.03 0.01 0.08 0.01 0.13 0.01 0.08 0.22
For patients that did not receive G-CSF nor trilaciclib, the index date was set as the start of chemotherapy -cause Hospitalizations Hospitalizations Erythrop0|eS|s-St|muIat|ng Agents 0.07 0.33 0.05 0.33 0.15 0.60 0.05 0.32 0.87 C 0 N C L U S I O N S
B Trilaciclib with No prophylactic G-CSF (n=132) B No Trilaciclib (n=11,940) Iron Infusions 0.00 0.04 0.01 0.12 0.01 0.08 0.01 0.12 0.64
Outcomes and Analysis No Trilaciclib with Prophylactic G-CSF (n=184)* Bl No Trilaciclib and No Prophylactic G-CSF (n=11,756)"* G-CSF 005 | 026 | 002 | 0.21 1.03 1.34 000 | 0.05 | <0.01 * This real-world study demonstrated that trilaciclib administered prior to chemotherapy was associated with
. All-cause and cytopenia-related hospitalizations (as evidenced by a diagnosis of anemia, :xﬁntclibli'tlcs 84112 (1)?2 8gg ggj 822 8;3 822 8;111 ggg lower rates of hospitalizations and cytopenia events, along with an early trend toward improved survival
neutropenia, febrile neutropenia, or thrombocytopenia) were assessed "P-value compares Trilaciclib cohort vs. the No Trilaciclib cohort ydration : : : : : : : : : « Trilaciclib may be an effective intervention to prevent adverse events associated with treatment for ES-SCLC
o , _ _ _ **The No Trilaciclib with Prophylactic G-CSF cohort and No Trilaciclib and No Prophylactic G-CSF cohorts are sub-groups of the No Trilaciclib cohort *Due to low sample sizes for select outcomes (N <11), relative risk was reported instead of number and proportion of patients with these outcomes _ _ _ o o _
o The re_ute of hosplta!lzatlons_ per patient per mon_th (PPPM) during the follow-up period, and the proportion aThe No trilaciclib with Prophylactic G-CSF cohort and No trilaciclib and No Prophylactic G-CSF cohorts are sub-groups of the No Trilaciclib cohort » A follow-up study may further examine the difference in hospitalizations among trilaciclib patients versus
of patients hospitalized during the 90-day post-index period were reported bP-value compares the Trilaciclib cohort with the No Trilaciclib cohort patients who did not receive trilaciclib but did receive prophylactic G-CSF

REFERENCES 4. National Comprehensive Cancer Network (NCCN®). Hematopoietic growth factors VV1.2023. Available from: https://www.nccn.org/professionals/physician_gls/pdf/growthfactors.pdf. DISCLOSURES For questions or comments, please contact

Presentation at ASCO Quallty Care Sym posmm 1. Pj, Carey. Drug-induced myelosuppression : diagnosis and management. Drug safety. 2003 2003;26(10)doi:10.2165/00002018-200326100-00003 5. National Comprehensive Cancer Network (NCCN®). Small Cell Lung Cancer V3.2023. Available from: https://www.nccn.org/professionals/physician_gls/pdf/sclc.pdf. This study was funded by G1 Therapeutics, Inc. Huan Huang hhuang@g1therapeutics.com
October 27-28. 2023 I Boston. MA 2. Salimi RSE, JoAnn K, Roshanthi KW, Amy SP, Rachel ES, Tehseen. Real-world burden of myelosuppression in patients with small cell lung cancer (SCLC): Retrospective, longitudinal data analysis. meeting-
’ ’ report. https://doiorg/101200/JC020203815_supple19300. 2020-05-25 2020;doi:e19300
3. The Food and Drug Administration. Trilaciclib product label. 2023. Available from: https://www.accessdata.fda.gov/drugsatfda_docs/label/2021/214200s000Ibl.pdf.




	Slide Number 1

