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Why  PatientsLikeMe?  

1. Differentiated  from  other  patient  online  sites:  more  
structured  data  collection,  more  scientific  

2. PLM  has  over  30  peer-­‐reviewed  publications  
3.

online  patient-­‐centric  health  research  engine  
4.   
5. A  complementary  form  of  Real  World  Evidence  

(RWE)  

*  e.g.   -­‐
Medicine,  2010  



Why  Nausea?  

Frequent  complaint  of  PatientsLikeMe  
members  in  various  conditions  as  a  side  effect  
Poorly  
perspective  but  seems  highly  variable  
Pre-­‐clinical  animal  studies  are  poorly  
predictive  of  occurrence  in  humans  *  
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*  
British  Journal  of  Pharmacology,  2011  

  
*  
Toxicology  and  Pharmacology,  2000  



Pathways  to  Nausea  
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Study  segments  

Retrospective  
Data  

Extraction  &  
Analysis  

Prospective  
Data  

Collection  

Final  Data  
Analysis  &  
Reporting  



Correlation  between  PLM  N/V  Frequency  vs  
Drug  Label  Frequency    

A  moderate  correlation  is  seen  between  PLM  and  Drug  Label  side  effect  frequency  data      

R=  0.62  
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  Objectives  -­‐  Shape  of  Nausea  
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Nausea  can  be  characterised  by:  
Onset,  duration,  frequency,  

severity,  amelioration  



Survey  Instruments  and  Domains  
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Core  
Instruments  

Demographics  +  SF1  

Treatment  Satisfaction  (TSQM-­‐
II)  

Quality  of  Life  /  Health  State  
(EQ5D)  

Adherence  (Morisky  Scale)  

Illness  Perception  Questionnaire  

PRO-­‐CTCAE  7  Day  Nausea  /  
Vomiting  +  24hr  Screen  

Work  &  Productiviy  (WPAI:NV)  

(IF)  Current  
Nausea  
Cause  of  Nausea  (Meds,  
condition,  unknown)  

Severity  

Duration  

Onset  

Other  Symptoms  

Amelioration  

Nausea  Impact  (Osoba  NVQ5)  

  (IF)  Current  
Vomiting  
Cause  of  Vomiting  (Meds,  
condition,  unknown)  

Severity  

Duration  

Onset  

Other  Symptoms  

Amelioration  

Vomiting  Impact  (Osoba  NVQ5)  
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Study  segments  

Retrospective  
Data  

Extraction  &  
Analysis  
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Collection  
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Participant  Characteristics  (N=472)  

Sex:  
85%  Female  
15%  Male  

Do  you  experience  any  
medication  side  effects  at  all?  

79%  Yes  
18%  No  
3%  N/A  
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In  general,  would  you  say  your  
health  is:  
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Almost  
Constantly  

6%  

Frequently  
25%  

Occasionally  
35%  

Rarely  
15%  

Never  
19%  
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Which  medication  do  you  think  is  
causing  your  nausea?   
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5%  

5%  

6%  

7%  

8%  

16%  

13%  

16%  

24%  

Not  sure  

Corticosteroid  

Opioid  

Co-­‐Codamol  

NSAID  

Other  /  Misc  

Anti-­‐RA  Methotrexate  

Anti-­‐Fibromyalgia  Meds  

Anti-­‐Parkinsonian  Meds  



Does  Duration  of  Nausea  Vary  by  Medication  
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Chi-­‐Square  (df  10)  =  8.724,  p=0.558  (n.s.)  



Does  Onset  of  Nausea  Vary  by  Medication  Type?  (Q:  
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Chi-­‐Square  (df  10)  =  25.630,  p=0.004**  



Do  Co-­‐occurring  Symptoms  Vary  by  Medication  

what  other  symptoms  do  you  normally  
  



Chi Square (2 df) = 1.101, p=0.577 

Can  Nausea  caused  by  Different  Medication  be  Ameliorated  to  a  Different  
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N&V  Shape  Variable   Different  Pattern  Across  FM/PD/RA?  
Duration   YES  

Severity   NO  

Onset   YES  

Other  symptoms   MAYBE  

Amelioration   NO  

Note: Due to the low numbers of patients in each disease category, we 
recommend that these preliminary findings be validated in a larger sample 



Indication  of  
Treatment  

Duration  of  
Nausea  

Onset  of  
Nausea  

Co-­‐Occurring  
Symptoms  

Fibromyalgia   8  hours  a  day   Hours  after  
taking  it    

Lightheaded,  
Stomach  Pain  
(15%  none)  

Disease  
2  hours  a  day   Immediate  

after  taking  it  
Lightheaded,  
Stomach  Pain  
(20%  none)  

Rheumatoid  
Arthritis  

6  hours  a  day   Heterogeneous   Headaches,  
Lightheaded  
(0%  none)  

nausea?  
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Multivariate  Analysis  of  PLM  data  -­‐  towards  a  
better  understanding  of  patient  experience?  

Nausea  Severity  
None  
Mild  
Moderate  
Severe  
Very  Severe  

Principal  Component  1  

Pr
in
ci
pa
l  C
om

po
ne

nt
    2
  



How  PLM  &  AZ  Worked  Together  

Co-­‐Location,  F2F  collaborative  team  building  
Multi-­‐Disciplinary  Team,  with  wide  &  flexible  
use  of  subject  matter  experts  
Shared  Raw  Data  Set  
Sharing  of  confidential  trial  results  
Transparency  with  patients  
Mutual  benefit  and  shared  commitment  to  
success  

25 



Summary  versus  objectives  

  
  

26 

  
  
PRIMARY:  Investigate  the  feasibility  of  a  future  collaborative  relationship  between  AZ  &  
PLM  
  
  

  
  
1. We  showed  that  such  a  collaboration  can  work  
2. Regular  F2F  sessions  and  flexible  use  of  experts  really  helps  
3. Learnings  from  contracting  and  planning  process  
  
  
  
  
SECONDARY:  Gain  specific  insights  regarding  patient  experience  of  nausea  &  vomiting  
  
  
  
  
1. The  data  was  amenable  to  exploration  and  hypothesis  generation  
2. N  decreases  rapidly  when  filtering  through  the  responder  population  
3. Scale-­‐up  would  allow  confirmation  and  more  multivariate  side-­‐effect  shape  definition  
  
  



Outlook  
AZ  can  collaborate  with  PLM  to  gain  value  in  the  
areas  of  patient-­‐centric  understanding  of  disease,  
treatments  and  side-­‐effects  
  

The  outputs  are  not  fuel  for  submissions  or  
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?  

Future  Directions  

Patient  Population  
Build  (e.g.  Cancer)  

PRO  bridging  (e.g.  to  
EQ5D)  

PRO  development     
rapid  feedback  

Side  effect  profiling  

Understanding  
Medication  
Adherence  

Improve  outcomes  
via  patient  self-­‐
management  




