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Controversy One:
Headache and Disability




Disclosures

A Consulting within the past 12 months:

Transcept Pharmaceuticals
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Headache Disability

Migraine and other headache disorders cause >50%o0f total years of life
lost due to disability attributable to neurological diseases globally.

Years of
Life Lost
Due to

Other neurclogical disorders

Di Sabi li ty — . Tension-type headache

Migraine

Multiple sclerosis
Epilepsy
Parkinson's disease

Alzhemer's diseass

Migraine is - the 7t ranking cause of disability globally
- the 14" ranking cause of disability in the US

Murray et al.Lancet2012;380:2197 Steiner et al Headache2013;53:227 __A " """ /O



Headache Disability

A~90% of migraineurs cannot 0
normall yo during mi ' t

A ~30% of migraineurs require bedrest
during some migraine attacks

A>25% of migraineur
every 3 months due to migraine

A US workers with chronic migraine lose
~14% of their employment productivity

Stewart et al.JAMA2003;290:2443 Stewart et a. JOEM2010;52:8 A&~ "/ 0N



Headache Disability

US lost work productivity due to headache disorders is
>4 times greater due to presenteeism ($16.4B/year),
than due to absenteeism ($3.6B/year).

~3M American migraineurs of employment age (18 to 65
years ol d) report being Nnocc
(10% with EM and 20% with CM).

~29% of employed migraineurs have headache OL1 days /
month, but they account for 49% of migraine lost workplace
productivity.

Only ~37% of Americans with CM are employed full-time.

A S UNIVERSITY of VERMONT
Manack et al.Curr Pain Headache R@911;15:70  Stewart et al.JOEM2010;52:8 & 7 0n



Americans with Disabilities Act (ADA) 6171990
ADA Amendments Act (ADAAA) of 2008

A Prohibits employment discrimination due to impairments
t hat Asubstantially |1 mito e

ADi sability is assessed in 0fz:
measures or drugs do not limit disability claims for
disorders that are episodic or in remission at times)

A Disability claims must be
\/ backed by proof of limitations relative to unimpaired
people
\/generalizable
(i.e. not specific to one employer or occupation)
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Americans with Disabilities Act (ADA) 6171990
ADA Amendments Act (ADAAA) of 2008

Empl oyers with O15 employee:
must make fnreasogal C
workplace accommodations:

adjustments of lighting, noise,
odors, flex-time, etc.

changes in essential operations
Or excessive costs

Employee complaints may be
lodged with the EEOC
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Family and Medical Leave Act (FMLA) of 1993

i Empl oyers with OF"
must provide employees having a
Nnserious health
(including migraine):

AUp to 12 weeks job-protected
unpaid leave per year

AMay be reduced-schedule,
short-term, non-consecutive

I Some employers with <50 employees offer short or long-term
disability plans, but these are not required by law

I Some states have statutes that are variations of FMLA
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Social ' Security Disability Insurance (SSDI)
and Supplemental Security Income (SSI)

A Must have worked long enough & recently enough (work credits)

A Disability:

I At he 1 nabi | iabhywsubstantialganjubagtigity (SGA) by
reason of any medically determinable physical or mental
Impairment(s) which can be expected to result in death or which has
lasted or can be expected to last for a continuous period of not less
than 12 mont hs. o

A Medically determinable impairment:

I 0oomust be established b
symptoms, and laboratory findings-n ot o n |
statement of symptoms. 0O

y medi cal
y by the
0

I Problematic: headache disorders which are clinical diagnoses with no
diagnostic physical or laboratory findings
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Social ' Security Disability Insurance (SSDI)
and Supplemental Security Income (SSI)

A SS disability determination - a 5-step process

i If your 2013 earnings average >$1,040 / month, you cannot
be considered disabled.

The condition must interfere with basic work-related activities.

i If not, the condition
must be of equal severity to a listed condition. Headache/migraine are not listed.

i Must determine if the condition
interferes with ability to do the work done previously.

Can you adjust to other work based on age, education, experience, skills.
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Social ' Security Disability Insurance (SSDI)
and Supplemental Security Income (SSI)

Evidence
First-Cl ai mant 6s medi cal sources
Then, if necessary, - Consultative Examinations (CE) obtained

Formal reports of health professionals
Types of evidence considered related to symptoms

daily activities

location, duration, frequency, & intensity of the pain
precipitating and aggravating factors

type, dosage, effectiveness, & SEs of any medication
Non-drug treatments or measures to relieve pain
factors concerning functional limitations due to pain
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Social ' Security Disability Insurance (SSDI)
and Supplemental Security Income (SSI)

SSA ALIisting of I mpairmentso

Social Security
Official Social Secunty Website

Provides evidentiary criteria 1
a key advantage for disorders :

Disability Evaluation Under Social Security

that are solely clinical disorders [pEEeEEs————

With no headache listing,
disability often must be met
under an alternative listing
I this may be a psychiatric
|l 1T sting, even 1 f 1 t0s margin
appropriate, or compounds stigma.
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Design Constraints for a
Headache Disorders Blue Book Listing

A Headache disorders are noté head:

A Headache disorders are diverse
I Primary, secondary, TACs, neuralgias/tics, post-traumatic, etc.

A Headache disorders are often episodic
A Headache disorders often have no exam or biomarker findings

A Headache disorders are often co-morbid
I Psychiatric disorders, trauma, epilepsy, fioromyalgia, etc.

A Headache disorders may be associated with analgesic overuse
I Co-morbid pain syndromes
I Opioid addiction
I Medication overuse headache (MOH)
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Proposed Draft Blue Book Listing:

fH. Headache Disorders, including migraine, trigeminal autonomic cephalalgias, cranial neuralgias, and related
disorders. The degree of impairment due to headache disorders will be determined according to the frequency, duration,
severity, and sequelae of symptomatic attacks and their impacts on functional activities. Migraine and other primary
headache disorders are not typically associated with clear or reliable diagnostic findings on physical examination, and no
validated biomarkers, imaging abnormalities, or laboratory findings are typically diagnostic of the diseases. Whenever
appropriate, attributed diagnoses should be consistent with the clinical diagnostic criteria of the current edition of the

International Classification of Headache Disorders( | CHD) . A detail ed description ¢
idiosyncratic attack or attack pattern of headache disorder is required. Such descriptions may include, but may not be
|l i mited t o, the frequency, durati on, and presence or a

disturbances of vision, skin sensation, language, strength, coordination, or vestibular function, (c) location, severity,
duration, and qualities of eye, ear, nose, mouth, face, jaw, head, neck, or shoulder pain, (d) amplified, distorted, or pain-
inducing sensation to light, sound, touch, movement, smell, or taste, (e) autonomic disturbances including nausea,
vomiting, abdominal pain, gastroparesis, diarrhea, constipation, increased lacrimation, ptosis, peri-orbital edema,
pupillary abnormalities, rhinorrhea, sweating, or nasal/sinus symptoms, or (f) disturbances of cognition, affect,
concentration, language, motivation, attention, agitation, or tolerance of stressful or social environments. To establish a
medically determinable impairment due to a headache disorder, an individual must submit supportive documentation of
the frequency of impairing symptoms of that disorder. Such documentation may include data from symptom diaries,
clinical or functional questionnaire records, medical records, reporting health care provider attestations and
documentation, and other sources of ancillary information such as the frequency and nature of evaluations and
treatments in emergency departments or other clinical settings. Evaluation of the severity and disability burden of
headache disorders may also include, but would not require, consideration of data from validated survey instruments,
such as, but not limited to, the Headache Impact Test-6 (HIT-6), the Migraine Disability Assessment Test (MIDAS), the
Henry Ford Headache Disability Inventory (HDI), or the Migraine-Specific Quality of Life Questionnaire (MSQ). Where
documentation shows that the frequency of use of analgesic medications may have worsened the frequency or severity
of migraine or other headache disorder, as in medication adaptation headache or analgesic-overuse headache, this fact
should not be considered adversely in the overall assessment of impairment. When a history of physical or other
traumatic or abusive experiences, or of co-morbid medical conditions, including psychiatric conditions, is associated with
worsened frequency or severity of migraine or headache disorders, this fact may be considered in the overall
assessment of impairment. The criteria under 11.20 may be applied only if the impairment persists despite the individual
adhering to a prescribed and supervised course of treatments that are consistent with the current standard of medical
and surgical care, as supported by submitted documentation.



Proposed Draft Blue Book Listing:

fH. Headache Disorders, including migraine, trigeminal autonomic cephalalgias, cranial neuralgias, and related

asorcers. 1 N€ degree of impairment due to headache
disorders will be determined according to the frequency,
duration, severity, and sequelae of symptomatic attacks
and their impacts on functional activities. wigraine and other primary

headache disorders are not typically associated with clear or reliable diagnostic findings on physical examination, and no
validated biomarkers, imaging abnormalities, or laboratory findings are typically diagnostic of the diseases. Whenever
appropriate, attributed diagnoses should be consistent with the clinical diagnostic criteria of the current edition of the

International Classification of Headache Disorders( | CHD) . A detail ed description ¢
idiosyncratic attack or attack pattern of headache disorder is required. Such descriptions may include, but may not be
|l i mited t o, the frequency, durati on, and presence or a

disturbances of vision, skin sensation, language, strength, coordination, or vestibular function, (c) location, severity,
duration, and qualities of eye, ear, nose, mouth, face, jaw, head, neck, or shoulder pain, (d) amplified, distorted, or pain-
inducing sensation to light, sound, touch, movement, smell, or taste, (e) autonomic disturbances including nausea,
vomiting, abdominal pain, gastroparesis, diarrhea, constipation, increased lacrimation, ptosis, peri-orbital edema,
pupillary abnormalities, rhinorrhea, sweating, or nasal/sinus symptoms, or (f) disturbances of cognition, affect,
concentration, language, motivation, attention, agitation, or tolerance of stressful or social environments. To establish a
medically determinable impairment due to a headache disorder, an individual must submit supportive documentation of
the frequency of impairing symptoms of that disorder. Such documentation may include data from symptom diaries,
clinical or functional questionnaire records, medical records, reporting health care provider attestations and
documentation, and other sources of ancillary information such as the frequency and nature of evaluations and
treatments in emergency departments or other clinical settings. Evaluation of the severity and disability burden of
headache disorders may also include, but would not require, consideration of data from validated survey instruments,
such as, but not limited to, the Headache Impact Test-6 (HIT-6), the Migraine Disability Assessment Test (MIDAS), the
Henry Ford Headache Disability Inventory (HDI), or the Migraine-Specific Quality of Life Questionnaire (MSQ). Where
documentation shows that the frequency of use of analgesic medications may have worsened the frequency or severity



| Proposed Draft Blue Book Listing:

fH. Headache Disorders, including migraine, trigeminal autonomic cephalalgias, cranial neuralgias, and related
disorders. The degree of impairment due to headache disorders will be determined according to the frequency, duration,

severity, and sequelae of symptomatic attacks and their impacts on functional activities. M |g ral ne aﬂd

other primary headache disorders are not typically
associated with clear or reliable diagnostic findings on
physical examination, and no validated biomarkers,
Imaging abnormalities, or laboratory findings are
typically diagnostic of the diseases. wnenever appropriate, attributed

diagnoses should be consistent with the clinical diagnostic criteria of the current edition of the International Classification

of Headache Disorders (| CHD) . A detail ed description of the indivi
headache disorder is required. Such descriptions may include, but may not be limited to, the frequency, duration, and
presence or absence of (a) premonitory symptoms, (b) o

language, strength, coordination, or vestibular function, (c) location, severity, duration, and qualities of eye, ear, nose,
mouth, face, jaw, head, neck, or shoulder pain, (d) amplified, distorted, or pain-inducing sensation to light, sound, touch,
movement, smell, or taste, (e) autonomic disturbances including nausea, vomiting, abdominal pain, gastroparesis,
diarrhea, constipation, increased lacrimation, ptosis, peri-orbital edema, pupillary abnormalities, rhinorrhea, sweating, or
nasal/sinus symptoms, or (f) disturbances of cognition, affect, concentration, language, motivation, attention, agitation, or
tolerance of stressful or social environments. To establish a medically determinable impairment due to a headache
disorder, an individual must submit supportive documentation of the frequency of impairing symptoms of that disorder.
Such documentation may include data from symptom diaries, clinical or functional questionnaire records, medical
records, reporting health care provider attestations and documentation, and other sources of ancillary information such
as the frequency and nature of evaluations and treatments in emergency departments or other clinical settings.
Evaluation of the severity and disability burden of headache disorders may also include, but would not require,
consideration of data from validated survey instruments, such as, but not limited to, the Headache Impact Test-6 (HIT-6),



