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Background	
  	
  
•  Sx	
  (dyspnea,	
  cough,	
  wheeze,	
  chest	
  Qghtness)	
  are	
  
used	
  to	
  dx	
  asthma,	
  to	
  monitor	
  response	
  to	
  tx,	
  
and	
  assess	
  control	
  

•  Sx	
  can	
  be	
  measured	
  alone	
  or	
  as	
  part	
  of	
  a	
  
composite	
  measure	
  (e.g.,	
  with	
  lung	
  funcQon,	
  
acQvity)	
  

•  Measuring	
  Sx	
  	
  
–  Self-­‐administered	
  paper	
  or	
  electronic	
  diaries	
  
prospecQvely	
  (daily	
  diaries)	
  

–  Interviewer-­‐administered	
  quesQonnaires	
  at	
  study	
  
visits	
  (retrospecGve	
  quesGonnaire)	
  



Task	
  Assigned	
  to	
  Symptom	
  Commi4ee	
  

•  To	
  idenQfy	
  and	
  review	
  the	
  validity	
  of	
  tools	
  
that	
  aJempt	
  to	
  assess	
  asthma	
  symptoms	
  
alone	
  

	
  
•  RAND	
  completed	
  a	
  comprehensive	
  literature	
  
search	
  to	
  idenQfy	
  validated	
  daily	
  diaries	
  and	
  
retrospecQve	
  quesQonnaires	
  about	
  symptoms	
  
in	
  children	
  and	
  adults	
  with	
  asthma	
  



Author,	
  year 
Santanello	
  et	
  al	
  

2000 
Santanello	
  et	
  al	
  

1999 
Santanello	
  et	
  al	
  

1997 
Revicki	
  et	
  al,	
  1998 

Type	
  of	
  instrument Daily	
  diary Daily	
  diary Daily	
  diary 
RetrospecQve	
  

quesQonnaire 

Name	
  of	
  instrument 
Pediatric	
  Asthma	
  

Caregiver	
  Diary	
  

(PACD) 

Pediatric	
  Asthma	
  

Symptom	
  Diary	
  

Scale 

DayQme	
  Symptom	
  

Diary	
  Scale;	
  

Nocturnal	
  Diary	
  

Scale 

Asthma	
  Symptom	
  UQlity	
  

Index	
  (ASUI) 

For	
  children	
  or	
  adults Children;	
  2-­‐5	
  yrs Children,	
  6-­‐14	
  yrs Adults Adults 

Completed	
  by	
  self	
  or	
  by	
  

care-­‐giver 
Caregiver 

Child;	
  some	
  

assistance	
  from	
  

parents	
  allowed;	
  

2nd	
  grade	
  reading	
  

level 

Self Self 

Requires	
  permission	
  for	
  use	
  

(e.g.,	
  copyright) 
Yes,	
  Merck	
  and	
  Co Yes,	
  Merck	
  and	
  Co Yes,	
  Merck	
  and	
  Co No 

Cost	
  (unit	
  price) Not	
  stated Not	
  stated Not	
  stated None 
Electronic	
  or	
  paper Paper Electronic Paper Paper 
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Full-Text 
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Number of 
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Citations

Key Article With Validated Instrument

Research	
  of	
  Literature	
  Search	
  



CharacterizaGon	
  
of	
  Study	
  

PopulaGon	
  for	
  
ProspecGve	
  
Clinical	
  Trials	
  	
  

ProspecGve	
  
Clinical	
  Trial	
  
Efficacy	
  /

EffecGveness	
  
Outcomes	
  

ObservaGonal	
  
Study	
  Outcomes	
  

CORE	
   NONE	
   NONE	
   NONE	
  

SUPPLEMENTAL	
  

1.	
  Asthma	
  Symptom	
  
UQlity	
  Index	
  	
  
2.	
  Santanello	
  DayQme	
  
Symptom	
  Diary	
  Scale	
  
and	
  Nocturnal	
  Diary	
  
Scale	
  	
  

1.	
  Asthma	
  Symptom	
  
UQlity	
  Index	
  	
  
2.	
  Santanello	
  DayQme	
  
Symptom	
  Diary	
  Scale	
  
and	
  Nocturnal	
  Diary	
  
Scale	
  	
  

1.	
  Asthma	
  Symptom	
  
UQlity	
  Index	
  	
  	
  
2.	
  Santanello	
  DayQme	
  
Symptom	
  Diary	
  Scale	
  
and	
  Nocturnal	
  Diary	
  
Scale	
  	
  

EMERGING	
  

1.	
  Asthma	
  Burden	
  Index	
  	
  	
  
2.	
  Various	
  symptom	
  
composite	
  indices:	
  
Symptom	
  Free	
  Days,	
  
Episode	
  Free	
  Days,	
  
Maximum	
  Symptom	
  
Days,	
  Asthma	
  Control	
  
Days	
  

1.	
  Asthma	
  Burden	
  Index	
  	
  	
  
2.	
  Various	
  symptom	
  
composite	
  indices:	
  
Symptom	
  Free	
  Days,	
  
Episode	
  Free	
  Days,	
  
Maximum	
  Symptom	
  
Days,	
  Asthma	
  Control	
  
Days	
  

1.	
  Asthma	
  Burden	
  Index	
  	
  	
  
2.	
  Various	
  symptom	
  
composite	
  indices:	
  
Symptom	
  Free	
  Days,	
  
Episode	
  Free	
  Days,	
  
Maximum	
  Symptom	
  
Days,	
  Asthma	
  Control	
  
Days	
  

DRAFT	
  RecommendaGons:	
  Adults	
  



CharacterizaGon	
  
of	
  Study	
  

PopulaGon	
  for	
  
ProspecGve	
  
Clinical	
  Trials	
  	
  

ProspecGve	
  
Clinical	
  Trial	
  
Efficacy	
  /

EffecGveness	
  
Outcomes	
  

ObservaGonal	
  
Study	
  Outcomes	
  

CORE	
   NONE	
   NONE	
   NONE	
  

SUPPLEMENTAL	
  

Pediatric	
  Asthma	
  
Caregiver	
  Diary	
  (daily	
  
diary;	
  Santanello,	
  2000)	
  

Pediatric	
  Asthma	
  
Caregiver	
  Diary	
  (daily	
  
diary;	
  Santanello,	
  2000)	
  

Pediatric	
  Asthma	
  
Caregiver	
  Diary	
  (daily	
  
diary;	
  Santanello,	
  2000)	
  

EMERGING	
  

1.	
  Asthma	
  Symptom	
  
Diary	
  Scale	
  
2.	
  Asthma	
  Burden	
  Index	
  	
  	
  
3.	
  Various	
  symptom	
  
composite	
  indices:	
  
Symptom	
  Free	
  Days,	
  
Episode	
  Free	
  Days,	
  
Maximum	
  Symptom	
  
Days,	
  Asthma	
  Control	
  
Days	
  

1.	
  Asthma	
  Symptom	
  
Diary	
  Scale	
  
2.	
  Asthma	
  Burden	
  Index	
  	
  	
  
3.	
  Various	
  symptom	
  
composite	
  indices:	
  
Symptom	
  Free	
  Days,	
  
Episode	
  Free	
  Days,	
  
Maximum	
  Symptom	
  
Days,	
  Asthma	
  Control	
  
Days	
  
	
  

1.	
  Asthma	
  Symptom	
  
Diary	
  Scale	
  
2.	
  Asthma	
  Burden	
  Index	
  	
  	
  
3.	
  Various	
  symptom	
  
composite	
  indices:	
  
Symptom	
  Free	
  Days,	
  
Episode	
  Free	
  Days,	
  
Maximum	
  Symptom	
  
Days,	
  Asthma	
  Control	
  
Days	
  

DRAFT	
  RecommendaGons:	
  Children	
  



Symptoms	
  Commi4ee:	
  
Final	
  RecommendaGons	
  

•  Recommend	
  measuring	
  symptoms	
  as	
  an	
  
outcome	
  measure.	
  

	
  
•  Of	
  the	
  instruments	
  to	
  measure	
  
symptoms	
  currently	
  available,	
  NONE	
  are	
  
considered	
  to	
  be	
  core.	
  



•  UnQl	
  instruments	
  that	
  qualify	
  as	
  core	
  are	
  
further	
  refined	
  and/or	
  newly	
  developed,	
  
researchers	
  may	
  choose	
  from	
  a	
  set	
  of	
  
tools	
  to	
  measure	
  symptoms.	
  

Symptoms	
  Commi4ee:	
  
Final	
  RecommendaGons	
  



•  Development	
  of	
  retrospecQve	
  symptom	
  
quesQonnaire	
  
–  Recording	
  of	
  symptoms	
  

•  Frequency	
  and/or	
  severity	
  
•  Individual	
  symptoms—wheeze,	
  cough,	
  SOB,	
  chest	
  Qghtness	
  
nocturnal	
  vs	
  dayQme	
  symptoms—versus	
  overall	
  

–  Recall	
  period	
  
•  Preferably	
  two	
  wks;	
  no	
  more	
  than	
  four	
  wks	
  

–  In	
  what	
  populaQons	
  do	
  they	
  apply?	
  
•  Age,	
  gender,	
  culture,	
  race,	
  ethnicity,	
  socioeconomic	
  status	
  
•  For	
  characterizaQon	
  and	
  to	
  serve	
  as	
  endpoints	
  in	
  clinical	
  trials	
  and	
  
observaQonal	
  studies	
  

•  Comparisons	
  of	
  data	
  collected	
  using	
  a	
  diary	
  versus	
  
retrospecQve	
  quesQonnaires	
  need	
  to	
  be	
  performed	
  

Symptoms	
  Commi4ee:	
  
Future	
  Research	
  RecommendaGons	
  



•  The	
  instruments	
  used	
  to	
  measure	
  
symptoms	
  in	
  a	
  study	
  should	
  be	
  
specifically	
  and	
  completely	
  described	
  in	
  
the	
  publicaQon	
  (e.g.,	
  methods	
  secQon)	
  to	
  
facilitate	
  evaluaQon	
  of	
  results	
  across	
  
studies	
  as	
  much	
  as	
  possible.	
  

Symptoms	
  Commi4ee:	
  
Future	
  RecommendaGons	
  



•  Research	
  to	
  develop	
  validated	
  instruments	
  
(more	
  than	
  face	
  validity)	
  to	
  evaluate	
  
symptoms	
  that	
  could	
  be	
  considered	
  “core”	
  is	
  
needed.	
  

•  Symptom	
  assessments	
  are	
  embedded	
  in	
  
asthma	
  control	
  and	
  quality	
  of	
  life	
  instruments.	
  
– How	
  much	
  overlap	
  is	
  there	
  between	
  these	
  and	
  
“symptom	
  only”	
  instruments?	
  

–  If	
  overlap	
  exists,	
  can	
  this	
  be	
  disentangled	
  to	
  
minimize	
  study	
  burden	
  to	
  the	
  subject	
  and	
  
coordinator?	
  

Symptoms	
  Commi4ee:	
  
Future	
  RecommendaGons	
  


