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OBJECTIVE:
To examine the use of DHE NS (Migranal®) in the early and
late treatment of migraine in subjects with a history of
cutaneous allodynia.

BACKGROUND:
Early migraine treatment with triptans, before the onset of
central sensitization, is more effective than late treatment.
In contrast, pre-clinical studies and a pilot study with
injectable DHE have not shown a difference in outcome
with respect to time of treatment.

Analysis based on subjects who treated “per protocol”, N=22.
McNemar Test, p=1.000

Adverse Events*

METHODS:

I Included patients with episodic migraine and a history of
cutaneous allodynia.
I Subjects treated two qualifying migraines at home with
open label DHE NS (Migranal®): one attack at 1 hour after
the onset of throbbing pain and one attack at 4 hours after
the onset of throbbing pain.
I Head pain, the presence of allodynia, migraine associated
symptoms, and the use of rescue medication were
assessed at defined time intervals from baseline through
24 hours after taking study medication.

*Included all subjects who treated with any study medication (N=48).
19/48 subjects (39.6%) had at least 1 AE; 29/48 (60.4%) had no AEs
* Of subjects who treated 1or no headaches, 5 subjects were lost to follow-up, 6 subjects withdrew consent, 1 subject
was discontinued due to poor compliance, and the remainder did not treat an eligible headache(s) within the time
designated in the study protocol.
** Early: treatment occurred at ≤ 1.25 hr. after onset of throbbing; Late: treatment occurred at ≥ 3.5 hr after throbbing.

DISCUSSION:

RESULTS:

I No statistically significant differences in demographic and
baseline headache characteristics of subjects who were
randomized but did not treat 2 headaches (N=24) and those
who treated 2 headaches (N=40).
I No statistically significant difference in proportion of
subjects who were pain free at 2 hours post treatment:
–

–

Demographic Characteristics of Study Participants

* 1/64 subjects had 1 migraine attack/month; 63/64 subjects had between 3 and 10 attacks/mo.
** Other comorbid conditions include asthma, attention deficit disorder, back pain, hyperlipidemia.

This pilot study suggests that DHE, unlike triptans, may be
as effective with late treatment as with early treatment in
subjects with allodynia. However, it is possible that this
study did not demonstrate a difference because of the small
number of subjects and, therefore, limited power. These
findings warrant larger placebo-controlled studies.

Pain Free at 2 Hours

Subjects who treated one early and one late headache, irrespective of
compliance with time of treatment (N=34): 8/34 (23.5%) and 11/34 (32.4%)
were pain free at 2 hours post study drug when treating early and late,
respectively. (McNemar Test; Exact; p=0.508).
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