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Most participants were satisfied or very satisfied with
study treatment, driven by perceived symptom and
HRQoL improvements

Background Methods

o Sjogren’s disease (SjD) is a chronic, progressive autoimmune disease characterized by a heterogeneous range of symptoms and manifestations' Study Design Open-ended questions and Figure 1. DAHLIAS Clinical Trial and Exit Interview Sub-Study
probes explored:

Qualitative exit interviews provided rich insights into the

e Commonly experienced symptoms include mouth dryness, eye dryness, fatigue, joint pain, and vaginal dryness, which may substantially affect patients’ health-related e All enrolled participants of the Phase 2 Exit interview Special circumstances participant experience of SjD overall, in addition to their
. . 1o g .. . o ! ecial circum . o .

quality of life (HRQ?L) | | | S | o o - | | | EhAHL'AItQ’t Stt.”dy g t"“”Fed tg.part'c;pate g S#D symptoms and symptom 24-week blinded treatment period window  interview window experience of the DAHLIAS clinical trial and study treatment
o Patients may experience impacts across multiple domains of daily life, including physical functioning, activities of daily living (ADL), emotional and social well-being, work, e qualitative exit interview (Figure 1) changes

and overall HRQoL?? e Interviews were conducted within 2 weeks — Impact on daily life/HRQoL ® ® o ® o This research adds to the body of evidence regarding the
» Despite the substantial burden associated with SjD, there remains a high unmet need for new treatment options'? arter the Weel:\Zéclrend—of—tredatmelnt visit; - Treatment experience and ‘ | . | a | ‘ symptoms, functional impacts, and HRQoL impacts of

, , , , , , participants who discontinued early were : :

» The Phase 2 DAHLIAS study (NCT04968912) was a multicenter, randomized, placebo-controlled, double-blind study evaluating the efficacy and safety of nipocalimab, eligible after Week 2 satlsf.actlon | Consent  Week 2 (Participants who discontinued early were eligible for Week 24 Week 30 individuals living with SjD, providing qualitative insights from

a treatment being developed for SjD e Thematic analysis was conducted visit visit interview after Week 2 visit (EOT) visit safety visit

— In special circumstances, interviews were
conducted up to Week 30 safety visit

— Participants were randomly assigned 1:1:1 to receive intravenous nipocalimab at 5 mg/kg or 15 mg/kg or placebo* using NVivo v1.6 by 3 qualitative a subset of clinical trial participants

Within_trial qualitat " . ducted. in ali h | ¥ - 4 drug devel . . researchers independent of the Up to 2 weeks, but ~ Up to Week 30 visit .« ye . . .
e Within-trial qualitative exit interviews were conducted, in alignment with regulatory guidance on patient-focused drug development, to assess patient experience o One-to-one, semi-structured interviews of up clinical trial. a]sctso%askpgjsip/i for tho;s?htho didllzot Findings identify frequently reported symptoms and impacts
. after Wee VISI meet the 2-wee o o o
Ob t. to 60 minutes ":’ereﬁonducted, eohone Participants and researchers were window due to illness, that are most salient to the patient experience and can be used
In participants’ local language via telephone blinded to treatment assianment scheduling conflicts, etc. o o . o o o
JCCUIVES telaconfarence: interviews ware audic g | S | . I | to better contextualize and inform clinical trial endpoints
ded ibed bati d Figure adapted from the DAHLIAS clinical trial and exit interview sub-study materials. “One participant completed an interview but discontinued the trial early.
To assess patient experience with treatment, satisfaction with treatment, and experience of change in symptoms or impacts over the course of the phase 2 recorded, transcribed verbatim, an EOT=end of treatment, HRQoL=health-related quality of life, SiD=Sjégren’s disease.
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DAHLIAS trial translated into English when required

Results

° ° o o o o o ° L ot e e o 9 ° ° ° ° ° o °
Exit interview participant profile Participant-reported SD symptoms Symptoms participants considered important to change and Participants’ reported overall level of satisfaction Improvements in HRQolL Qualitative context for treatment satisfaction
symptoms daffected by daily life and HRQoL
e 0Of163 DAHLIAS participants, 49 (30.1%) completed the exit e A broad and heterogeneous symptom burden was reported, with 25 SjD o 73.5% of participants were Figure 6. Participants’ reported e Improvements in symptoms were associated with beneficial impacts e Treatment satisfaction was driven by perceived improvements in
interview symptoms identified across interviews (Figure 2) Symptoms considered most important to change satisfied or very satisfied with overall level of satisfaction® across key HRQoL domains, including physical, social, and emotional symptoms, HRQoL, energy, and daily functioning, whereas dissatisfaction
e At baseline, 57.1% had moderate and 34.7% had severe SjD e Five core SjD symptoms emerged as the most frequently reported: mouth e Participants mostly prioritized core SjD symptoms as key targets for the study drug (Figure 6) well-being (Figure 8) reflected limited or absent improvement and ongoing symptoms or
Table 1 dryness, eye dryness, fatigue, joint pain, and vaginal dryness (Figure 2 improvement. highlighting the importance of patient-repor riorities when : : : : : .. treatment burden (Figure 9)
( ) y ye ary Jgue, joint p J y (Fig ) provement, highlighting the importance of patient-reported prioritieg yhy o Perceived treatment . Figure 8. Improvements in HRQoL by interview participants
, , o o ) E o tod SID . N=45 evaluating treatment benefit (Figure 4) effectiveness was the key driver o 0. Particioant d - bt lovel of satisfact
. igure <. rrequency or participant-reporte symptoms (IN= . . . . . . . . . . . .
Taloi:lfe.1 D(-’Jcmograplhlf. and b.:e.;e:me .char?cterlstlcs 0 9 “q yorp P P J© symp ( ) e Overall improvement in SjD was meaningful to participants, with benefits of satisfaction, with efficacy Total**, n=33 (100.0%) Igure 9. Farticipant description ot their ievel ot satistaction
participants compieting exit Interviews Most  { Mouth dryness reflected in reduced symptom burden, fewer limitations in daily functioning, described in terms of improved Dhveical Imorovermente . Sence of hone or
frequentl Fatigue and better emotional well-being symptoms and HRQoL (Figure 7) ’ ’ -R' satisfactionp n=4 (12:1%) @ Satisfaction rating™ Total reporting, N=49 Exemplary participant quotes
Total interview sample SID Ssmpmm; Eyj O!rin:S'S The bi d f e Cervaay e N D
f ot e . . . o e biggest advantage o and functionin n=33 (100.0%)
Characteristics (N=49)  Vaginal dryness Figure 4. Most important symptoms that participants wanted to change as 99 AN ’ &6 [The study drug gave me the] realization that T L
" . Skin dryness 16 It of t t tab the StUdy drug was percelved &€ It was that | could do more around my house, I want more and more is possible. That's already a T | foel better. My symptoms _ eve{ﬁn e i)t y aay ZAET “
£ Salivary gLand swelllnlng 16 d resuit or treatimen of ficacy while time burden I could, you know, do housework, do a few things, beniﬁt V|(/jalk/nlg Wals such an e'Xan]lqei but al;so as | S etter o it{A/ o {Cla COI:);p/,ete change in the . : n;e?oeint
- oint swellin 16 ’ iofi sl iofi ; ; ; ; mentioned earlier planning, going to fitness classes ’
Age, years, mean (SD) 48.6 (11.08) o Vusole pain ” Mouth dryness 13 tad with g th B Very satisfied Satisfied M Not satisfied youknow, in my yard, and things ke that without o o | foel better. My quality of e g
Iy N Eye dryness 11 aSSOocClated wi recel\”ng € 59 )) life is better. 3y life in an unimpacted way,.
2 Headache/Migraine 12 . . Partici ; to th i oL I 9
emperature dysrequlation igu ‘Participant responses to the questions ‘How would
Sex, female, n (%) 46 (939) o Impmunte sy:tyem fur:cttion g Joli::ttp?ai: 7 © SFUdy dru.g was identified as the you desf)cribe yolZ/r overall /eve/qof satisfaction with the Feeling better or “...there were some
Cough 6 % General pain 5 blggest disadva ntage study d]gu%’? l\fry fs)alz;’sﬁed, satisb]ZecZ} njt satisfied or very et e o [l n=27 (81.8%) Fewer health-related complications ﬁ » minor effects. 4,
o Brain fog 6 - eneral drvness unsatisfied’. *As the data were blinded, participants may =10 (30.3%) 1. 1 L 1
Country’ n (/0) Nasal dryness a g Sanvarfglan g Ii:fgction 2 have received the placebo or active treatment. E& Yes, the difference is that | feel better. | am il ) l:/'i’zhaiitgg"; \:zr{ hl;ap 4 Z/V:IIII,OII{ (;Z!ZZ gfﬁv?ﬁigv;izgs I'had some
. in- . rogress.
Hair I?SS 4 2 Swollen glands 1 P EE B 0 )) bé ...before the study, well before these two studies point where | would say, and, you know, symptoms that pred 7
Poland 23 (4 69) Allergies 4 | | | | | | | | | | 7} Brain fog 1 DN —— | averaged 4-5 times a year | had laryngitis. At the if there was this they didn't even ask me about...
0 0 20 30 20 0 50 0 80 90 100 Muscle pain ] Less need for moment | haven’t had one at all for a year a half. T n;edicini, if it v;erhe on Um, you I.(now}wiillz t?: " (e
. . o . . 1 — 0 rogression... jor that to like -
United States 16 (327) Percentage of Participants Experiencing Symptoms | Cough 1 . o . . o disease management n=17 (51.5%) ia?dfn‘g; if;:’;/ all;t?cl) gasgilcally el it Eceztl;r:::zfer;; l]t:zfl{]r‘)il;/g: ﬂ?naec,llzgt the
SjD=Sjégren’s disease. Vaginal dryness ! Figure 7. Participants’ reported overall level of satisfaction with individual k6 | would say this | used drops a ot and then during . | o take this?; | would say and actually have been able to block off an entire Wednesday was
Germany O (1 0'2) ’ i ! N g f Parti i t ° “ “ symptom change /t s?as}?ézyti 5;2 gjllcésdczopposmcfnl;‘,\// tevgice a day sturn to normaiey n=5 (15.2%) xﬂ o AT fike repalrjoints that were SIS ”
e Improvement was the most commonly reported direction of change among Hmber of Farticipants . One drop every now and then. P Kecp taking it ety LS
. P - aParticioant Id d o) th “ ti tant” ch bTwentv-ni ticinant ked: t ticipants did not Because now, I'm able to perform better ...I feel more
Taiwan 2 (41) majority of the core symptoms (Figure 3) Particpants couddescrive moe han ol o} important”change:Twenty-ine prticpants were aked:two patcpants did ion : . - e saans s s oy i o “
ead. (14 AT IS ratner
. . oy o o o o Mouth dryness (n=28) 8 5 - ) Because it has just improved my quality of life.... If [ N\ complicated to take
France 2 (41 Figure 3. Change in symptoms reported by exit interview participants® - you have suffered from this disease, you would Ver Satisfied the medicine.
(4.1) Symptoms affected by daily life and HRQoL Eye dryness (1=25) o P T L e o ing satisﬁ); ; Satietiec 55
Mouth dryness (n=47) . \ . . . . . it bain (e HRQoL anything is a really big success. _ o o7
dapan 1 (20) Eye gfytr:geiz E:zjii ¢ SJD symptom improvements were associated with better phySIC8| functlonlng, Jomtpam ez 1- : v n=6 (18.2%) ‘Q?, Less interference in family or social life 000 i e VARN y
Joint pain (1=36) ADL, emotional/social well-being, work, and overall HRQoL (Figure 5) £ Vaginal dryness (n=9) n=16 (485%) (MR
1 1 1 o) Vaginal dryness (n=24) 4 oint swelling (n= €€
Basellne SJD Severlty, N (/O) Skin dryness (n=8) . . . E Joint sweling (n=4) ;;zrz)svglgzzze :)aljerall, &6 | noticed it at work, at times I have to talk a lot, also on the phone. It was more : ‘6 Not |
" Joint swelling (n=8) Flgure 5. Frequency of SjD related |mpacts «» Muscle pain (n=4) because it doesn’t hurt, fun again, | felt freer, | didn't have to arrange my appointments to ensure it .. | had the feeling in my case, it didn’t do what . e o
Mlld 2 (4 1) g Salivary gland Swe”in.g (n=8) 'c% and it makes a big would work. Afterwards I'd still fancy meeting people, or at late appointments ultimately it should have done. [..] I really had a lot of satisfied Because there [were] no
) = Muscle pain (n=7) i = i di hen livi | was happy to communicate, to talk v v n=13 (26.5%) changes, no improvement
g- Headache/Migraine (n=6) Ro' [% o) QO Skin dryness (n=3) B Very satified M;erggrcoenz p?inlzlon go it ’ 99 hope because | know for me and other patients who 70 1 did got,noticelir i '
M d 28 571 2 Temperature dysregulation (n=3) e : K - Salivary gland infection (n=3) . pain. This has been feel th,e Sam?’ A SIS LS - o improvement or cl{anges
O erate ( o ) .Qq Cough (n=3) 63 60/ 43 10/ 36 40/ 36 40/ Not satisfied very much apleasure. there is nothlng. T, ) T
@ Brain fog (n=3) 70 =849 s e s e Headache/Migraine (n=3) W Very unsatisfied Quality of life, the
Immune system function (n=3) Phvsical i ADL Phvsical f ioni | HRQoL Did not specify intensity of life 2
Severe 17 (3 47) Nasal dryneas (1=2) ysical impacts ysical functioning General HRQo Srain fog (1-2) . mproved Better mental or emotional health g ‘O} “ m back to maybe even worse than where | ‘@ -
Hair loss (n=2) m Improved A~ N1 (585%) began [after improving in the first 2.5 months R U G (RN Sal) SR S0
V 2 ( 4 1) Neuropathy (n=1) No change I:_-_-' + Tempature dysregulation (n=2) Y of the trial] because | can't see the difference. ’
ery severe . Rash (n=1) m Worsened | | | | | | | | can feel more confident about my appearance. -
y Tinnitus (n=1) —— 36.4% 31.8% 0 5 10 15 20 25 30 i
0 5 10 15 20 25 30 35 40 45 50 Impact on work Management of Emotional Social and Number of Participants s =
Number of Exit Interview Participants multiple medications leisure-related . . o . . .
“Overall, characteristics of participants who competed the exit interviews were largely representative P aTotal number of participants who discussed improved HRQoL. °Participants could indicate more than 1 type of HRQoL °As treatment allocation was blinded, it is unkown which participants received treatment versus placebo. "None of the
of the total DAHLIAS population®. SD=standard deviation, SjD=Sjégren’s disease. °Since the start of the trial. §jD=Sj6gren’s disease. ADL=activities of daily living, HRQoL=health-related quality of life, SiD=Sjégren’s disease. SjD=Sjégren’s disease. improvement. HRQoL=health-related quality of life. participants reported “Very Unsatisfied.”
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