Summary

53]l inone aspect, there is provided the use of a botulinum neurctoxin in the manufacture of 3

medicament for prophvlactically treating a headache in a patient with chronic migraine headaches

wherein the medicament is to be administered locaily to the frontalis, corrugator,

procereus, occipitalis, temporalls, tranezius and cervical paraspinal muscles of the

matient that suffers from the migraine headache;

wherein the botulinum neurotoxin is to be administered, to the frontaiis at

about twenty units divided among four sites of iniection; to the corrugator at about ten

units divided among two sites of injection: to the procerus at about five units to one siie

of iniection: to the occipitalis at abgut thirty units divided among six sites of injection to

about forty units divided among eight sites of iniection; 1o the termporslis at about forty

units divided among eight sites of Inlection up to fifty units divided among ten sites of

injection; to the trapezius at ahbout thirty units divided among six sites of iniection up to

about fifty units divided among ten sites of injection and to the cervical paraspinal

muscles at about twenty units divided among four sites of injection;

wherein the botulinum neurotoxin is to be injected at 31 to 39 injection sites,

[6] In one embodiment, the present invertiendisciosure teaches a method for prophylactically
treating a headache in a patient suffering from chronic migraine headaches, the method
essentially consisting of local administration of a botulinum neurotoxin to the frontalis,
corrugator, procereus, occipitalis, temporalis, trapezius and cervical paraspinal muscles of the
patient that suffers from the migraine headache, where the botulinum neurotoxin is
administered, to the frontalis at about twenty units divided among four sites of injection, to the
corrugator at about ten units divided among two sites of injection; to the procerus at about five
units to one site of injection; to the occipitalis at about thirty units divided among six sites of
injection to about forty units divided among eight sites of injection; to the temporalis at about
forty units divided among eight sites of injection up to fifty units divided among ten sites of
injection; to the trapezius at about thirty units divided among six sites of injection up to about
fifty units divided among ten sites of injection and to the cervical paraspinal muscles at about
twenty units divided among four sites of injection, and where the botulinum neurotoxin is

injected at 31 to 39 injection sites.



Brief Description of the Figures

[71 The following drawings are presented to illustrate aspects and features of embodiments

of the present invention,

[8] Figure 1 is a graph showing the results {mean change in the number of headaches per
thirty day period) of a clinical study carried out for use of BOTOX® to inter alio treat migraine
headache, showing that the patients had fewer headaches after administration of BOTOX®. In
the data shown in the Figures, the patients had been administered BOTOX® at days 0, 90 and
180.

{9] Figure 2 is a graph showing the results (mean change in the number of days patients
were concurrently taking acute headache pain alleviation medication per thirty day period) of a
clinical study using BOTOX® to infer afio treat migraine headache, showing that the patients
had fewer days when they were taking acute headache pain alleviation medication after

administration of BOTOX®.

[10]  Figure 3 is a graph showing a comparison of the percent of patients {some who had

been administered BOTOX® and some who had been administered a placebo) who were over a



