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What is a Patient Reported Outcome?

e Symptoms, functional status, and perceptions of health-related quality of
life as reported directly by the patient without interpretation by clinicians

— assess the severity of symptoms and the interference with daily
living caused by these symptoms.

Measured by a variety of scales
— Vary by domains included, number of questions, time frame, Likert
scale (1-5 vs 1-10)
— Vary by specificity — general to disease/treatment specific
— Validation

How to capture?
— Paper survey vs electronic questionnaire

Research vs Clinical Care
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Review of PRO in Hematopoietic Cell Transplant

Table 1. Measures wsed in 114 HREQoL studies in HCT jlexduding those wed in only ane study]
Form Mo of Mulidimeansional ws Mineries o Ay Target Question fype
shurfies Nmited diomain complele popubtibn
FACT-BMT (TON 28 ] 5-10 F.R HCT 47 jordinal scale)
EORTC QLO-C30 26 Lt 10 L {F in scademic) Cancer 30 win oo ondiinal
FE- 1
5F-36 26 %] 5-10 L {F for academic] Healthy/patient 36 win or ordinal
sl
HADS {Hospital Ansiety and Depression 7 LD 2-5 F Patient 14 jordinal scals)
Scale)
SIF {Sick ness Impsct Praofile) [ 7] 20-30 F for non-funded  Patient 136 {oufinal
shusiies =101
Study-specificlocsl questionnaine 5 NA NA NA NA
Chronic GvHD Symptom Scake q ] 5 F GvHD 30 jordinal scale)
OO {City of Hope] -00L {BMT) 4 7] 10=-20 F HC T/ cansoer 41/84 ivems by
interview
ACT-& q ] 5-10 F.R Cancer 28 jordinal scale)
POMS (5F) {profile of mood state) 4 LD -7 P Psychistry’ 65 (30 {ordinal
paychokegy saale]
SLDE-C {BMT) —5Satisfaction with Life q LD <10 HCT 18 {faces)
Dvom sines. Sicale for Cancer
5F-12 4 M < 3 L {F for academic] |[Healthy/patient 12 yin or ondinal
saalle
Center for Epidemiclegical Studies {CES)-D q LD 5-10 F Healthy 210 jorcfiineal)
(Despare s ion)
FACIT {-5 i tusal) 3 LD 5-10 F.R Cancer/chronic 12 jordinal scalle)
iillness
BN {Becks Despression Inventory) 3 LD 5-10 P Psychistry’ 21 jordinal scalks)
paychokegy
RSOL fRotterdam Symptom Ohecklist) 3 L] a F Cancer 39 jordinal scale)
Sympiom Checkdist-90 jrevised) 3 7] 12-15 P Heslthy =13 90 jordinal scals)
Spielberger State Anciety Scale {subscale) 3 LD 10 P Patient 420 jordinal
s )
Cincer Rehabilitation Evalustion System 2 %] 10-34 F Cancer 59/139 {ordinal
A RES-5F) EE-1]
HHP Hotfingham Health Profile) 2 ] 10-15 Healthy/patient 38 win
HCoL index 2 7] 10 R, F iin academic 6 jordinal scals)
EO-SD (VR 5] 2 LD 1=2 R P Heaslthy/patient 5 {Visual analog)
B0 {Symptom Disteess Scale) 2 LD -1 Permission ganted Cancer 13 jordinal scalle]
N neguest
HAP (Human Activity Prafile) 2 LD 5=7 F iin academic CoPD G4
EORTC QLO-HID 2 2 MD L iF in scademic] Cancer 29 jordinal scalke)
{Revised) Fiper Fafique Scale 2 LD < 2 F Cancer 27 {1=10, 4 open
endad)
Caoping Res ponses Inventory 2 LD 10-15 P He althy 48 jordinal scale)
Intenpersonal Support Evalustion List=5hart 2 LD L iF in academic]  Healthy 12/80/48 jordinal
Fowrm (5EL-5F) i )
Abbrevistions: F=free GuHD =graft verses host disesse HOT=hematopoietic csll transplantation; L=requires cense; LD=limited domain; M= multi-
dimendonal n= ng MA =not applicable; P =payment requined; R=register; y =pes

Shaw. BMT (2016) 51, 1173-1179
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PATIENT-REPORTED OUTCOMES VERSION OF THE COMMON TERMINOLOGY
CRITERIA FOR ADVERSE EVENTS (PRO-CTCAE™) ITEM LIBRARY (Version 1.0)
FACT-BMT (Version 4) Cardio/Circulatory
Dry mouth & Swelling Fsi Mumbness & tingling Sl Insomnia 3 Achieve and 5
. R R R . R Difficulty swallowing 5 Heart palpitations Fs Dizziness S Fatigue sl mai"_'hi" E'_Enim
Y% % Below is a list of statements that other people with your illness have said are important. Please circle Mouth/throst sores S1 EJ""E“‘_J”_ F
or mark one number per line to indicate your response as it applies to the past 7 days. Cracking at the Visual/Percaptial Decreased ibido. 3
comers of the mouth S Rash P Blurred vision s Anxious FS1 Delayed argasm P
(cheilosis/cheilitis) Skin dryness s Flashing lights P Discouraged Fsl U"E:":::":'a‘* p
Voice quality Sad Esi
Not  Alittle Some- Quite Very e a2 s S Ml flosters > Pain w/sexual
PHYSICAL WELL-BEING atall bit what abit much Hoarsemess < Hair loss 3 Watery eyes El intercourse =
— ltching 5 Ringing in ears 5
Gastrointestinal Hives P Gynecologic/Urinary Miscellaneous
Taste chi 5 ¥ ., Irregular Breast swelling and
art T have a lack of energy 0 1 2 3 4 DE::: » :':;m a :':':':.:: 5 Attention/Memory periodsfvaginal P tenderness J
Nausea s Mail loss P b Lo Sl e Bruising e
Gl Missed expected ;
o Thave 0 1 2 3 4 Vomiting Fs Nail ridging P Memery ! menstrual period F (L= B
x . . Increased sweating Fs
@ | Because of my physical condition, I have trouble HE:‘h"m F: L v:! 'T:: :c:': : Decreased sweating]|| P
meeting the needs of my family 0 1 2 3 4 * e 4 Soncinshy £ L Hot flashes FS
ity = sunlight seadathe sl painful urination S R -
. ) Bed/pressure sores P ) i F osebles
e | Thave pain 0 1 2 3 4 Cﬂ::”":n F: datonskn Musclepsin  Fsl Uﬂ:’;;”ﬁ“ss:::v o e p—
perti reaction Joint pain Fsl Change in usual injection site
ars | [am bothered by side effects of treatment.._______._.___. 0 1 2 3 4 Diarrhez F Skin darkening P e color P Body odor 5
Abdominal pain Fsl o -
Stretch marks P Urinary incontinence  FI
are 1 feel ill 0 1 2 3 4 Fecal incontinence Fl
o Respiratory
7| lam forced to spend time inbed............ 0 1 2 3 4 Shortness of breath 51 T I
CuugP s g& W F: Frequency I: Interference
Wheeing S e INSTITUTE
Hi — 5: Severity P: Presence/Absence /Amount

*HealthMeasures.net/PROMIS **McQuellon BMT 1997 ***Cleeland Cancer 2000
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What does the data look like? -- MSK Engage
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Conclusions:

CAR T-cell PRO are still in development and too
early to mandate

 PROs are important to capture and study both in the clinical trial and
commercial product setting

e Which measure, at what timepoints, and duration of assessments remain
active questions

* How to account for bias due to inability to respond because of medical
issues at the time not determined

e Interventions inreal time vs collecting data only potentially limit
feasibility

e Use of technology may allow for more robust collection, but limit to
centers with these capabilities.
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