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Evidence Table 5. Triptan compared with placebo: Triptans with none or few head-to-head trials

Sample Size
Age (mean yrs)

Author, Year Drug/Dose Gender Results at 1 hour Results at 2 hours
Eletriptan
Farkkila, 2003 40, 80mg N=446 Relief at 1 hour: Relief at 2 hours:
41 E40: 40% E40: 59%
87.3% Female E80: 48% E80: 70%
Placebo: 15% Placebo: 30%
(p<0.0005) P-Value for E40, E80 vs
Placebo: p<0.0001
Pain-free at 1 Hour: P-Value for E40 vs E80:
E80: 15% p<0.05
Placebo: 3%
(p<0.05) Pain-Free at 2 hours:
E40: 35%
E80: 42%
Placebo: 7%
(p<0.0001)
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Evidence Table 5. Triptan compared with placebo

Author, Year

Disability,
Return to
Normal Function

Eletriptan
Farkkila, 2003

Triptans

Recurrance of pain within 24
Hours:

E40: 26%

E80:32%

Placebo: 50%

Need for rescue medication at 1
Hr:

E40: 24%

E80: 14%

Placebo: 63%

Nausea at 1 hour:

E40: 41%

E80: 44%

Placebo: 62%

Sustained response:

E40: 39%

E80: 45%

Placebo: 14%

: Triptans with none or few head-to-head trials

Drug Effectiveness Review Project
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Evidence Table 5. Triptan compared with placebo: Triptans with none or few head-to-head trials

Sample Size
Age (mean yrs)
Gender

Author, Year Drug/Dose

Results at 1 hour

Results at 2 hours

Frovatriptan
Goldstein, 2002 2.5,5,10,20,40 N=-598
41.3

84.9% Female

Triptans

Relief at 2 hours:

F2.5: 38% P<.05 vs placebo
Placebo: 25%

F5:37%

F0.5: 48%

5mg: 68%

Pain-Free at 2 Hours:
F2.5: 15%

F5: 15%

Placebo: 5%

Continued relief at 12 hrs
post-dose:

F: 76%-91% vs Placebo:
64%

at 24 hrs:

F: 80-88% vs Placebo: 83%

% Patients requiring rescue

medication within 24 hrs:
Placebo: 48.3%

FO0.5: 33.3%

F1: 33.3%

F2.5: 28.6%

F5: 29.2%

% Patients rating meds as
"good", "excellent":

FO0.5: 28%

F1: 30%

F2.5: 44%

F5: 48%

Drug Effectiveness Review Project
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Evidence Table 5. Triptan compared with placebo: Triptans with none or few head-to-head trials

Disability,
Return to
Author, Year Normal Function
Frovatriptan
Goldstein, 2002
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Drug Effectiveness Review Project

Evidence Table 5. Triptan compared with placebo: Triptans with none or few head-to-head trials

Sample Size
Age (mean yrs)

Author, Year Drug/Dose Gender Results at 1 hour Results at 2 hours
Rapoport, 2002 2.5-40mg N=1453 Relief at 2 hours: Patients with headache
40.6 P-value= F vs Placebo recurrance within 24 hrs:

Triptans

86% Female

0.5mg: 28% (p=.346)
1mg: 25% (p= .726)

2.5mg: 40% (p<.001)
5mg: 38% (p=.002)

10mg: 41% (p<.001)
20mg: 48% (p<.001)
40mg: 42% (p<.001)

Pain-Free at 2 Hours:
P-value= F vs Placebo
0.5mg: 4% (p=.771)
1mg: 4% (p=.687)
2.5mg: 14% (p<.001)

5mg: 15% (p<.001)

10mg: 14% (p<.001)
20mg: 19% (p<.001)
40mg: 21% (p<.001)

Placebo: 27%
0.5mg: 9%
1mg: 16%
2.5mg: 14%
5mg: 15%
10mg: 12%
20mg: 13.8%
40mg: 11.8%

Patients able to work/function
normally
at 2; and 4 Hours:

Placebo: 20%; 38%
0.5mg: 22%; 39%
1mg: 20%; 41%
2.5mg: 34%; 48%
5mg: 31%; 51%
10mg: 25%; 53%
20mg: 31%; 57%
40mg: 31%; 49%

Median time to relief:
Placebo: 8.5hrs
0.5mg: 5.2hrs
1mg: 6.0hrs
2.5mg: 4.0hrs
5mg: 3.8hrs
10mg: 3.6hrs
20mg: 3.2hrs
40mg: 3.7hrs
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Evidence Table 5. Triptan compared with placebo: Triptans with none or few head-to-head trials

Disability,
Return to

Author, Year Normal Function
Rapoport, 2002
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Evidence Table 5. Triptan compared with placebo: Triptans with none or few head-to-head trials

Sample Size
Age (mean yrs)

Author, Year Drug/Dose Gender Results at 1 hour Results at 2 hours

Sumatriptan

Brandes, 2007 85mg N=1441 NR Headache relief

Study 1 Mean age (years) SNS: 65% vs S: 55% vs NS:
SNS:40.3; S: 40.1; NS: 39.4; 44% vs Pla: 28% (p=0.009
Pla: 40 for SNS vs S and p<0.001 for
% Female SNS vs Pla)
SNS: 87; S: 86; NS: 86; Pla: Pain free
84 SNS: 34% vs S: 25% vs NS:
% White 15% vs Pla: 9% (p=0.009 for
SNS: 90; S: 86; NS: 89; Pla: SNS vs S and p<0.001 for
88 SNS vs Pla)

Brandes, 2007 85mg N=1470 NR Headache relief

Study 2

Triptans

Mean age (years)

SNS: 39.4; S: 40.3; NS: 40.4;
Pla: 40.6

% Female

SNS: 87; S: 87; NS: 89; Pla:
89

% White

SNS: 89; S: 89; NS: 90; Pla:
89

SNS: 57% vs S: 50% vs NS:
43% vs Pla: 29% (p=0.03 for
SNS vs S and p<0.001 for
SNS vs Pla)

Pain free

SNS: 30% vs S: 23% vs NS:
16% vs Pla: 10% (p=0.02 for
SNS vs S and p<0.001 for
SNS vs Pla)

Drug Effectiveness Review Project
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Evidence Table 5. Triptan compared with placebo: Triptans with none or few head-to-head trials

Disability,
Return to
Author, Year Normal Function
Sumatriptan
Brandes, 2007 NR
Study 1
Brandes, 2007 NR
Study 2
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Evidence Table 5. Triptan compared with placebo: Triptans with none or few head-to-head trials

Sample Size
Age (mean yrs)

Author, Year Drug/Dose Gender Results at 1 hour Results at 2 hours
Nasal Formulations: Sumatripan
Diamond, 1998 5,10,20 mg N=1086 Relief at 1 Hour: Relief at 2hrs:

411 5mg: 34% (P<.05 vs placebo) 5mg: 44% (P<.05 vs

87.7% Female

Triptans

10mg: 40% (P<.05 vs placebo,
10mg vs 5mg)
20mg: 42% (P<.05 vs placebo,
20mg vs 5mg)
Placebo: 25%

placebo)

10mg: 54% (P<.05vs
placebo, 10mg vs 5mg)
20mg: 60% (P<.05 vs
placebo, 20mg vs 5mg)
Placebo: 32%

Patient-defined meaningful

Relief at 2 hrs:

5mg: 41% (P<.05 vs
placebo)

10mg: 50% (P<.05 vs
placebo)

20mg: 56% (P<.05 vs
placebo, 20mg vs 5mg)
Placebo: 31%

Drug Effectiveness Review Project
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Evidence Table 5. Triptan compared with placebo: Triptans with none or few head-to-head trials

Disability,
Return to

Author, Year Normal Function

Nasal Formulations

Diamond, 1998 Clinical Disability scores at 2
hours:

5mg: 57%-No/Mild Impairment
10mg: 67%-No/Mild Impairment
20mg: 70%-No/Mild Impairment
Placebo: 50%-No/Mild Impairment
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Drug Effectiveness Review Project

Evidence Table 5. Triptan compared with placebo: Triptans with none or few head-to-head trials

Author, Year Drug/Dose

Sample Size
Age (mean yrs)
Gender

Results at 1 hour

Results at 2 hours

Peikert, 1999 25,5,
10, 20mg

Ryan, 1997 10, 20mg

Triptans

N=544
414
64.5% Female

N=845
40.7
86.1% Female

Results at
60 Min
NR

Results at
60 Min
NR

% with mod/severe headache
improving to mild/none after
2hrs:

5mg: 49% (P<0.01 vs
placebo)

10mg: 46% (P<0.01 vs
placebo)

20mg: 64% (P<0.01 vs
placebo, P<0.05 vs 10mg
and 5mg)

Placebo: 25%

Pain-free at 2 hrs:

10mg: 24% (P<0.05 vs
placebo)

20mg: 42% (P<0.001 vs
placebo, P<0.003 vs 10mg)
Placebo: 11%

Pain Relief at 2 hrs- pain

reduced from severe/mod to

mild/none:

10mg: 43-54%

20mg: 62-63% (P<0.05 vs
placebo)

Placebo: 29-35%
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Evidence Table 5. Triptan compared with placebo: Triptans with none or few head-to-head trials

Author, Year

Disability,
Return to
Normal Function

Peikert, 1999

Ryan, 1997

Triptans

Report of grade 0-1

for clinical disability:

2.5mg: 39%

5mg: 53% (P<0.02 vs placebo)
10mg: 51% (P<0.05 vs placebo)
20mg: 65% (P<0.001 vs placebo,
P<0.005 vs 10mg)

Placebo: 28%

Clinical Disability at 2 hrs,

reported as none/mild:

10mg: 56-68%
20mg: 72-74%
Placebo: 47-58%

Drug Effectiveness Review Project
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Drug Effectiveness Review Project

Evidence Table 5. Triptan compared with placebo: Triptans with none or few head-to-head trials

Author, Year Drug/Dose

Sample Size
Age (mean yrs)
Gender

Results at 1 hour

Results at 2 hours

Salonen, 1994 1,5,10,20,40mg

Salonen, 1991 2 doses of 20mg,

15 minutes apart

Triptans

N=455
41.8
81% Female

N=74
40
85% Female

Results at
60 Min
NR

Relief at 1 Hour:
Sumatriptan: 64%
vs Placebo: 30%
p=0.004

Pain relief at 2 hrs:

One-nostril study
Sumatriptan: 78%
Placebo: 35%
Two-nostril study
Sumatriptan: 74%
Placebo: 42%

Relief at 2 Hours:
Sumatriptan: 75%
vs Placebo: 32%

p=0.001
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Evidence Table 5. Triptan compared with placebo: Triptans with none or few head-to-head trials

Author, Year

Disability,
Return to
Normal Function

Salonen, 1994

Salonen, 1991

Triptans

Clinical Disability at 2 hrs:
Grade 0=no disability

5-40mg Sumatriptan: 0.9-1.3
Placebo: 1.7

Clinical Disability at baseline vs

1 hrvs 2 hrs:
grade 0=no pain

Sumatriptan: 2.4 vs 1.1 vs 0.8
Placebo: 2.2 vs 1.8 vs 1.6

Drug Effectiveness Review Project
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Evidence Table 5. Triptan compared with placebo: Triptans with none or few head-to-head trials

Sample Size
Age (mean yrs)

Author, Year Drug/Dose Gender Results at 1 hour Results at 2 hours
Dowson, 2003 0.5, 1, 2.5, 5mg N=1093 Pain-Free at 1 hour Pain Free at 2 Hours:
41.25 (Proportion of attacks:%): 0.5mg: 21.8%
81.9% Female 0-90 days: 29.0% 1mg: 24.7%
91-180 days: 29.9% 2.5mg: 48.1%
181-270 days: 29.8% 5mg: 51.5%
271-360 days: 30.9%
>360 days: 24.8% Relief at 2 Hours:
0.5mg: 41.5%
Relief at 1 Hour: 1mg: 49.9%
0-90 days: 56.2% 2.5mg: 70.5%
91-180 days: 57.3% 5mg: 73.2%

181-270 days: 57.9%
271-360 days: 55.7%
>360 days: 46.2%

Carpay 50 mg and 100 mg n=481 Relief at 1 Hour: Migraine-related symptoms at

2004 40.6 SRR100: 44.4% 2 hours:

Europe 82.9% female SRR50: 36.5% SRR50 vs SRR100 vs

Placebo: 18.9% placebo

Fair quality Nausea: 15.6* vs 22.3* vs
38.4
Photophobia: 25.4* vs 23.6*
vs 48.7
Phonophobia: 23.1* vs 20.4*
vs 43
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Evidence Table 5. Triptan compared with placebo: Triptans with none or few head-to-head trials

Disability,
Return to

Author, Year Normal Function

Dowson, 2003 Resumption of Normal Activities
at 1 Hour:

0-90 days: 40.4%
91-180 days: 40.9%
181-270 days: 40.4%
271--360 days: 37.3%
>360 days: 24.8%

at 2 Hours:

0-90 days: 59.7%
91-180 days: 62.2%
181-270 days: 61.6%
271-360 days: 58.0%
>360 days: 56.1%

Carpay SRR50vs SRR100 vs placebo
2004 Migraine-free (pain-free AND no
Europe associated symptoms)

30 minutes: 3.7 vs 7.1* vs 2
Fair quality 45 minutes: 14.7 vs 16.4* vs 7.3

1 hour: 30.1* vs 31.4* vs 17.2
2 hours: 44.9* vs 50.7* vs 17.1

Triptans

Drug Effectiveness Review Project

Page 144 of 184



Final Report Update 4

Evidence Table 5. Triptan compared with placebo: Triptans with none or few head-to-head trials

Author, Year

Drug/Dose

Sample Size
Age (mean yrs)
Gender

Results at 1 hour

Results at 2 hours

Nasal Formulations: Zolmitripan

Dodick, 2005

Triptans

5mg

N=1868
40.7
86.7% Female

Relief at 1 Hour:
Zolmitriptan: 53.2%
vs Placebo: 30.6%

Pain-Free at 1 Hour:

Zolmitriptan: 21.3%
vs Placebo: 7.9%

Relief at 2 Hours:

Zolmitriptan: 66.2%
vs Placebo: 35%
(p< 0.001)

Pain-Free at

2 Hours:
Zolmitriptan: 35.6%
vs Placebo: 13.7%

Drug Effectiveness Review Project
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Evidence Table 5. Triptan compared with placebo: Triptans with none or few head-to-head trials

Disability,
Return to
Author, Year Normal Function
Nasal Formulations.
Dodick, 2005 No recurrance/requirement

for rescue meds:
Zolmitriptan: 2.6%

vs Placebo: 24.4%
(p<0.0001)

Return to normal

activities

at 1 Hour:

Zolmitriptan: 60.8%

vs Placebo: 47.3% (p<0.001)
at 2 Hours:

Zolmitriptan: 71.5%

vs Placebo: 51.5% (p<0.001)
Resolution of Nausea

at 1 hour:

Zolmitriptan: 55.1%

vs Placebo: 38.3% (p<0.001)
at 2 Hours:

Zolmitriptan: 67.2%

vs Placebo: 45.4% (p<0.001)
Resolution of

Vomiting:

at 1 Hour:

Zolmitriptan: 73.7%

vs Placebo: 58.8%

at 2 Hours:

Zolmitriptan: 82.1%

vs Placebo: 68.5%

Triptans

Drug Effectiveness Review Project
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Evidence Table 5. Triptan compared with placebo: Triptans with none or few head-to-head trials

Sample Size
Age (mean yrs)

Author, Year Drug/Dose Gender Results at 1 hour Results at 2 hours
Gawel, 2005 5mg Nasal N=1044 Relief at 1 Hour: Relief at 2 hours:
41.6 Z5: 14.5% vs Placebo: 5.1% Z5: 32.6% vs Placebo: 8.5%

87.5% Female

Triptans

P<.0001

P<.0001

Relief at 2 Hours for
Moderate Pain:

Z5: 67.1% vs Placebo: 28.0%
P<.0001

for Severe Pain:

Z5:59.0% vs Placebo: 12.4%

Pain Free at 2 Hours:
Z5: 35.7% vs Placebo: 9%
P<.0001

Drug Effectiveness Review Project
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Evidence Table 5. Triptan compared with placebo: Triptans with none or few head-to-head trials

Author, Year

Disability,
Return to
Normal Function

Gawel, 2005

Triptans

Relief at 10 minutes:
Z5:15.1% vs Placebo: 9.1%
P=.0079

Relief at 30 Minutes:
Z5:7.7% vs Placebo: 3.2%
P=.0039

Sustained Relief at 24 Hours:
Z5: 23.9% vs Placebo: 7.4%
(P<.0001)

Back to Normal Activities in 2
Hours:

Z5:46.7% vs 18.7%

P<.0001

Mild: Z5: 67.9% vs Placebo:
21.2%

Moderate: 44.4% vs Placebo:
18.5%

Severe: 56.7% vs 18.4%; P<.0001

Drug Effectiveness Review Project
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Evidence Table 6. Triptans compared with placebo controls: Assessment of internal validity

Drug Effectiveness Review Project

Reporting of
attrition,
Author Allocation Groups Eligibility Outcome crossovers, Attrition:
Year Randomization concealment similar at criteria assessors Care provider Patient adherence, and differential/hi
Country adequate? adequate? baseline? specified? masked? masked? masked? contamination gh
Eletriptan Adequate Unclear; pre- Yes Yes nr nr nr Yes No
Steering packaged drug kits nr No
Committee in supplied using nr
Japan, 2002 randomization nr
codes
Sakai, 2002 nr nr Yes Yes nr nr nr Yes No
nr No
nr
nr
Carpay nr nr yes yes yes yes yes yes no
2004 nr no
Europe nr
nr
Triptans
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Evidence Table 6. Triptans compared with placebo controls: Assessment of internal validity

Author Post-
Year Intention-to-treat randomizatio Quality
Country (ITT) analysis n exclusions Rating Funding
Eletriptan Difference of 19 yes Fair Pfizer, Ltd.
Steering patients (6.8%) Role nr
Committee in  between evaluable
Japan, 2002  population=326(81%)
and analyzed
population=307(76%)
Sakai, 2002 Difference of 29 yes Fair nr
(12.5%) between
evaluable
population=231/289(
79.9%) and analyzed
population=202/289(
69.9%)
Carpay yes 49 (10.2%) Fair nr
2004 withdrawn
Europe post-
randomizatio
n due to not
being treated
Triptans

Drug Effectiveness Review Project
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Evidence Table 6. Triptans compared with placebo controls: Assessment of internal validity

Drug Effectiveness Review Project

Reporting of
attrition,
Author Allocation Groups Eligibility Outcome crossovers, Attrition:
Year Randomization concealment similar at criteria assessors Care provider Patient adherence, and differential/hi
Country adequate? adequate? baseline? specified? masked? masked? masked? contamination gh
Cady Yes Yes Yes Yes Yes Yes Yes Yes/NR/Yes/NR No
2006 No
USA
Brandes Yes Yes Yes Yes NR Yes Yes Yes/NR/Yes/NR No
2005 No
USA &
Canada
Triptans
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Evidence Table 6. Triptans compared with placebo controls: Assessment of internal validity

Author Post-
Year Intention-to-treat randomizatio Quality
Country (ITT) analysis n exclusions Rating Funding
Cady Yes Study 1 Good Merck
2006 35 (1%) and
USA Study 2

45 (11%)

withdrawn

post-

randomizatio

n due to not

being

treated,

withdrew

consent, or

lost to follow-

up

Brandes NR 23 (<1%) Fair Pfizer

2005 withdrawn

USA & post-

Canada randomizatio
n for not
having an
attack and/or
recording
necessary
information
in diary
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Evidence Table 6. Triptans compared with placebo controls: Assessment of internal validity

Drug Effectiveness Review Project

Reporting of
attrition,

Author Allocation Groups Eligibility Outcome crossovers, Attrition:
Year Randomization concealment similar at criteria assessors Care provider Patient adherence, and differential/hi
Country adequate? adequate? baseline? specified? masked? masked? masked? contamination gh
Goldstein Yes Yes Yes Yes Yes Yes Yes Yes/NR/NR/NR No
2005 No
USA
Jelinski NR Yes Yes Yes NR Yes Yes Yes/NR/NR/NR No
2006 No
Canada
Mathew NR NR Unclear; Yes NR Yes Yes Yes/NR/Yes/NR No
2007 excluded No
USA 30/347 (9%)

who did not

have 2-hour

pain

intensity

data
Triptans
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Evidence Table 6. Triptans compared with placebo controls: Assessment of internal validity

Author Post-
Year Intention-to-treat randomizatio Quality
Country (ITT) analysis n exclusions Rating Funding
Goldstein Yes 18 (<1%) Good BMS
2005 withdrawn
USA post-
randomizatio
n for not
taking study
medication to
treat an
attack
Jelinski Yes 4 (<1%) GSK
2006 withdrawn
Canada post-
randomizatio
n for not
treating a
migraine
attack
Mathew No; excluded No Fair NR
2007 30/347 (9%) who
USA did not have 2-hour
pain intensity data
Triptans
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Evidence Table 6. Triptans compared with placebo controls: Assessment of internal validity

Reporting of
attrition,
Author Allocation Groups Eligibility Outcome crossovers, Attrition:
Year Randomization concealment similar at criteria assessors Care provider Patient adherence, and differential/hi
Country adequate? adequate? baseline? specified? masked? masked? masked? contamination gh
Tepper Yes Yes Yes Yes NR Yes Yes Yes/NR/Yes/NR No
2006 No
USA
Winner Yes Yes Yes Yes Yes Yes Yes Yes/NR/Yes/NR No
2006 No
USA
Wendt Yes Yes Yes Yes Yes Yes Yes Yes/NR/Yes/NR No
2006 No
USA
Triptans
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Evidence Table 6. Triptans compared with placebo controls: Assessment of internal validity

Author Post-
Year Intention-to-treat randomizatio Quality
Country (ITT) analysis n exclusions Rating Funding
Tepper Yes 73 (10%) Good GSK
2006 withdrawn
USA post-

randomizatio

n for not

treating a

migraine

attack
Winner Yes Study 1 Good NR
2006 58 (16%)
USA Study 2

63(17%)

withdrawn

post-

randomizatoi

n for not

treating a

migraine

attack
Wendt NR NR Fair GSK
2006
USA
Triptans
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Evidence Table 6. Triptans compared with placebo controls: Assessment of internal validity

Author
Year
Country

Randomization
adequate?

Allocation
concealment
adequate?

Groups
similar at
baseline?

Eligibility
criteria
specified?

Outcome
assessors Care provider
masked?

masked?

Patient
masked?

Drug Effectiveness Review Project

Reporting of
attrition,
crossovers,
adherence, and
contamination

Attrition:
differential/hi
gh

Diener Yes
2005

Germany

Diener
2005
Germany
(companion
paper)

Silberstein Yes
2008

us

Tfelt-Hansen Unclear, authors

2006 mention

Denmark "randomized in
blocks of 6"

Triptans

Yes

Yes

Implied, but NR

Yes

Yes

Yes

Yes

Yes

Yes

NR

NR

NR

Yes

Yes

NR

Yes

Yes

Yes

Yes/NR/NR/NR

Yes/NR/Yes/NR

Yes/NR/Yes/NR

No
No

No
No

No
No

Page 157 of 184



Final Report Update 4

Evidence Table 6. Triptans compared with placebo controls: Assessment of internal validity

Author Post-
Year Intention-to-treat randomizatio Quality
Country (ITT) analysis n exclusions Rating Funding
Diener Yes 23 (10%) Good Bayer
2005 withdrawn HealthCare
Germany post-
randomizatio
Diener n for not
2005 treating a
Germany migraine
(companion attack
paper)
Silberstein Yes 183 (14%) Good Pozen, Inc
2008 withdrawn and
us post- GlaxoSmit
randomizatio hKline
n for not
treating a
migraine
attack
Tfelt-Hansen Yes 49 (32.6%) Fair GSK
2006 excluded
Denmark post
randomizatio
n for not
treating a
migraine
attack
Triptans

Drug Effectiveness Review Project
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Evidence Table 6. Triptans compared with placebo controls: Assessment of internal validity

Drug Effectiveness Review Project

Reporting of
attrition,

Author Allocation Groups Eligibility Outcome crossovers, Attrition:
Year Randomization concealment similar at criteria assessors Care provider Patient adherence, and differential/hi
Country adequate? baseline? specified? masked? masked? masked? contamination gh
Loder 2001  Yes Yes Crossover Yes No, open No, open No, open Yes/Yes/Yes/Yes No

No
Pascual 2001 Yes Yes Crossover Yes No, open No, open No, open Yes/Yes/Yes/Yes No

No
Merck Yes Yes Yes Yes Yes Yes Yes Yes, Yes, N/A, No
Protocol 39- Yes No
Unpublished
Ahrens 1999 Yes Yes Yes Yes Yes Yes Yes Yes/Yes/Yes/Yes No

No
Goadsby NR NR Yes Yes Yes Yes Yes Yes/No/No/No  No

2008

Triptans

No
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Evidence Table 6. Triptans compared with placebo controls: Assessment of internal validity

Author Post-

Year Intention-to-treat randomizatio Quality

Country (ITT) analysis n exclusions Rating Funding
Loder 2001  No; excluded No Fair Merck

88/472 (19%) who
only treated 1
attack

Pascual 2001 No; excluded No Fair Merck
32/481 (7%) for
sumatriptan and
25/481 (5%) for
rizatriptan in
headache relief

analysis
Merck Yes No Good Merck
Protocol 39-
Unpublished
Ahrens 1999 No; excluded 2/188 No Good Merck
(1%) from
rizatriptan and
5/185 (3%) from
placebo groups
that discontinued
for "other" reasons
Goadsby Yes No Fair NR
2008
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Evidence Table 7. Triptan compared with placebo: Sumatriptan SC - pain outcomes

Drug Effectiveness Review Project

Sumatriptan Earliest
Author Dosage (mg) Notes 30-min outcomes 1-hour outcomes 2-hour outcomes relief (min)
Akpunonu 6mg Time to discharge: 60 NR NR NR 43 vs 66
1995 vs 96 min min
Anonymous 1991 6mg, 8mg Relief: 51 vs 15 Relief: 73 vs 26 NR 30
Free:45vs 8
Bousser 6mg EARLY MORNING NR Relief: 71 vs 21 Relief: 78 vs 28 NR
1993 Free: 33 vs 10 Free: 44 vs 18
Cady 1991 (JAMA) 6mg Pooled results from2 NR Relief: 70 vs 22 NR 10
studies Free: 49 vs 9
Cady 1993 6mg Relief: 54 vs 11 Relief: 80 vs 18 NR
(Neurology)
Cady 1998 6mg Sumatriptan naive NR NR NR
PRODUCTIVITY (any form); Only
generalizable to
patients that are
working 8-hour shifts
and have a migraine
w/l the 1st 4 hours of a
shift
Cull 1997 S 6 mg Tx of recurrences NR NR NR
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Evidence Table 7. Triptan compared with placebo: Sumatriptan SC - pain outcomes

24-hr
Earliest sustained | in related
Author pain free S>P SX AEs: S=P
Akpunonu N, pht, phn Dizziness, tingling,
1995 chest tightness
Anonymous 1991 30 Recurrence Y Injection site
higher in S reaction;
groups nausea/vomiting;
flushing;
Bousser NR Recurrence: N and V Parasthesia,
1993 S=P injection site
reactions; flushes
Cady 1991 (JAMA) 10 Pain-free at 24 Nausea (20
hrs min);
photophobia
(60 min)
Cady 1993 Y: 30-40 vs 3- N, Pht, Phn Injection site
(Neurology) 12 @ 90 reaction (79 vs
24); tingling (23 vs
1)
Cady 1998
PRODUCTIVITY
Cull 1997
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Evidence Table 7. Triptan compared with placebo: Sumatriptan SC - pain outcomes

Drug Effectiveness Review Project

Sumatriptan Earliest
Author Dosage (mg) Notes 30-min outcomes 1-hour outcomes 2-hour outcomes relief (min)
Dahlof 1992 S 8mg 8 mg NR NR NR 30
General well-being
(MSEP): S>P
Diener 1999 6mg NR NR Relief: 91.2 vs 23.8
Free: 76.3 vs 14.3
Diener 2001 S 6 mg Focused on NR NR NR
comparison between
S and alnitidan
Ensink 1991 1-3mg, 1-8mg 2 protocols, pooled NR NR NR 30
Gross 1994 S 6 mg (novel self- NR NR NR
injector)
Henry 1993 S 6mg 100% concomitant use NR NR NR
of DHE
Jensen, 1995 S6 Sumatriptan naive NR NR NR
Mathew 1992 1mg, NR Relief: 73 vs 24 NR 20
2mg,3mg,4mg,6mg,8
mg
Mushet 1996 6mg (using Imitrex  S-SC naive NR NR Relief: 73 vs 28 10
(Study 1) Stat-Dose System)
Mushet 1996 6mg (using Imitrex  S-SC naive NR NR Relief: 79 vs 37 30
(Study 2) Stat-Dose System)
Pfaffenrath 6mg NR Relief: 77 vs 26 Relief: 83 vs 30 60
1991 Free: 62 vs 13
Russell 1994 6mg NR NR NR
Thomson 1993 4mg Relief: 64 vs 27 NR NR 30
Visser 1992 S1,2,or3mg up to 3 mg only NR NR NR 30
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Evidence Table 7. Triptan compared with placebo: Sumatriptan SC - pain outcomes

24-hr
Earliest sustained | in related
Author pain free S>P SX AEs: S=P
Dahlof 1992 N, Pht
Diener 1999 recurrence: N, Pht, Phn
23.1vs 20
Diener 2001 30 Y at60-and S>P
120-min (any
associated)
Ensink 1991
Gross 1994 Y
Henry 1993
Jensen, 1995
Mathew 1992 nausea, pht Injection site
@ 60 reaction, tingling,
flushing
Mushet 1996 40 NR N, Pht, Phn X
(Study 1) all w/l 60 min;
V NR
Mushet 1996 40 NR N, Pht, Phn X
(Study 2) all w/l 60 min;
V NR
Pfaffenrath 60 48-hr X S>P in some
1991 recurrence:
S=P
Russell 1994
Thomson 1993 30 24-hr X
recurrence
only recorded
in a limited of
pts
Visser 1992 Y
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Evidence Table 7. Triptan compared with placebo: Sumatriptan SC - pain outcomes

Sumatriptan

Drug Effectiveness Review Project

Earliest

Author Dosage (mg) Notes 30-min outcomes 1-hour outcomes 2-hour outcomes relief (min)
Winner, 2006 S 6mg Morning migraines NR NR Free: 48 vs 18 10

(Study 1)

Winner, 2006 S 6mg Morning migraines NR NR Free: 57 vs 19 10

(Study 2)

Wendt, 2006 S 4mg Acute migraine attacks Relief: 43 vs 18 Relief: 67 vs 25 Relief: 70 vs 22 10

in clinic Free: 10 vs 3 Free: 34 vs 7 Free: 50 vs11
Triptans
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Evidence Table 7. Triptan compared with placebo: Sumatriptan SC - pain outcomes

24-hr
Earliest sustained | in related

Author pain free S>P SX AEs: S=P
Winner, 2006 20 Pain-free at 24 N, Pht, Phn NS
(Study 1) hrs all w/in 2

hours
Winner, 2006 20 Pain-free at 24 N, Pht, Phn NS
(Study 2) hrs all w/in 2

hours
Wendt, 2006 10 NR N, Pht, Phn  S>P

all by 2 hours
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Evidence Table 8. Triptan compared with placebo: Summary of quality-of-life results

Sample size
Age(years)
Author Dose % Female Special characteristics

Functional capacity

Almotriptan

Freitag, 2008 Almotriptan N=378 Functional disability and
12.5mg (Alm) Age: 40.4 yrs QOL
Placebo (Pla) 87% female

Eletriptan

Wells, 2000 40, 80mg N=692 Time loss
NR assessments
84% Female

Avs Pla

Functional disability at 2 hours:

normal funtion 54.4% vs 38.1% , disturbed
function 32.5% vs 45.2%, bed rest 13.1%
vs 16.1% , ER hospitalization 0 vs 0.6%
(p=0.007)

at 4 hours:

normal funtion 74.5% vs 54.3% , disturbed
function 20.1% vs 29.3%, bed rest 4.7% vs
15.7% , ER hospitalization 0.7% vs 0.7% (
p<0.001)

Normal function for whole group

at 2 hours: 48.7% vs 36.5%, at 4 hours:
68.6 vs 53.7% at 24 hrs: 83.5% vs 80.4%
Normal functioning p<0.0026 and <0.0007
at 2 and 4 hours (favoring Alm) for Attack
1, p=0.0003 and p=0.0112 at 1 and 4 hrs
and p=0.0448 for Attack 2 at 2 hrs (p
values vs placebo)



Evidence Table 8. Triptan compared with placebo: Summary of quality-of-life results

Author QOL/Work-related outcomes
Almotriptan
Freitag, 2008 24 hour QOL

social function domain p<0.05 (all 3 attacks),
feelings/concern domain: p<0.05 for attack 1,
p<0.01 for attack 2, p<0.001 for attack 3.

Eletriptan

Wells, 2000 Total Time Loss: Median Hours
E40: 4.0
E80: 4.0
Placebo: 9.0

Work Time Loss: Median Hours
E40: 2.5

E80: 3.0

Placebo: 4.0




Evidence Table 8. Triptan compared with placebo: Summary of quality-of-life results

Sample size
Age(years)
Author Dose % Female Special characteristics Functional capacity
Martin 2005 40mg N=160 Patients who failed on Normal functioning at 2 Hours
37 Fiorinal and/or Fioricet 69% of E40
85% Female
Open label
Silberstein, 2006 20, 40mg N=613 Work productivity outcomes  Functional response based on FIS criteria
Mean age (years) E40: 75% vs Pla: 45% (p<0.001)
E20: 39.1; E40: 38.7
% Female
E20: 79; E40: 83
Rizatriptan
Santanello, 1997 R2.5, R5, R10 N=247
38.2
89.7% Female
Sumatriptan-SC
Akpunonu 6mg N=136 Patients admitted to the ER  Time to discharge: 60 vs 96 min
1995 39.8

87%



Evidence Table 8. Triptan compared with placebo: Summary of quality-of-life results

Author QOL/Work-related outcomes

Martin 2005 MSQ Scores
Pre-treatment: 57.4 vs Post-treatment: 65.0 (change
of +7.5)

Silberstein, 2006

Rizatriptan

Santanello, 1997

Sumatriptan-SC

Akpunonu
1995

Mean FAIM-IMMF Improvement scores

E20: +20.8 vs E40: +22.1 vs Pla: +12.9 (p<0.01 for
both E20 vs Pla and E40 vs Pla)

Mean PQ-7 Improvement scores

E20: +21.8 vs E40: +22.4 vs Pla: +11.8 (p<0.01 for
both E20 vs Pla and E40 vs Pla)
Mean FAIM-A&P Improvement scores

E20: +22.4 vs E40: +26.3 vs Pla: +13.8
(p<0.05 for E20 vs Pla and p<0.001 for E40 vs Pla)

Need for Escape Medication at 4 Hours:

R5: 8.1%

R10: 11.8%
Placebo: 17.1%
R2.5: 32.6%



Evidence Table 8. Triptan compared with placebo: Summary of quality-of-life results

Author

Dose

Sample size
Age(years)
% Female

Special characteristics

Functional capacity

Anonymous 1991

Bousser
1993

Cady 1991 (JAMA)

Cady 1998

Dahlof 1992

Diener 1999

Diener 2001

6mg, 8mg

6mg

6mg

6mg

S8mg

6mg

S6mg

N=639
NR
81.5%

N=96
41
22.5%

N=1104
39.2
32%
N=135
40

85%

N=27
45
81.4%
N=278
91.6
80.2%
N=924
NR
NR

EARLY MORNING

Pooled results from 2 studies

Sumatriptan naive (any
form); Patients working 8-hr
shifts + have migraine w/i the
1st 4 hours of a shift

General well-being

Normal function at 60: 45 vs 9; p<0.001

Normal function at 30, 60, 90 and 120 min:
S>P; p<0.01 for all

% pts whose functional capacity was severely

impaired or who required bed-rest at 1 hr:

18.2% vs 48.4%; p<0.001



Evidence Table 8. Triptan compared with placebo: Summary of quality-of-life results

Author

QOL/Work-related outcomes

Anonymous 1991

Bousser
1993

Cady 1991 (JAMA)

Cady 1998

Dahlof 1992

Diener 1999

Diener 2001

Duration of inability to work: 5h 40 m vs. 9 h 37 m;
p<0.05

Return to normal/slightly impaired working ability at
20 min: S>P; p<0.001

Mean productivity loss at 2 hrs/across shift; mean
time lost because of reduced effectiveness while
working with symptoms: 55.2 m vs 108.8 m; mean
time lost due to missing work because of migraine
symptoms: 31.3 m vs 69.3 m

Time to working ability (hrs): 8.2 vs 19.4; p<0.009




Evidence Table 8. Triptan compared with placebo: Summary of quality-of-life results

Sample size
Age(years)
Author Dose % Female Special characteristics Functional capacity
Gross 1994 S 6 mg (novel N=86 Self-injected at home
self-injector) 43.5
78%
Henry 1993 S6mg N=76 100% concomitant use of
43 DHE
86.8%
Jensen, 1995 S6 N=138 Sumatriptan naive patients; |Improvement in clinical disability at 1 Hr: S > P
43 self-injector
90%
Mathew 1992 1mg, N=242 Improvement in clinical disability at 60 minutes:
2mg,3mg,4mg,6 38 S > P at all doses; p<0.05-0.001
mg,8mg 86.5%
Mushet 1996 (Study 6mg (using N=158 Subcutaneous sumatriptan % of patients with no or mild clinical disability at
1) Imitrex Stat- 391 naive 20 minutes onward: S > P; p<0.05
Dose System) 86.5%
Mushet 1996 (Study 6mg (using N=78 Subcutaneous sumatriptan % of patients with no or mild clinical disability at
2) Imitrex Stat- 40.2 naive 30 minutes onward: S > P; p<0.05
Dose System) 87%
Pfaffenrath 6mg N=264 Auto-injector
1991 41

82.5%



Evidence Table 8. Triptan compared with placebo: Summary of quality-of-life results

Author QOL/Work-related outcomes

Gross 1994 Ability to return to work within 2 hours: 61% vs 27%;
p=0.0084

Henry 1993 Time to return to work/carry out normal activities (hrs):

10 vs 14; p=0.05

Jensen, 1995

Mathew 1992

Mushet 1996 (Study
1)

Mushet 1996 (Study

2)
Pfaffenrath % Patients Able to Return to Work or Carry Out Usual
1991 Activities By 6 Hours:

S: 75% vs Placebo: 39%; p<0.0001



Evidence Table 8. Triptan compared with placebo: Summary of quality-of-life results

Sample size
Age(years)
Author Dose % Female Special characteristics Functional capacity
Russell, 1994 6mg N=230 Auto-injector Improvement of severity of headache:
44 S6 had 48% more success than Placebo at
82% Female both 1 and 2 hours; (p<0.001)
Need for rescue medication:
S6: 30% vs Placebo: 79%; (p<0.001)
Schulman, 2000 6mg N=116 Relief at 1 Hour:
39.7 S6: 63% vs Placebo: 33%; (p=.004)

89% Female
% Patients experiencing meaningful
relief after treatment:
S6: 88% vs Placebo: 55%; (p<.001)

Thomson 1993 4mg N=51 % pts with improved clinical disability at 30 min:
41 S >P; p=0.03
86%

Visser 1992 1,2,0or3mg N=685 Normal or only mildly impaired at 30 min: 62%
39.7 vs 32%; p<0.001

76%



Evidence Table 8. Triptan compared with placebo: Summary of quality-of-life results

Author QOL/Work-related outcomes
Russell, 1994 Headache: none/mild after treatment:
S6: 29% vs Placebo: 9%

Schulman, 2000 Productivity loss in min. after treatment:
S6: 36.8 vs Placebo: 72.6; (p=.001)

% of Patients able to

return to normal work performance after 2 Hours:
S6: 70% vs Placebo: 30%;

across the work shift:

S6: 84% vs Placebo: 58%; (p<.001)

Recurrence of headache during work shift:
S6: 12% vs Placebo: 36%

Thomson 1993

Visser 1992



Evidence Table 9. Triptan compared with placebo: Summary of orally disintegrating drug results

Sample Size

Mean age

(yrs)
Author, Year Dose % Female Results at 1 Hour Results at 2 hours Functional/Return to Normal
Zolmitriptan
Loder, 2005 2.5mg N=565 Pain-Free at 1 hour vs Pain-Free at 2 hours vs  Return to Normal Activities

41.3 Placebo: Placebo: at 1 hour:

Spierings, 2004 5mg

Rizatriptan
Ahrens, 1999

5, 10mg

85.3% Female

N=670
42
86.5% Female

N=555
42.4
88.3% Female

Z2.5: 13% vs Placebo:
8%; p=0.004

Headache Relief

Z2.5: 40% vs placebo:
20%; p<0.001

Headache Relief

Z5 vs Placebo; P-
Value
at 1 hour:

41.1% vs 22.9%;
p<0.0001

Pain-Free
Z5 vs Placebo; P-
Value
at 1 Hour:

10.6% vs 4.4%;
p=0.0002

Results at 1 Hour:

Z5 vs Placebo; P-Value
at 2 hours:

59% vs 30.6%;
p<0.0001

Pain-Free
Z5 vs Placebo; P-Value
at 2 hours:

31.1% vs 11%;
p<0.0001

Relief at 2 Hours:

NR

R5: 59%
R10: 74%
Placebo: 28%

Pain-Free at 2 Hours:
R5: 35%

R10: 42%

Placebo: 10%

Z2.5 vs Placebo: p=0.004

Sustained relief at 24
Hours

Z5: 42.5% vs Placebo:
16.4%; p<0.0001

Return to Activities:

at 1 hour:

Z5: 35.7% vs Placebo:
18.9%; p<0.0001

at 2 hours:
Z5: 51.8% vs Placebo:
25.7%; p<0.0001

% of Patients

with No Functional
Disability:

R5: 37.6%

R10: 46.2%
Placebo: 14.5%




Evidence Table 10. Triptan compared with placebo: Summary of early treatment results

Sample size
Mean Age (yrs) Functional/Return to
Author, Date Dose % Female Results at 1 hour Results at 2 hours  Normal Activities
Almotriptan
Mathew, 2007 12.5mg N=317 Pain-relief at 1 Hour ~ Pain-relief at 2 Hours Of those reporting
404 % % functional disability at
86.8% Female Alm: 54.3 vs Pla: 41.1 Alm: 72.3 vs Pla: 48.4 time of treatment,
(p=0.019) (p<0.001) proportion reporting
Pain-free at 1 Hour (%) normal functioning at 2
Alm: 16.7 vs Pla: 8.4 Hours:
(p=0.026) Pain-free at 2 Hours  Alm: 54.4 vs Pla: 38.1
% (p=0.007)
Alm: 37 vs Pla:23.9 At 4 Hours:
(p=0.01) Alm: 74.5 vs Pla: 54.3

(p<0.001)



Evidence Table 10. Triptan compared with placebo: Summary of early treatment results

Sample size
Mean Age (yrs) Functional/Return to
Author, Date Dose % Female Results at 1 hour Results at 2 hours  Normal Activities
Goadsby, 2008  Almotriptan 491 NR 1)A12.5 (mild) 2)A 1)A12.5 (mild) 2)A12.5
12.5mg (Alm) 38.26 yrs 12.5 (moderate to (moderate to severe) 3)
Placebo (Pla) 84.2% female severe) Pla (mild) 4) Pla

3) Pla (mild) 4) Pla (moderate to severe)
(moderate to severe) Use of rescue medication

Pain free at 2 hrs: 1 vs. 2 Difference NS
49% vs 40% vs 25% p=0.1921
vs 15% 1 vs. 3, more in 3 took

Differences: 1 vs. 2  rescue med, p<0.0001
NS (p=0.2154), 1 vs. 2 vs. 4, more in 4 took
3 and 2 vs. 4 both rescue med, p<0.0001
significant (p < 0.001) 3 vs. 4, difference NS.

Sustained pain-free (2
24 hrs) 46% vs 30%
vs 16% vs 11%
Differences: 1 vs. 2
significant (p=0.024),
2 vs. 4 significant
(p=0.0018), 1 vs. 3
significant (p<0.0001),
3 vs. 4 NS (p=0.38)

Pain-free data at 2
hours in AwM group
Pain free at 2 hrs:
54% vs 38% vs 25%
vs 18%

Differences: 1 vs. 2
significant (p=0.02)



Evidence Table 10. Triptan compared with placebo: Summary of early treatment results

Sample size
Mean Age (yrs) Functional/Return to
Author, Date Dose % Female Results at 1 hour Results at 2 hours  Normal Activities
Eletriptan
Olesen, 2004 80mg N=43 Need for second dose: Relief: Use of rescue medication:
40 E80: 44% vs Placebo: EB80: 54% vs Placebo: E80: 28% vs Placebo:
78% Female 34% 53% 53%
Brandes, 2005 20mg N=183 NR Pain-Free: 'Migraine free' at 2 hours:
39.1 E20: 35% vs E20: 32% vs
79% Female Placebo: 22% Placeb: 20% (p<0.01)
(p<0.01)
Brandes, 2005 40mg N=207 NR Pain-Free: 'Migraine free' at 2 hours:
38.7 E40: 47% vs E40: 43% vs

85% Female

Placebo: 22%
(p<0.0001)

Placeb: 20% (p<0.0001)



Evidence Table 10. Triptan compared with placebo: Summary of early treatment results

Sample size
Mean Age (yrs) Functional/Return to
Author, Date Dose % Female Results at 1 hour Results at 2 hours  Normal Activities

Frovatriptan
Cady, 2004 2.5mg N=275 Pain-Free at 1 Hour:  Pain-Free at 2 Hours: % of Patients Rating
415 F early dose: 1% vs  F early dose: 28% vs Frovatriptan
86.9% Female Placebo: 8% Placebo: 20%; As "excellent"/"good":
(p=0.04) F: 57% vs Placebo: 46%

% of Patients Requiring
Second Dose after Early
Dose:

F: 50% vs Placebo: 68%;
(p<0.001)

Need for Rescue
Medication:

F: 20%; Placebo:NR

24 Hour Sustained Relief
F-early dose vs late dose:
40% vs 31%; (p<0.05)

Functional Impairment
Scores:

F early: 0.82 at 1 hr -0.54
at4 Hr

VS

Placebo: 0.88 at 1 hr -
0.94 at 4 Hr

Rizatriptan
Cady 2006 10mg N=351 NR Pain Freedom at 2 Functional Disability at 2
Study 1 43 Hours Hours
88% Female R10: 57% vs Pla: R10: 31% vs Pla: 54%
31% (p<0.001) (p<0.05)




Evidence Table 10. Triptan compared with placebo: Summary of early treatment results

Sample size
Mean Age (yrs) Functional/Return to
Author, Date Dose % Female Results at 1 hour Results at 2 hours  Normal Activities
Cady 2006 10mg N=331 NR Pain Freedom at 2 Functional Disability at 2
Study 2 41 Hours Hours
88% Female R10: 59% vs Pla: R10: 34% vs Pla: 56%
31% (p<0.001) (p<0.05)
Sumatriptan
Melchart, 2003  6mg-Inj N=179 Pain-Free at 1 Hour:  Pain-Free at 2 Hours: Full attack prevented with
444 S:10% vs Placebo: 0% S: 24% vs Placebo:  early dose, at 48 hours:
86% Female (p=0.012) 0% S: 36% vs Placebo: 18%
(p<0.001) (95% ClI, 0.62-0.98)
Relief at 2 Hours
after Full Attack/
Second Treatment:
S: 55% with 1st Dose
Sumatriptan
S: 80% with 1st Dose
Placebo
Winner, 2003 50 mg, 100 mg N=691 NR Pain-free at 2 Hours: Migraine-free at 2 Hours:
414 S50: 43% vs S100:  S50: 43% vs S100: 57%
88% Female 49% vs placebo: 24% vs placebo: 29%
Goldstein, 2005 50mg-Inj N=67 Pain-relief (scale 0-4, Pain-relief (scale 0-4, NR
NR with 0=no relief and with 0=no relief and
NR 4=complete relief): 4=complete relief):

S: 1.2 vs Placebo: 0.9 S: 1.9 vs Placebo: 1.6



Evidence Table 10. Triptan compared with placebo: Summary of early treatment results

Sample size
Mean Age (yrs) Functional/Return to
Author, Date Dose % Female Results at 1 hour Results at 2 hours  Normal Activities
Jelinski, 2006 50 & 100mg N=361 Pain-Free at 1 Hour Pain-Free at 2 Hours NR
40 S50: 24% Pla: 7% S50: 40% vs Pla: 16%
85 (p<0.001) (p<0.001)
S100: 24% vs Pla: 7% S100: 50% vs Pla:
(p<0.001) 16% (p<0.001)
Silberstein, 2008 85mg N=1111 Study 1 Study 1 NR
404 Pain free at 1 hr Pain free at 2 hr
88.7% Female Sum: 20% vs Pla: 7% Sum: 52% vs Pla:
(p<0.001) 17% (p<0.001)
Study 2 Study 2
Pain free at 1 hr Pain free at 2 hr
Sum: 24% vs Pla: 7% Sum: 51% vs Pla:
(p<0.001) 15% (p<0.001)
Tfelt-Hansen, 200 50mg N=101 NR Pain free at 2 hours NR
Mean age (years): Sum: 39% vs Pla:
Sum: 40 (males) & 18%

36 (females); Pla:
48 (males) & 36
(females)

78.2% females



Evidence Table 10. Triptan compared with placebo: Summary of early treatment results

Sample size
Mean Age (yrs) Functional/Return to
Author, Date Dose % Female Results at 1 hour Results at 2 hours  Normal Activities
Zolmitriptan
Klapper, 2004 2.5mg N=280 Pain Free Rates After Pain-Free at 2 hours: Need for Rescue
41.7 Early Dose vs 72.5:43.4% vs Medication after Early
86% Female Placebo: Placebo: 18.4%; Dose:
30 min: Z22.5: 5.7% vs (p<0.0001) Z2.5: 41.5% vs Placebo:
Placebo: 1.8% Pain Free at 2 hours  69.6%; (p<0.01)
1 hour: Z2.5: 18.9% vs after early dose (15  Able to perform Normal
Placebo: 10.9% min): Activities at 2 Hours:
90 min: Z2.5: 43.4% vs E2.5: 57% vs early dose vs non-early
Placebo: 16.4% Placebo: 20%; dose:
(p<0.01) (p<0.001) Z2.5: 54.3% vs 28.2%

Placebo: 63.5% vs
Increase of Painat2 27.3%
Hours:
72.5:53.7% vs
Placebo: 70.4%;
(p<0.0001)






