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Introduction Resu Its Psychiatrists  Patients identified frequently occurring AEs, such as weight gain, low energy, somnolence/sedation, cognitive
S : : : : issues, and extrapyramidal symptoms as highly bothersome.

* Current treatment guidelines for the treatment of schizophrenia (SCH) suggest that the adverse events Study Population * All 4 psychiatrists selected metabolic syndrome, weight gain, and reduced sexual desire/performance as the top 3 o Py .Y P 5 . ! . . . | |
(AEs) associated with antipsychotic (AP) drugs are an important consideration in management of clinically important AEs associated with AAPs (Table 4). — Psychiatrists also recognized the AE of weight gain as frequently occurring, clinically important, and highly
the disease 1 Patients  Psychiatrists rated weight gain (100%) and reduced sexual desire/performance, extrapyramidal symptoms, akathisia, bothersome to patients.

» Clinicians need to individualize and modify AP treatment regimens based on the patient’s response to * Of the 17 total patients with SCH, 64.7 % (n=11) were male (Table 1). and hormonal effects (50% for all) as most bothersome to patients. * Patients rated low energy, somnolence/sedation, and cognitive issues as highly bothersome, whereas these AEs
and tolerability of the agents.? Table 1. Characteristics of Patients With SCH Reported at Screening Table 3. Most Frequent (>30%), Bothersome, and Most Bothersome AEs Associated With AAPs Reported by Patients were not rated as highly bothersome by psychiatrists.

+ Although atypical APs (AAPs; also known as second-generation antipsychotics) are generally associated Characteristic Patients N=17 (%) With SCH (N=17) o legerences be}tlween pafle;lfts with (81CH ?nd pSYCh;(atIﬁ'St'S were also found for AEs of reduced sexual desire or
with a decreased risk of some AEs (eg, extrapyramidal symptoms and tardive dyskinesia) compared with Sex, n (%) Patients per Orménce.t, O.rmOI.lé effects, and rest €SSI‘1€S.S/?1 at 1.s1a. | |
first-generation drugs, they are still associated with a number of AEs, including weight gain and sexual Male 11 (64.7) Most - Psychiatrists identified these AEs as both clinically important and highly bothersome to patients, although
dysfunction.*S Female 6 (35.3) Frequent Bothersome Bothersome these AEs were not rated as highly bothersome by patients.

| AE n (%) n (%) n (%) » | |
» AEs associated with AAP drugs can be highly burdensome to patients, and negatively affect drug therapy Age,y _ = = Tab_le 5. ngmary of Frequen_t, B_othersome, and Clinically Important AEs Associated With AAPs Reported by
dh 11 tients’ f well-bei d litv of life 4 Mean (range) 45.5 (225-99) Weight changes 16 (94.1) Patients With SCH and Psychiatrists
adNEeTence, as well as patients sense oI well-being and quality or LIe. Race/ethnicity,* n (%) Weight gain and/or increased appetite 16 (94.1) 12 (70.6) 7 (41.2) —— Hiohl Clinicall

* Recognition of the importance of incorporating the patient perspective is increasing. For example, the U.S. White 9 (52.9) Weight loss and/or decreased appetite 4 (23.5) 0 (0.0) 0 (0.0) 0 cc?u rin g¥ Both egr o Oy me? Importa n¥§
Food and Drug Administration recognized that patients can and should bring their own evaluation to the R raarlesr 8 (47.1) Low energy 14 (82.4) 12 (70.6) 6 (35.3) . : — : — —
benefit-risk profile” | | | - Extrapyramidal symptoms 13 (76.5) 10 (58.8) 2 (11.8) AEs Patients Psychiatrists Patients Psychiatrists Psychiatrists

che P - Hispanic/Latino 1 (5.9) | ' ' ' Weight gain and/or increased appetite X X X X X

* Further information is needed about the overall tolerability of AAPs, including the occurrence and patient- Mixed race 1 (5.9) Somnolence/ sedatlon. | | 12(70.6) - _ Low energy X X X
perceived burden of specific AEs. AAP Medication, n (%)" Current Past Year Need .to §Ieep/ SRCESSIVE sleep/excessive sleepiness 11(64.7) 6 (35.3) 1 (5.9) Somnolence/sedation X X X

Objective Olanzapine 4 (23.5) 6 (35.3) Anxiety 11 (64.7) 3(4r.1) 6 (33.3) Extrapyramidal symptoms X X X X

Aripiprazole 2 (11.8) 3 (17.6) Mental anxiety 7 (41.2) 6 (35.3) 6 (35.3) Anxiety X
 The objective of this qualitative study was to determine the perceived burden of AEs associated with AAP Ouetiapine 2 (11.8) 2 (11.8) Physical anxiety 4 (23.5) 4 (23.5) 2 (11.8) Mental anxiety | X
medications among patients with SCH or schizoaffective disorder and psychiatrists. Lurasidone 2 (11.8) 3 (17.6) Social anxiety 1(5.9) 0 (0.0) 1(5.9) Reduced sexual desire or performance R R R

Clozapine > (11.8) 3 (17.6) Cognitive issues 10 (58.8) 6 (35.3) 3 (17.6) ncreased SCH positive symptoms | X

Methods e e é) - (17.6) Sexual function 10 (58.8) . . Hormonal (eg, galact_orrhea, gynecomastia) X X
Paliperidone 1 (5.9) 1 é) Increased sexual desire/activities 2 (11.8) 159 1(5.9) AZI?’SJ:\?SSZZTZ{]?'EaStZIﬁ;i'C AE=adverse event; SCH=schizophrenia or schizoaffective disorder : :

' | | | R | desi f 47.1 4 (23. 2 (11. —aLypl PSYCROTEC AE=adV Ve, SLA=SCHIZ ! o e d '
StUdy D33|gn Fluphenazine 1(5.9) 1(5.9) Incergggigl Zixl_llja oieitsi\l/ree/sp;r (z(r)rr?]ince 2 247 1; - E4i g; 4 223 553; *All AEs listed were reported by at least 1 patient with MDD but did not make the cutoff for most frequently reported,
* Individual interviews with patients with SCH and a focus group of psychiatrists were conducted. Asenapine 1 (5.9) 0 (0.0) Anticholiners pl rod d ymp — 1' 5 ' ' most bothersome, or most clinically important as defined by this table
. AAP=atypical antipsychotic; SCH=schizophrenia or schizoaffective disorder. nticholinergic-related dryness (41.2) - - "By overall frequency of reporting by patients or identified as frequently occurring by psychiatrists.
StUdy Populatlon *Participants could report 21 race/ethnicity. Dry eyes 1(5.9) 0(0.0) 0(0.0) *AE reported as bothersome by >30% of patients or as most bothersome by >20% of patients, and as most
. o . . . "Because participants could report >1 AAP medication, total percentage exceeds 100%. Each generic name may include >1 brand name Dry mouth 6 (35.3) 5(29.4) 3(17.6) At - |

* Patients =18 years of age who self—reported a ChﬂlClan-prOVIded dlagnOSIS of SCH and used >1 AAP and/or different formulations. Current indicates ongoing at the time of the study, recent indicates having taken within the past year, but not taking N » ' ' ' bothersome by 2 of the 4 psychatrists.

medication (currently or in the past year) and reported =1 AEs associated with an AAP medication at the time of the study. 2Ty SHIN 0(0.0) 0(0.0) 0(0.0) SRated only by psychiatrists; AEs identified as clinically important by 2 of 4 psychiatrists.
. Th d lat; ted of simil : £ whi 9. 5799 d Afr A : —8: 47 1% Visual problems 7 (41.2) 4 (23.9) 2 (11.8)

e Practicing psychiatrists who provide and prescribe direct care to adult outpatients with SCH and regularly e study population consisted of similar proportions of whites (n=9; 52.9%) and African Americans (n=8; 47.1%). INSoMNia 6 (35.3) 5 (29.4) 2 (11.8) -
prescribed >1 of the AAP medications to treat these patients * Risperidone and olanzapine were the most frequent AAPs in current use (23.5% for each). Restlessness/akathisia 6 (35.3) 3 (17.6) 3 (17.6) COIIC'IISIOIIS

Data Collection Psychiatrists AAP=atypical antipsychotic; AE=adverse event; SCH=schizophrenia or schizoaffective disorder. o Data from patients with SCH suggest that frequently occurring AEs associated with AAPs are

» Information regarding AEs associated with AAPs was collected from patients with SCH during 45-minute * Psychiatrists (N=4) had a mean of 21.5 years in practice and treated a mean of 301 adults with SCH in the past year. Table 4. AEs Associated With AAPs Reported by Psychiatrists (N=4) also considered bothersome.
individual interviews and from psychiatrists during a 90-minute focus group. * The types and use rates of AAPs are listed in Table 2. Clinically Most Clinically  Most Bothersome * The AE of weight gain was recognized as frequently occurring and bothersome by both patients

Important Important to Patients with SCH and psychiatrists.

* A semistructured guide and targeted questions were used in both populations to elicit feedback. Table 2. Brief Profile of Psychiatrists Reported at Screening n (%)
()] ) o o o o o
» Information collected from patients included Characteristic Psychiatrists (N=4) Metabolic syndrome 4 (100) 4 (100) N/ AK » Ratings for bother for other AEs suggested a disparity between patients and psychiatrists.
- Exhaustive list of AEs experienced (via both spontaneous reporting and specific interviewer probes) Mean years in practice (range) 21.5(10-35) Weight gain 4 (100) 2 (50.0) 4 (100) — Cognitive issues, somnolence/sedation, and low energy were reported as very bothersome
. . . ) .
— Frequency of each reported AE AAP medications regularly prescribed,™ n (%) Reduced sexual desire or performance 4 (100) 1 (25.0) 2 (50.0) by patients with SCH.
Quetiapine 4 (100.0) : . . . .
— Levels of bother for each AE (rank ordered by the individual participants with 1 = most bothersome, Aripiprazole 4 (100.0) Neutropenia | 3 (72.0) 3 (75.0) 1(25.0) — Physicians perceived reduced sexual desire or performance, hormonal effects,
2 = next most bothersome, etc.) o Hyperglycemia 3 (75.0) 2 (50.0) 0(0.0) and restlessness/akathisia to be more bothersome.
’ Risperidone 4 (100.0) Extrapyramidal symptoms 3 (75.0) 1 (25.0) 2 (50.0)
* Information collected from psychiatrists included Olanzapine 4 (100.0) Hyperlipidemia 3 (75.0) 1 (25.0) 0 (0.0)  Information generated regarding the burden of AEs associated with AAPs can be useful for the
— Exhaustive list of AEs based on personal observations and patient report (by both spontaneous Lurasidone 4 (100.0) Akathisia 3 (75.0) 0 (0.0) 2 (50.0) development of tools to assess the overall tolerability of these agents.
elicitation and specific interviewer probes) Ziprasidone 4 (100.0) QT prolongation 2 (50.0) 2 (50.0) 0 (0.0) Acknowledements
- Most and least frequently occurring AEs (from their perspectives) I(j)lcl).zapl.r;e 2 g:g; Seizures 2 (50.0) 1 (25.0) 1(25.0) e o o gth' t erived £ by Tumdbeck The suthore retained full indenendence in the conduct of
o . o . o . aliperidone _ Hormonal (eg. galactorrhea, gynecomastia 2 (50.0 0 (0.0 2 (50.0 e data reported on this poster were derived from surveys funded by Lundbeck. The authors retained full independence in the conduct o
— Clinically important AEs (rank ordered by each physician with 1 = most clinically important, A : 2 (50.0 . (€€, & &Y ) ( ) (0.9 ( ) this research, and received editorial and printing assistance from CHC Group (North Wales, PA), which was supported by Lundbeck LLC.
B . . senapine (20.0) Hypotension 2 (50.0) 0 (0.0) 1 (25.0)
2 = next most clinically important, etc.) . . . e
. . . . o . Adult outpatients with SCH treated in past year’ Cognitive issues 2 (50.0) 0 (0.0) 1 (25.0)
— Levels of Pa.tlent—percelved bother (from their perspectives) for each clinically important AE (rated by Mean, (range) 301 (25-1000) Bielaeiae 1 (25.0) 1 (25.0) 1 (25.0) References
each physician 0 = no bother to 10 = extremely bothered) % using AAPs, mean (range) 56.8 (10-80) Hypertension 1 (25.0) 1 (25.0) 0 (0.0) 1. Barnes TR. J Psychopharmacol. 2011;25(5):567-620.
Analysis AAP=antipsychotic; SCH=schizophrenia or schizoaffective disorder. _ow energy 1 (25.0) 0 (0.0) 1 (25.0) 2. Lehman AF, etal. Am ] Psychiatry. 2004;161(2 suppl):1-56. | o |
*Psychiatrists could report >1 AAP medication. Each generic name may include >1 brand name and/or different Depressive symptoms 1 (25.0) 0 (0.0) 0 (0.0) 3. National Collaborating Centre for Mental Health. Psychosis and schizophrenia in adults: treatment and management. Available at: https://
» Standard qualitative analysis methods were used to identify, characterize, and summarize patterns found in formulations. -lat/restricted affect 1 (25.0) 0 (0.0) 0 (0.0) www.nice.org.uk/guidance/cgl78/evidence/cgl78-psychosis-and-schizophrenia-in-adults-full-guideline3. Accessed August 28, 2015.
the data collected from the patients and psychiatrists. - | | | 4. Pakpoor ] and Agius M. Psychiatr Danub. 2014;26(suppl 1):273-284.
: : .. : Adverse Events Somnolence/sedation 1 (25.0) 0(0.9) 0(0.9) 5.  Ucok A and Gaebel W. World Psychiatry. 2008;7(1):58-62
* An AE codebook was developed to ensure consistency in organizing and coding the reported AEs. Each AAP=atypical antipsychotic. 6' L amnbert M. et al. Fur .Psychiatry 2004.15 (7).41’5_42'2 '
reported AE was independently coded by 2 project team members. Patients *Reported as N/A because it was not specifically mentioned by psychiatrists as bothersome to patients although they did 7. U.S. Department of Health and Human Services Food and Drug Administration. Patient Preference Information -
* Analysis of the “top 3” rankings was performed using the rankings and scores for the most bothersome *  Weight changes (n=16; 94.1%), low energy (n=14; 82.4%), and extrapyramidal symptoms (n=13; 76.5%) were reference other symptoms. Submission, Review in PMAs, HDE Applications, and De Novo Requests, and Inclusion in Device Labeling: Draft
AEs (i.e., AEs ranked 1-3 by patients or rated 8-10 by psychiatrists) and ratings for clinical importance (i.e., the most frequently reported AEs (Table 3). Comparison of Patient and Psychiatrist Results Guidance for Industry, Food and Drug Administration Staff, and Other Stakeholders. Accessed 2015, September 4.

* Descriptive statistics were used as appropriate for the AE codes and rankings/ratings. e Weight gain was reported as the most bothersome AE (41.2%). of AEs associated with AAPs. or visit posters.c-pubs.com/PSY15550.3002




