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Symptoms of gastric cancer from a patient perspective
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BACKGROUND Table 3: Baseline characteristics of study participants Table 7: Probed results from the general cancer module (EORTC QLQ-C30)
Characteristics N=12 e R (e N=12
. . . . o . M , 58.0 (27-74 ems In the - 0
e Patients with metastatic gastric cancer (GC) have a poor prognosis, including a Seexannjog/i years (range) er7d) _ — n (%)
5-year survival rate of ~4% and a median overall survival (OS) of ~1 year'? Male 9(75) Trouble doing strenuous activity 9(79)
: : . : Female 3(25 :
e Treatment generally involves multimodal chemotherapy with platinum agents, 200G PS. 1 () ) Trouble taking a long walk 7 (58)
taxanes, and fluoropyrimidines, or targeted therapies as single agents or in 0o 5 (42) Trouble taking a short walk outside 1(8)
: : : 3 AliAi : DML _ 1 5 (42)
comblngtlon with Chem42£herapy ; clinical trials of anti-PD-L1/PD-1 monoclonal ) > 47 Need to stay in bed or chair 5 42)
antibodies are Ongomg Race, 1 (%) Need help eating/dressing/washing self/using toilet 3 (25)
. . . . i | Ing/w I usl I
e There is currently a paucity of data surrounding the impact of GC and chemotherapy e B Eg)z) iistseslodetle )
regimens on patients’ health-related quality of life (HRQoL) and the value of Highest level of education, n (%) Limited in doing work or other daily tasks 8 (67)
collecting these data as part of standard clinical trial practices ggmz E‘ﬁfé’ée ggg Limited in doing hobbies or other leisure tasks 9 (75)
e Patient-reported outcome (PRO) measures, such as the European Organiza.ltion.for Professional degree 4 (33) Short of breath 8 (67)
Treatment of Cancer (EORTC) general module (EORTC QLQ-C30),'™ have historically Occupation, n (%)
b imited by trial desi h teristi inqle- _label studies)'® Not working/retired 8 (67) Had pain 9 (75)
een limited by trial design characteristics (eg, single-arm or open-label studies) Working (full time/part time) 3 (25)
e Here, we present PRO data from a qualitative assessment of patients with locally Homemaker 1® Needed rest” 11(92)
: : Current treatment for GC/GEJC, n (%) ]
advanced or metastatic adenocarcinoma of the stomach or the gastroesophageal Chemotherapy* 9 (75) Trouble sleeping 11(92)
junction (GC/GEJC) using the traditional EORTC QLQ-C30 questionnaire and Targeted therapy 1(8) Felt weak*
. - 15 Hormone therapy 1(8) elt wea 9 (75)
the EORTC’s disease-specific GC module, the QLQ-STO22,'™ as a framework to immunotherapy (unspecified) 16
understand the key GC/GEJC- and treatment-related symptoms that should be 2 patients reported current SOC chemotherapy reatment Lacked appetite 10(33)
assessed in clinical trials Nauseated 7 (58)
Patient-reported symptoms attributed to GC/GEJC vs treatment of GC/GEJC — -
O BJ ECTIVES e 19 symptoms of GC/GEJC were self-reported by patients (Table 4), most commonly S -
stomach pain and early satiety (n=6; 50%), constipation (n=5, 42%), tiredness, onper ©8)
. . diarrhea, difficulty swallowing (h=4; 33%), and weakness, flu-like symptoms, and Diarrhea 8 (67)
e Understand the key disease- and treatment-related symptoms that are experienced vomiting (n=3: 25y% ) 9 ) ymp -
by patients with GC/GEJC and determine key PRO concepts that should be | ! Tired 10(33)
measured in clinical trials * Patients rlep;orted 30 sgmptomsgrel;éi/d to treatmerr:t of %Cg CSEJC (Tgble S), most . 420 Pain interfered with daily tasks 6 (50)
, commonly fatique/tiredness (n=9; 0), neuropathy (n=6; 0), and vomiting (n=5; )
e |dentify EORTC subscales from the EORTC QLQ-C30 and QLQ-STO22 modules that yaug ( ) pathy ( ) 9 ) Difficulty concentrating 8 (67)
correspond with the key disease- and treatment-related symptoms of importance to : : : : Tense feeli 8 (67
patients with GC/GEJC and their clinicians Table 4: Disease-related patient-reported symptoms attributed to GC/GEJC (>25% of patients) enise Teefing (67)
Symptom l\:l?y:)z Patient description of symptoms Worry 9(79)
M ET H 0 D S Stomach bain 6 (50) “| had stomach pains that bothered me a lot. . . seemed like that was a sign that Irritable 10 (83)
P something was not right.” D ] 8 (67
Early satiety 6 (50) “It seems | couldn’t . .. | ate, but | felt full all the time.” epresse ©7)
Study design Constipation 5 (42) “So | was worried | had diverticulitis and [...] maybe the constipation had something Difficulty remembering things 6 (5)
to do with that.”
e RTI Health Solutions (RTI-HS), a nonprofit, independent research organization, . - , — - Condition/treatment interfered with family life 8 (67)
L . _ _ . _ Tiredness 4 (33) | was tired. So you know, | . . . Just didn’t feel well.
CQnducted individual, in-depth interviews Wlth.patlents to. better understand what key  —— 433) Aot of diarrhea and constination” Condition/treatment interfered with social tasks 7(58)
disease- and treatment-related symptoms patients experience and/or key concepts — . — . . ———— —
. o ) . . Difficulty swallowing 4 (33) Having trouble swallowing and getting the food down, digesting it, lots of pain. Condition/treatment caused financial difficulties 6 (50)
that should be measured in clinical trials of patients with GC/GEJC - —
Weakness 3 (29) The weakness was from not eating. ) ) ) ) , . R ” . ,
.. . : ltems listed in the order of the questionnaire; Bold text denotes items endorsed by >65% of participants; * Classified within EORTC fatigue subscale.
— Eligible patients (Table 1) were screened by the recruitment partners and Flu-like symptoms 3 (25) “Oftentimes | felt sick [...] often time | got fever and all that.”
scheduled for a telephone interview with RTI-HS Vomiting 3 (25) “I had vomiting. | felt sick every time | ate something.”
Table 1. Key patient eligibility criteria Table 5: Patient-reported symptoms attributed to GC/GEJC treatment R esulte h o _ o h o
o
Mandatory inclusion criteria Desired (optional) inclusion criteria Symptom N =012 Patient description of symptoms esults from the patlent Interviews indicated that n.e arly 4
n (%) _ _ _ _ spontaneously reported symptoms were assessed in 1 or both EORTC
Unresectable, locally advanced or metastatic GC/GEJC No prior chemotherapy for unresectable locally advanced GC/GEJC Fatigue/tiredness 9 (75) Well, the treatment[l.t.sit]el;‘é:alrilr?g r?olfrt t?ll; (2[{13;1 s;gej .etf,ects like really tired, modul es, an d no si gnifi cant P ati ent-rep orted conc epts were considered
>18 years of age gg;ﬂgr{trfoie;\gcgnitgg%?;g;g‘;care (SOC) chemotherapy as first-line Neuropathy 6 (50) “And the neuropathy is just a constant annoyance.” missing across the 2 modules
Vomiting o (42 “| did a lot of vomiting during the time | was on [chemotherapy].” - - - -
Literacy and fluency in English Self-reported ECOG PS <2 ° 2 RaklCLLL [ Pyl — Patients most often associated fatigue and neuropathy with
Nausea 4 (33) “Well, because | couldn’t function when | was nauseous.” .
No human epidermal growth factor receptor — v T treatment for GC/GEJC; however, patients also reported decreased
Willing and able to participate in a 1-hour interview overexpression and no prior or current first-line oop 1558 25 1 Tiad froube Seepng. pain satiety difficu|ty swa||owing constipation and diarrhea
treatment with trastuzumab Flu-like symptoms 3 (25) “Well, the treatment itself [...] flu-like symptoms, aching . . .” i g ? ?
. —— — . following treatment of GC/GEJC
FCOG, Eatern Cooperative Oncology Group; PS, performance status, Weakness 2 (17) I'd say the most important is feell(rj]gbvyeak, mtgr(fjerlng with family life, and worried
and being worried” .
T e Hair 1ovs,yos. when T went from chemotharany] - e The EORTC subscales that assessed the most common patient-reported
Patlent Inte 'VIEWS Skin issues (red spots/peeling) 2 (17) “Dry skin things, so my skin started peeling off on my feet.” Sym ptoms were:
* Interviews, based on semi-structured, study-specific guides, were co-conducted by ypersensitiy f cold )17 | I couldntdrink anyihing coldafer the chemotherapy for at least 5 days | coud' ~  EORTC QLQ-STO22: pain subscale
2 experienced RTI-HS interviewers (Figure 1 and Table 2) really step on cold tile, or | would feel it.”
— Patient interviews focused on disease-specific symptoms as well as symptoms Toenails splitting’ 2(17) | " ioenals seemtobe aimost cracking in hall, some ofthem. | domtknow i that - EORTC QLQ-STO22: eating restrictions subscale
experienced as a result of treatments for GC/GEJC Dizziness 2 (17) “| was dizzy. | mean, it was taking over my body.” —  EORTC QLQ-C30: fatigue subscale
— Patients were read the items of the EORTC disease-specific module (QLQ-STO22), | Swelling of legs/feet 1(8) “...1 got this tingling and swelling that went down to my feet and into my hands.”
followed by items from the general cancer module (QLQ-C30), and asked to note Constipation 1(8) “Constipation was a cause of the treatment.” F U T U R E c 0 N S I D E R AT I 0 N S
whether they had ever experienced the symptom or side effect in question Eﬁi;”kignsﬁ?g?h that moves to 1 ® “The pain is usually in the stomach area and it radiates all around.”
Fiqure 1 Interview format No appetite 18 "My appetite wasn't great at the beginning of chemo ..  Inclusion of both the QLQ-C30 and the QLQ-STO22 in clinical trials may provide a
g ' Abdominal swelling’ 1) “And my Stomiﬁga‘{vrﬁgnstv"lot't'ﬁgk\’l‘{hﬁ;ge; Egﬁgﬁznrg:ff;dbgiﬁhe cancer or the more complete assessment of HRQoL in patients with GC/GEJC than use of either
B M Weight loss 1(8) “...lwas losing that weight and | really felt like | was atrophying . ..” instrument alone
e Part A: general patient experiences with ‘\GW ) @) Nails separated from nail bed" 1(8) “_ . very unusual where the nail was separating from the nail bed . . .” * PRO measures to assess HRQoL in patients undergoing first-line treatment for
GC/GEJC and the patient’s ability to ’KQ \\\\‘ I 11y, / (// Anxiet 1 ®) “And there’s time where you have to talk to yourself from getting anxiety attacks stage IV GC are planned*™
. : . @ \ / o y because it’s basically poison going into your body.”
differentiate between disease-related ~ \\\ /// \ : —
= — o .
— Duration of ~30 minutes 8 = - W Patient-endorsed concepts from the EORTC modules
O = - 8 e Of the 12 patients, 8 (66.7%) spontaneously reported experiencing =15 of 22 1. American Cancer Society. Survival rates for stomach cancer, by stage. http://www.cancer.org/cancer/stomachcancer/detailedguide
C ’/ \\ i ied the QLQ-STO22 ti . /stomach-cancer-survival-rates. Updated February 10, 2016. Accessed May 10, 2017.
e Part B: EORTC questionnaire probes: o /// \\\ S sympioms queried on the B questionnaire 2. Kothari N, et al. J Gastrointest Oncol. 2015; 6(1):60-74.
QLQ-STO22 followed by the QLQ-C30 \ ¢ /// I ‘\\\\\\ Q\ — Most of the participants endorsed 4 of 4 items in the pain subscale as well as 3. National Comprehensive Cancer Network. NCCN Guidelines, Gastric Cancer. V1.2017.
, N , \ . . . T 4, Kelly RJ, et al. J Clin Oncol. 2017; 35(suppl 4S):Abstract TPS212.
— Duration of ~30 minutes &O,O . o\ 3 of 4 items in the eating restrictions subscale (Table 6) 5 Kang Y- ot Ol Oncol 2017+ 35(supol 4S)Absiract 2
Y N\ e 8 of 12 patients (66.7%) reported >20 of 30 items on the QLQ-C30 questionnaire; 6. OhtsuA, etal. J Clin Oncol. 2016; 34 (suppl 4S):Abstract TPS183.
most participants endorsed the items included in the fatigue subscale (Table 7) 7. Fuchs CS, etal. J Clin Oncol. 2016; 34 (suppl 45):Abstract 4037.
8. MuroK, et al. Lancet. 2016; 17(6): /17-26.
9. Cafferkey C. et al. J Clin Oncol. 2016; 34(suppl 4S):Abstract TPS187.
Table 2. PRO instruments Table 6. Probed results from the GC-specific module, EORTC QLQ-ST022 10. Nishina T et al. J Clin Oncol. 2016; 34(suppl 45):Abstract 168.
N=12 11. Chung HC, et al. J Clin Oncol. 2016; 34(suppl 4S):Abstract 167.
GC-specific General cancer Items in the EORTC QLQ-ST022 nz%) 12. Taberno J, et al. J Clin Oncol. 2016; 34(supp! 15):Abstract TPS4138.
_ _ - - 13. Bang Y-J, et al. J Clin Oncol. 2016; 34 (suppl 4S):Abstract TPS4135.
Questionnaire QLQ-5T022 EORTC QLQ-C30 Problems eating solid foods 9(79) 14. Moehler MH, et al. J Clin Oncol. 2016; 34(suppl 4S)-Abstract TPS4134.
PUrDOSe dentify disease symptoms, treatment side-effects, and emo- | Assess key functional aspects of HRQoL in cancer pa- Problems eating liquidised or soft foods 3 (25) 15. Suk H, et al. J Gastric Cancer. 2015: 15(2):121-26.
tional issues specific to GC tients, regardless of tumor type Problems drinking liquids 6 (50) 16. US Food and Drug Administration. Guidance for industry, Patient-reported outcome measures: use in medical product development to support
ltems 29 30 Discomfort when eating* 11 (92) labeling claims. Available from https://www.fda.gov/downloads/drugs/guidances/ucm193282.pdf. Updated December 2009. Accessed
: June 1, 2017.
5 functional scales (physical, role, cognitive, Stomach pain* 11 (92)
, . . . emotional, and social), 3 symptom scales Stomach discomfort* 11 (92)
. sce_lle_s (dysphagla,_chest and ab(_jomln_al pain, reflux, eating (fatigue, pain and nausea, and vomiting), a global health - A c K N O W L E D G M E N T S
Scales restrictions, and anxieties) and 4 single items (dry mouth, body tatus/QoL scale. and 6 single it d , : Bloating* 10 (83)
image, taste problems, and hair l0ss) SLUS/UOL SCale, and b Singie | ems (dyspnea, insomnia, : .
’ ’ appetite loss, Acid or bile in mouth 5 (42)
constipation, diarrhea, and financial difficulties) Acid indigestion or heartburn 6 (50) The authors thank the patients and their families, as well as the recruitment partners on this project, L&E Research and
Belching 6 (50) Debbie’s Dream Foundation: Curing Stomach Cancer. This study was sponsored by Merck KGaA, Darmstadt, Germany.
. , . Medical writing support was provided by ClinicalThinking Inc, Hamilton, NJ USA and funded by Merck KGaA, Darmstadt
1 ) ) ) )
R E S U LT S :lll u:l quukaY when ela:mg 1120((1803;) Germany, and Pfizer Inc, New York, NY, USA.
rouble enjoying meals
Takes a long time to complete meals’ 8 (67)
Patient population Dry mouth 6 (50) DISCLOSURES
Eligibl tients (N=12) had self ted table. | v ad g Food and drink taste different 7 (98)
o Igible patients (N= ad self-reported unresectable, locally advanced or — R | | | - | |
metastatic GC/GEJC (Table 3) Tro_”b'_e eating '"_fm"t of others’ 463 SM’s institution receives payments for research that is conducted in collaboration with pharmaceutical companies. SM owns
Thinking about iliness 12 (100) stocks in Pfizer, Inc. VP is an employee of EMD Serono, Inc., Billerica, Massachusetts, USA, a business of Merck KGaA,
— 4 patients were recruited through L&E Research, a qualitative research facility in Worried about low weight 8 (67) Darmstadt, Germany. SM, NH, and AG are employees of RTI-Health Solutions, Research Triangle Park, NC, USA.
Raleigh, NC, USA Feeling less atiractive 6 (50) Correspondence: S. Martin, smartin@rti.org
— 8 patients were recruited through a patient advocacy group, Debbie’s Dream Worried about health in future @2 Copies of this poster obtained through QR (Quick Response)
Foundation: Curing Stomach Cancer Hair loss 11 (92) code are for personal use only and may not be reproduced
' Upset by hair loss 5 (42) without written permission of the authors.

—  =50% of study participants were diagnosed with GC/GEJC >1 year prior to
study; the remaining patients were diagnosed within the past 4 years (Table 3)  Classified within EORTC eating restriction subscale; * ltem applicable only to responders with hair loss.

ltems listed in order of questionnaire. Bold font denotes items endorsed by >65% of participants; * Classified within EORTC pain subscale;
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