Supporting Information: Identifying patient-centered outcomes

Additional file 2: Patient and clinician co-investigator survey

MUDS Team,
In anticipation of our Investigators meeting. we would llk2 to get a betler idea of what the team thinks are the most Important ouicomes for

gaoapentin and guetiapine.
Ag 3@ stanling point, we have created a list of outcomes Mhatl we think may be Important io patlents related to these medications.

Pleas2 let us know how Important you think these outcomes are and add In new patlient-centerad outcomes at the bottom.

Thanks,

Evan and the MUDS team

1. Please rate the importance of analyzing each outcome in the gabapentin analyses,
when data is available, during the MUDS study.

Possloly analyze,

Definltely Eometimes Definiely do Do net
0 nol
analyze, very Important to  MOT analyze, not
ungersiand or
Important to patlents ar Impaortant to
know what this Is
patlents Important to patlents
some patlents

Mumber of responders (participants reporting clinically important
reduction In dally pain Intensity)

O
O

Change In pain Intensity (mean difference from baseline)
Serpus adverse evenis (number of each event)

Mumaer of pariicipants with self-reported Improvement
Mumber of participanis with cliniclan-rporied Improvement
Dieprasshn (saitreporizd)

Anxlety (seifveporsd)

Paln affect (Short Form-Mc Gl Paln Questionnalre)

Sleep Interferencas (dally rating)

Health-related quality of life

Discontinuation for any reason t:ﬂl.lﬂ'll]El of Pﬂ'"l:“}aﬂ‘li whio discontinuad
the drug)

Participants experiencing one or more slde efMects (numoer of
participants)

Discontinuation because of side effects (numoer of panticipants)
Harm:beneflt analysis

Cognitive dysfuncilon

Mamory Impalrmant

Fatiqus

Vertigo

Dizziness

Mausea

Constipation

Vomiting
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Paln Intarferenca

—
g

Physizal activity
Sleap

Emaotional functioning/moad

Sleep Interference scores/sleep dificulties

Quallty of Iife dally paln score measured on an 11-point Likert scale

O0000C

Paln severlty scone

Maan total SF-MPQ paln Scores
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DizZziness O
Fomnolence O
Confuslon O

List Imponant outcomes that are Impontant to patiants migsing from the above list. Only list the Itams that you T2el should DEFINITELY be
analyzed.
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2. Please rate the importance of analyzing each outcome in the quetiapine analyses, when
data is available, during the MUDS study.

Possiply analyze,
Definitely sometmes Definitely do

D not
analyze, ve Important to  NOT analyze, not
¥ " F ¥ understand or
Impartant to patlents or Impartant to
know what this s
patlents Important to patlents

some patlents

Mumber of responders (parficipants reporting clinieally important
reduction In depression rating)

Change In depression (mean diferance from basalina)

Discontinuation for any reason {numosr of panicipanis who discontnusd
the arng)

‘Ferious adverse evenis (number of each event)

MNumber of ramitbars -:FEI'H(HFIHMB scnﬂng beliow tha cut-off far 3 clinleal
eplsode]

Functioning {mean scone on the Global Assessment of Funclloning scale)
Health-related quallty of life

Change In anxiety (mean difference Tom baseling on a valldated scale)
Hospitalization (nUMber of panicipants hospitalizea)

Sulglde

Participants experiencing one or mare slde effects (number of
participants)

Discontinuation because of side effects (number of pariicipants)

Specifc side eMacts (MUmber of each slde eMect organized using standard
ciassicatons)

Change In fasiing glucose level
Change In triglycerniges
Diabetes

Change In welght

Cardlovascular effects (change In @Tc Interval duration, Incigance of
ormostatic nypatension)

Extrapyramidal sympioms (1ardive dyskinesia, dysionia, akatnisia)
Farticlpants experiencing any extrapyramidal sympioms

Mean score for measures of extrapyramidal symptoms (e.g. Abnomal
Involuntary Movement Scale, Condensed User's Scale, SImpson-Angus
Scale, Bames Akathesla Rating Scale, or similar scale)
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Mean change In s2rum prolactin levels

Hematologlc effects [INcienc of AbS0IUte NEUtTophl COUNt (ANC) <
100/l {count datairate)

Weight gain
Sympioms related to daytime drowsiness

Loss of energy
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Inabllity to concentrate

List Important outcomes that are Important to patlents missing from the abowve list. Only list the ems that you feel should DEFINITELY be
analyzed.
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3. If you are aware of any publications that have identified outcomes that are important to

patients with pain, bipolar disorder, gabapentin or quetiapine, please paste the citations
below.

* 4. Please enter your initials below so we know who has completed the survey.

If you have questlons about the survey contact Susle at shuifle 1 @jhml_edu

Thanks!
Evan and the MUDS team




