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Methods

1.1 Round one sampling, recruitment, and material

The COSH Delphi study team provided Clinvivo with a list of public participants and health care
professionals/academic participants of invitees and e-mail invitation wording (see Appendix).
Clinvivo sent this along with a personalised link to the first round of delphi studies on chronic
migraine or tension-type headache and episodic migraine or tension-type headache, which ran
from January 11, 2018 to January 25, 2018. Public participants were asked to choose whether
or not they wanted to complete the round on chronic migraine or tension-type headache, or
episodic migraine or tension-type headache, and health care professional/academic participants
were asked to complete both chronic and episodic rounds. Reminders to complete the round(s)
were sent by Clinvivo on January 18, 2018 and January 24, 2018.

Details of Round 1 as it appeared to panellists, is provided in the appendix. Data from the round
were sent directly to a secure SQL database using our software. Once the round had closed we
exported these data in CSV format and quantitative data were read into Stata (version 15.0)
for analysis. Qualitative data were exported and formatted into an Excel file for examination

by the COSH team.

1.2 Statistical analysis

First, histograms were used to show distributions for all ratings in Round 1, for chronic migraine
and headache, and separately for episodic. In the histograms the panel’s data are all analysed
together and then other methods are described that were used to show results separately by
sub-panel type (i.e. public participant or clinical/academic participants) as well as together. To

assess disagreement and appropriateness within an a panel/sub-panel, we used the Research ANd



1.2 Statistical analysis

Development (RAND)/ University of California Los Angeles (UCLA) appropriateness method.t
This method was initially developed in the mid 1980s as part of the RAND Corporation/UCLA
Health Services Utilisation Study to enable the measurement of the overuse and under-use of
medical and surgical procedures.™? It involves calculating the median score, the inter-percentile
range (IPR) (30th and 70th), and the inter-percentile range adjusted for symmetry (IPRAS),

for each item being rated.

1.2.1 The RAND/UCLA appropriateness method

A brief history of the development of this method is that Fitch et al first explored using the
IPR alone in an attempt to develop a method that reproduced ‘classic’ RAND definitions on
panels that are multiples of three (which was typical in RAND’s early consensus studies), but
could also be extended to larger panel sizes. In cases when agreement was good, the IPR should
be narrow and in cases where there was disagreement, the IPR should be wide. However, an
in-depth examination of the cases of disagreement identified by the IPR led to the discovery that
when the ratings were symmetric the IPR required to label an indication as disagreement was
smaller than when the ratings were asymmetric with respect to the middle. To overcome this,

they developed the IPRAS, which includes a correction factor for asymmetry (equation .

IPRAS = IPRr + (Al x CFA) (1.1)

Where IPRr is the inter-percentile range required for disagreement when perfect symmetry exists,

Al is the asymmetry index, and CFA is the correction factor for asymmetry.

The IPRAS is the threshold beyond which the IPR for a particular item indicates disagreement.
Using the IPRAS and the IPR to judge disagreement, reproduces ‘classic’ RAND definitions
when applied to panels made up of multiples of three, but can also be applied to panels of any
size.l' Variations on the stringency of definitions of disagreement exist,? but similar examples of
Delphi studies in health services research have used the classic definition.”™®

In equation the optimal values for IPRr and CFA were derived following empirical work on
a 9-point scale.' Fitch et al found that using values of 2.35 and 1.5 best reproduced the ‘classic’
definitions of agreement. We used these values in this analysis. We calculated ATl as the distance

between the central point of the IPR (M) and the central point of the scale (i.e. 5 on a 1-9

point scale.).



1.2 Statistical analysis

The IPRAS threshold is dependent on the symmetry of ratings about the median. Thus, each
item requires a different IPRAS to be calculated. Consequently, the " indication is rated with
disagreement if the IPR; > IPRAS;. In previous Delphi studies some have calculated the
ratio of these: the disagreement index.”™ If the disagreement index is less than 1.0, it indicated
there is no disagreement for the item in question. However, this is problematic in terms of
interpretation because in the case that the IPR is zero, then the ratio is zero, which can cause
confusion. For this reason we present IPR and IPRAS values and simply comment on whether
or not there is disagreement (i.e when IPR; > IPRAS;).

Judgement of appropriateness (or importance) also follows the classic RAND definitions, and this
is assessed simply as whether the median rating falls between 1 to 3 (inappropriate/unimportant),

4 and 6 (unsure), or 7 and 9 (appropriate/important).

1.2.2 Alternative methods

We have also calculated and included mean as per your request, but note that you might consider
the median more useful as the distributions (as you will see from the histograms) are seldom
normal.

In case you would prefer to retain items where more than 70% of the panel have rated an item
as 7 or more (as is becoming popular in some other COS Delphi studies) then you may use the
p30 statistic for this purpose (i.e. the 30th centile; so if the p30 for an item is 7 then 70% of

the panel rated the item importance at 7 or more.

1.2.3 Bespoke grading system

Finally, we have included a bespoke grading system as discussed to improve separation and to
indicate more easily where participants on a panel who can be grouped by their backgrounds
may not see eye-to-eye. Neither the RAND/UCLA method, nor the ‘70% rating over X’ is
inherently equipped to take this into account. We hope that you find this an appropriate and
useful way to analyse your modified delphi and makes your job of choosing what items to retain
in Round 2 somewhat easier. You asked for the data to be analysed as two sub-panel groups:
public participants and clinician/academic (i.e. treating the clinicians and academics as the

same sub-panel group). Thus, items were graded as follows:
e A**if in both sub-panel groups the median rating is 9;
e A*if in both sub-panel groups > 70% rate an item > 7;

e A if in both sub-panel groups the median item rating is > 7;



1.3 Qualitative analysis

e B if the median rating for an item is > 7 in only one sub-panel group;

e ( if the if the whole panel median rating is > 4 and < 6 and no sub-panel group median

rating is > 7;
e D if the whole panel median is > 1 and < 3 and no sub-panel group median rating is > 7;

We note that this approach was loosely based on one taken by Orbai et al, who used a NGT
approach to consensus, with modifications made for this project specifically by Haywood and

Froud. 210

1.3 Qualitative analysis

Clinvivo was not contracted to undertake an analysis of qualitative data. The raw qualitative

data have been transferred to you.



Round one results

Of the 96 people invited to be public participants, of which a priori 53 were identified to be
invited into the chronic round, 40 to the episodic round (and three were given a choice), we
received 42 public responses for the chronic part of the round and 34 for the episodic part of
the round.

Of the 64 health care professionals who were invited to complete both chronic and episodic parts
of the round, we received 33 responses from health care professionals to the chronic part and 31
to the episodic part.

Thus, we received 75 completed responses for the chronic migraine or tension-type headache
part in total and 65 completed responses for the episodic migraine or tension-type headache

part.

2.1 Demographics

Tables and [2.4 show details of gender, and age in the chronic and episodic parts
of the round. Figures and show the relative proportions of the participants’

countries of origin.

Table 2.1: Gender in the chronic round, by background

Professional (%) Public (%)  Total

Female 15 (27.3) 40 (72.7) 55 (100)
Male 18 (90.0) 2 (10.0) 20 (100)
Total 33 (44.0) 42 (56.0) 75 (100)




2.1 Demographics

Table 2.2: Gender in the episodic round, by background

Professional (%) Public (%)  Total

Female 15 (34.1) 29 (65.9) 44 (100)
Male 16 (76.1) 5(23.8) 21 (100)
Total 31 (47.7) 34 (52.3) 65 (100)

Table 2.3: Age band in the chronic round, by background

Age band  Professional frequency (%) Public frequency (%) Total

18-25 0 (0) 3(7.1) 3 (4)
26-35 1 (3.0) 9 (21.4) 10 (13.3)
36-45 5 (15.2) 17 (40.5) 22 (29.3)
46-55 19 (57.6) 7 (16.7) 26 (34.7)
56-65 5 (15.2) 4 (9.5) 9 (12.0)
>66 years 3(9.1) 2 (4.8) 5 (6.7)
Total 33 (100) 42 (100) 75 (100)




2.1 Demographics

Table 2.4: Age band in the episodic round, by background

Ageband  Professional frequency (%) Public frequency (%) Total
18-25 1(3.2) 1 (2.9) 1 (1.5)
26-35 5 (16.1) 3 (8.8) 4 (6.6)
36-45 17 (54.8) 5 (14.7) 10 (15.4)
46-55 6 (19.4) 10 (29.4) 27 (41.5)
56-65 2 (6.5) 11 (32.4) 17 (26.1)

>66 years 3(9.1) 4 (11.8) 6 (9.2)
Total 31 (100) 34 (100) 65 (100)




2.1 Demographics
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Figure 2.1: Plot of professional participant frequency, by country (chronic) - The figure
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2.1 Demographics
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2.1 Demographics

Table 2.5: Professional backgrounds and duration of service for health-care professionals with a
specific interest in migraine/headache (chronic round)

Background Number selecting Mean service [years] (SD)
Clinician 6 26.2 (7.8)
Neurologist 13 20.2 (7.0)
Neurologist Special Interest 10 16.0 (9.5)

GP special interest 1 12 (N/A)

Nurse Specialist 4 6.5 (3.7)
Psychologist 0 N/A
Pharmacist 0 N/A
Chiro/Osteo/Physio 2 11.5 (6.3)
Alternative Therapy 0 N/A

Table 2.6: Professional backgrounds and duration of service for health-care professionals with a
specific interest in migraine/headache (episodic round)

Background Number selecting Mean service [years] (SD)
Clinician 5 26.8 (9.9)
Neurologist 12 19.08 (6.1)
Neurologist Special Interest 11 15.8 (9.1)

GP special interest 0 0 (N/A)

Nurse Specialist 3 6.3 (5.1)
Psychologist 0 N/A
Pharmacist 0 N/A
Chiro/Osteo/Physio 1 7.0 (N/A)
Alternative Therapy 0 N/A

12



2.1 Demographics

Table 2.7: Professional backgrounds and duration of service for health-related research (chronic)

Background Frequency reporting Mean service [years] (SD)

Health Economist 2 7.5 (3.5)

Clinical Academic 8 16.4 (8.0)
Other health professional academic 2 20 (21.2)

Clinical Trialist 9 11.5 (7.7)
Systematic Reviewer 6 17.3 (11.2)
Measurement Expert 7 17.3 (9.1)
Journal editor / member of editorial board 7 10.1 (7.7)
Research - other 7 18.1 (9.6)

Table 2.8: Professional backgrounds and duration of service for health-related research (episodic)

Background Frequency reporting Mean service [years] (SD)
Health Economist 1 10.0 (N/A)
Clinical Academic 9 17.4 (8.5)

Other health professional academic 0 0 (N/A)

Clinical Trialist 8 13.3 (7.2)
Systematic Reviewer 5 18.6 (13.4)
Measurement Expert 8 17.1 (8.5)
Journal editor / member of editorial board 9 9.2 (6.3)
Research - other 10 18.3 (8.6)

13



2.1 Demographics

Table 2.9: Professional backgrounds and duration of service for health policy related activities

(chronic)
Background Frequency reporting Mean service [years] (SD)
Contribute to headache-related guideline development 11 9.3 (3.6)

Health service
manager/provider /commissioner/ 1 2 (N/A)

Member of national funding body 1 10 (N/A)

Table 2.10: Professional backgrounds and duration of service for health policy related activities

(episodic)
Background Frequency reporting Mean service [years] (SD)
Contribute to headache-related guideline development 14 7.4 (3.9)

Health service
manager /provider/commissioner/ 2 4.5 (3.5)

Member of national funding body 0 0 (N/A)

Tables and shows the frequency of participants identifying with the

presented check-boxes regarding background details, and the average duration in role. Please
refer to the qualitative data for the qualitative descriptions provided for ‘other’. Please note that
it appears that this field appearing underneath the heading for ‘Health-Related Activities’, and
this was not identified in piloting. Thus, the qualitative responses provided appear to actually
relate to health-related activities rather than to listing other research activities. Please accept
our apologies for not spotting this ourselves during in piloting and please consider asking again

for details about ‘other research’ in Round 2.

14



2.2 Histograms of round one responses

Please also note that among the qualitative data are the public participants descriptions of their
type of headache/migraine (see v107 in the chronic data set, or v106 in the episodic data set.
Variables may also be identified through using their field codes, which are printed next to the

questions in the appendix).

2.2 Histograms of round one responses

Histograms follow showing the distributions of item ratings by the panel, by round focus (i.e.
chronic/episodic) and by domain. You may find it helpful to look at these in conjunction with
the print out of the round one as it was seen by participants, which is in the appendix. Item

numbers will then be immediately referable.

2.2.1 Chronic migraine and tension-type headache histograms
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Figure 2.5: Table of histograms for physical symptom items (chronic) - The figure shows
a table of histograms for whole-panel ratings of importance
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2.2 Histograms of round one responses
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Figure 2.6: Table of histograms for emotional well-being symptom items (chronic) - The
figure shows a table of histograms for whole-panel ratings of importance
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2.2 Histograms of round one responses
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Figure 2.7: Table of histograms for activities of daily living life impact items (chronic)
- The figure shows a table of histograms for whole-panel ratings of importance
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2.2 Histograms of round one responses
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Figure 2.8: Table of histograms for emotional well-being life impact items (chronic) -
The figure shows a table of histograms for whole-panel ratings of importance
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2.2 Histograms of round one responses
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Figure 2.9: Table of histograms for work education life impact items (chronic) - The
figure shows a table of histograms for whole-panel ratings of importance
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2.2 Histograms of round one responses
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a table of histograms for whole-panel ratings of importance
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2.2 Histograms of round one responses
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Figure 2.11: Table of histograms for overall health life impact items (chronic) - The
figure shows a table of histograms for whole-panel ratings of importance
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2.2 Histograms of round one responses
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Figure 2.12: Table of histograms for environmental life impact items (chronic) - The
figure shows a table of histograms for whole-panel ratings of importance
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2.2 Histograms of round one responses
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Figure 2.13: Table of histograms for aspects of treatment effectiveness items (chronic)
- The figure shows a table of histograms for whole-panel ratings of importance
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2.2 Histograms of round one responses
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Figure 2.14: Table of histograms for medication use items (chronic) - The figure shows a
table of histograms for whole-panel ratings of importance
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2.2 Histograms of round one responses
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Figure 2.15: Table of histograms for financial impact items (chronic) - The figure shows a
table of histograms for whole-panel ratings of importance
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2.2 Histograms of round one responses
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2.3 Round one ratings by item and sub-panel groups

2.2.2 Episodic migraine and tension-type headache histograms
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Figure 2.17: Table of histograms for physical symptom items (episodic) - The figure shows
a table of histograms for whole-panel ratings of importance

2.3 Round one ratings by item and sub-panel groups

2.3.1 Chronic migraine and tension-type headache

Table shows mean, median item ratings, inter-percentile range, inter-percentile range ad-
justed for asymmetry, appropriateness, and disagreement, for the whole panel and for each
chronic migraine and tension-type headache item in Round 1 (See appendix for item look-up).
Among the whole panel there was no evidence of disagreement on any items were rated impor-
tant apart from two which were rated unsure. Table shows the same results for the health
care professionals/academics only. This sub-panel group disagreed on two items and were unsure

about five items. The rest they rated as important. Table shows the results for the public
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2.3 Round one ratings by item and sub-panel groups
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Figure 2.18: Table of histograms for emotional well-being symptom items (episodic) -
The figure shows a table of histograms for whole-panel ratings of importance
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2.3 Round one ratings by item and sub-panel groups
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Figure 2.19: Table of histograms for activities of daily living life impact items (episodic)
- The figure shows a table of histograms for whole-panel ratings of importance
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2.3 Round one ratings by item and sub-panel groups

Te] n
[ 0 -
o
R g o
5o 52 52
S0 g g
22 o 2
IC [t} e
12 3 4 5 6 7 8 9 12 3 45 6 7 89 12 3 45 6 7 89
2.7. 2.9. 2.10.
[Tl wn 8
> > >0
2o o o
TR A g
> > el
g 14 o
(9] [0 [0}
- II - I II T I I
o L] ol wil . [ [ |
12 3 4 5 6 7 8 9 12 3 45 6 7 8 9 12 3 45 6 7 89
2.11. 2.12. 2.13.
o
«
3w
2y
S
52
o
RN N |
o |

12 3 4 5 6 7 8 9

2.14.

Figure 2.20: Table of histograms for emotional well-being life impact items (episodic) -
The figure shows a table of histograms for whole-panel ratings of importance
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2.3 Round one ratings by item and sub-panel groups
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Figure 2.21: Table of histograms for work education life impact items (episodic) - The
figure shows a table of histograms for whole-panel ratings of importance

31



2.3 Round one ratings by item and sub-panel groups
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Figure 2.22: Table of histograms for social life impact items (episodic) - The figure shows
a table of histograms for whole-panel ratings of importance
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2.3 Round one ratings by item and sub-panel groups

Frequency
10 20 30

0

Frequency
10 20 30

0

Frequency
0 10 20 30 40

Figure 2.23: Table of histograms for overall health life impact items (episodic) - The
figure shows a table of histograms for whole-panel ratings of importance
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2.3 Round one ratings by item and sub-panel groups
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Figure 2.24: Table of histograms for environmental life impact items (episodic) - The
figure shows a table of histograms for whole-panel ratings of importance
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Figure 2.25: Table of histograms for aspects of treatment effectiveness items (episodic)
- The figure shows a table of histograms for whole-panel ratings of importance
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Figure 2.26: Table of histograms for medication use items (episodic) - The figure shows a
table of histograms for whole-panel ratings of importance
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2.3 Round one ratings by item and sub-panel groups
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Figure 2.27: Table of histograms for financial impact items (episodic) - The figure shows
a table of histograms for whole-panel ratings of importance
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Figure 2.28: Table of histograms for adverse event items (episodic) - The figure shows a
table of histograms for whole-panel ratings of importance
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2.3 Round one ratings by item and sub-panel groups

participants only. They thought that all the items were important apart from two, on which
they were unsure, and did not disagree on any items. Table [2.14] shows that among the chronic
items graded, using the bespoke grading method three items were rated A**; 21 were rated A*;

27 were rated A; 5 were rated B; and one was rated C.

2.3.2 Episodic migraine and tension-type headache

Table shows mean, median item ratings, inter-percentile range, inter-percentile range ad-
justed for asymmetry, appropriateness, and disagreement, for the whole panel and for each
episodic migraine and tension-type headache item in Round 1 (See appendix for item look-up).
Among the whole panel there were four items that were rated unsure; the remainder were rated
as important. There was disagreement on one item. Table shows the same results for the
health care professionals/academics only. This sub-panel group disagreed on one item and were
unsure about 10 items; the rest they rated as important. Table shows the results for the
public participants only. They thought that all the items were important apart from two, on
which they were unsure, and did not disagree on any items. Table shows that among the
chronic items graded, using the bespoke grading method four items were rated A**; 14 were

rated A*; 27 were rated A; 10 were rated B; and one was rated C.

Important note

Please remember to review the qualitative data fields for each domain for details of the partici-
pants comments and suggestions for additional items. To distinguish between public and health
care professionals/academics, please note that under the variable ‘type’ in the data set type 0 are
the health care professionals/academics and type 1 are the public participants. Alternatively,

public participants may be identified from their enrol codes, which begin with a ‘p’.
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2.3 Round one ratings by item and sub-panel groups

Table 2.11: Appropriateness, disagreement, median item ratings, inter-percentile range, and inter-
percentile range adjusted for asymmetry (whole panel; chronic migraine or tension-type headache)

Item Importance Disagreement Mean Median P3g Py IPR IPRAS
1.1. Important No 7.6 8 7 9 2 6.85
1.2. Important No 7.4 8 7 9 2 6.85
1.3. Important No 8.1 9 8 9 1 7.6
1.4. Important No 7.8 8 7 9 2 6.85
1.5. Important No 7.9 9 7 9 2 6.85
1.6. Important No 8.1 9 8 9 1 7.6
1.7. Important No 6.7 7 6 8 2 5.35
1.8. Important No 7.3 7 7 8 1 6.1
1.9. Important No 7.4 7 7 9 2 6.85
1.10. Important No 6.9 7 6 8 2 5.35
1.11. Important No 7 7 6 8 2 5.35
1.12. Important No 7.2 7 7 8 1 6.1
1.15. Unsure No 6 6 5 7 2 3.85
1.16. Important No 7 7 6 8 2 5.35
1.17. Important No 7.2 7 7 9 2 6.85
1.18. Important No 7.4 7 7 9 2 6.85
1.19. Important No 6.7 7 6 8 2 5.35
2.1. Important No 7.2 8 7 9 2 6.85
2.2. Important No 7.4 8 7 8 1 6.1
2.3. Important No 7.1 7 7 8 1 6.1
2.4. Important No 7 7 6 8 2 5.35
2.5. Important No 7.6 8 7 9 2 6.85
2.8. Important No 7.3 7 7 8 1 6.1
2.9. Unsure No 5.8 6 5 7 2 3.85
2.10. Important No 6.8 7 6 8 2 5.35
2.11. Important No 7.2 7 6 9 3 6.1

Continued on next page. ..
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2.3 Round one ratings by item and sub-panel groups

Table 2.11 — Continued

Item Importance Disagreement Mean Median Psy Prg IPR IPRAS
2.12. Important No 7.2 7 7 8 1 6.1
2.13. Important No 6.9 7 6 8 2 5.35
2.14. Important No 7.3 8 7 9 2 6.85
2.15. Important No 6.9 7 6 9 3 6.1
2.18. Important No 8.3 9 8 9 1 7.6
2.19. Important No 8.1 9 8 9 1 7.6
2.20. Important No 7.4 8 7 9 2 6.85
2.23. Important No 7.1 7 6 8 2 5.35
2.24. Important No 7.4 8 7 9 2 6.85
2.25. Important No 7.4 8 7 9 2 6.85
2.26. Important No 6.9 7 6 8 2 5.35
2.27. Important No 7 7 6 8 2 5.35
2.28. Important No 6.7 7 6 8 2 5.35
2.29. Important No 6.6 7 6 8 2 5.35
2.30. Important No 6.5 7 5 7 2 3.85
2.33. Important No 8.2 9 8 9 1 7.6
2.34. Important No 7.8 8 7 9 2 6.85
2.35. Important No 7.5 8 7 9 2 6.85
2.38. Important No 6.8 7 6 9 3 6.1
3.1. Important No 7.9 8 7 9 2 6.85
3.2. Important No 7.4 8 7 8 1 6.1
3.3. Important No 7.3 7 7 9 2 6.85
3.4. Important No 7.6 8 7 9 2 6.85
3.5. Important No 7.4 8 7 9 2 6.85
3.8. Important No 7.7 8 7 9 2 6.85
3.9. Important No 7.7 8 7 9 2 6.85
3.12. Important No 7.6 8 7 9 2 6.85

Continued on next page. ..
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Table 2.11 — Continued

Item Importance Disagreement Mean Median Psy Prg IPR IPRAS
3.13. Important No 7.4 7 7 8 1 6.1
3.14. Important No 7.6 8 7 9 2 6.85
4.1. Important No 8 9 7 9 2 6.85
4.2. Important No 6.8 9 6 9 3 6.1




2.3 Round one ratings by item and sub-panel groups

Table 2.12: Appropriateness, disagreement, median item ratings, inter-percentile range, and inter-
percentile range adjusted for asymmetry (health professionals; chronic migraine or tension-type
headache)

Item Importance Disagreement Mean Median Psy Py IPR IPRAS
1.1. Important No 7.5 8 7 9 2 6.85
1.2 Important No 7.1 7 7 9 2 6.85
1.3. Important No 7.8 8 7 9 2 6.85
1.4. Important No 7.6 8 7 9 2 6.85
1.5. Important No 7.8 8 7 9 2 6.85
1.6. Important No 8.1 8 8 9 1 7.6
1.7. Important No 5.8 7 5 7 2 3.85
1.8. Important No 7.1 7 7 8 1 6.1
1.9. Important No 7.3 7 7 8 1 6.1
1.10. Important No 6.5 7 5 8 3 4.6
1.11. Unsure No 6.4 6 5 7 2 3.85
1.12. Important No 6.8 7 6 8 2 5.35
1.15. Important No 6.2 7 6 7 1 4.6
1.16. Important No 7.2 7 7 8 1 6.1
1.17. Important No 7.7 8 7 9 2 6.85
1.18. Important No 7.2 7 6 8 2 5.35
1.19. Important No 6.7 7 6 8 2 5.35
2.1. Important No 6.9 7 6 8 2 5.35
2.2. Important No 7.3 8 7 9 2 6.85
2.3. Important No 7.3 7 7 8 1 6.1
2.4. Important No 6.9 7 6 8 2 5.35
2.5. Important No 7.2 7 7 8 1 6.1
2.8. Important No 6.9 7 6 8 2 5.35
2.9. Unsure No 5.5 5 4 7 3 3.1
2.10. Important No 6.5 7 5 8 3 4.6
2.11. Important No 6.9 7 6 8 2 5.35
2.12. Important No 6.5 7 6 8 2 5.35
2.13. Important No 6.6 7 5 8 3 4.6
2.14. Important No 7.2 7 6 8 2 5.35
2.15. Important No 6.8 7 6 8 2 5.35
2.18. Important No 8.3 9 8 9 1 7.6
2.19. Important No 7.8 8 7 9 2 6.85
2.20. Important No 7.5 8 7 8 1 6.1
2.23. Important No 6.7 7 6 8 2 5.35
2.24. Important No 6.9 7 6 8 2 5.35
2.25. Important No 6.9 7 6 8 2 5.35
2.26. Important No 6.5 7 6 8 2 5.35
2.27. Important No 7.1 7 6 8 2 5.35
2.28. Important No 6.6 7 6 8 2 5.35
2.29. Unsure No 6.4 6 6 7 1 4.6
2.30. Unsure No 5.8 6 5 7 2 3.85

Continued on next page. ..
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2.3 Round one ratings by item and sub-panel groups

Table 2.12 — Continued

Item Importance Disagreement Mean Median P33 Py IPR TPRAS
2.33. Important No 7.9 8 7 9 2 6.85
2.34. Important No 7.2 8 7 8 1 6.1
2.35. Important No 6.5 7 5 9 4 5.35
2.38. Unsure Yes 5.9 6 3 8 5 3.1
3.1. Important No 7.7 8 7 9 2 6.85
3.2. Important No 7.2 8 7 8 1 6.1
3.3. Important No 6.9 7 6 8 2 5.35
3.4. Important No 7.4 7 7 8 1 6.1
3.5. Important No 7.1 7 6 8 2 5.35
3.8. Important No 7.7 8 7 9 2 6.85
3.9. Important No 7.5 8 7 9 2 6.85
3.12. Important No 7.7 8 7 9 2 6.85
3.13. Important No 7.5 7 7 9 2 6.85
3.14. Important No 7.2 7 6 9 3 6.1
4.1. Important No 8 9 7 9 2 6.85
4.2. Important Yes 6.5 9 3 9 6 3.85

Table 2.13: Appropriateness, disagreement, median item ratings, inter-percentile range, and inter-
percentile range adjusted for asymmetry (public participants; chronic migraine or tension-type
headache)

Item Importance Disagreement Mean Median Psy Py IPR IPRAS
1.1. Important No 7.6 8 7 9 2 6.85
1.2 Important No 7.6 8 7 9 2 6.85
1.3. Important No 8.4 9 8 9 1 7.6
1.4. Important No 7.9 9 7 9 2 6.85
1.5. Important No 8 9 7 9 2 6.85
1.6. Important No 8.2 9 8 9 1 7.6
1.7. Important No 7.3 7 7 8 1 6.1
1.8. Important No 7.5 7.5 7 9 2 6.85
1.9. Important No 7.5 7.5 7 9 2 6.85
1.10. Important No 7.2 7 7 8 1 6.1
1.11. Important No 7.5 7 7 9 2 6.85
1.12. Important No 7.5 7 7 9 2 6.85
1.15. Unsure No 5.8 6 5 7 2 3.85
1.16. Important No 6.8 7 6 8 2 5.35
1.17. Important No 6.8 7 6 9 3 6.1
1.18. Important No 7.5 7.5 7 9 2 6.85
1.19. Important No 6.6 7 6 8 2 5.35
2.1. Important No 7.4 8 7 9 2 6.85

Continued on next page. ..
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2.3 Round one ratings by item and sub-panel groups

Table 2.13 — Continued

Item Importance Disagreement Mean Median P33 Py IPR TPRAS
2.2. Important No 7.4 8 7 8 1 6.1
2.3. Important No 6.9 7 6 8 2 5.35
2.4. Important No 7 7 7 8 1 6.1
2.5. Important No 7.9 9 8 9 1 7.6
2.8. Important No 7.7 8 7 9 2 6.85
2.9. Unsure No 6.1 6 5 8 3 4.6
2.10. Important No 7.1 7.5 7 8 1 6.1
2.11. Important No 7.4 7.5 7 9 2 6.85
2.12. Important No 7.7 8 7 9 2 6.85
2.13. Important No 7 8 7 9 2 6.85
2.14. Important No 7.3 8 7 9 2 6.85
2.15. Important No 7 7 7 9 2 6.85
2.18. Important No 8.3 9 8 9 1 7.6
2.19. Important No 8.4 9 8 9 1 7.6
2.20. Important No 7.3 8 7 9 2 6.85
2.23. Important No 7.5 8 7 9 2 6.85
2.24. Important No 7.8 8 7 9 2 6.85
2.25. Important No 7.8 8 7 9 2 6.85
2.26. Important No 7.3 8 7 9 2 6.85
2.27. Important No 7 7 6 9 3 6.1
2.28. Important No 6.7 7 6 8 2 5.35
2.29. Important No 6.8 7 6 8 2 5.35
2.30. Important No 7.1 7 6 9 3 6.1
2.33. Important No 8.4 9 8 9 1 7.6
2.34. Important No 8.3 9 8 9 1 7.6
2.35. Important No 8.4 9 8 9 1 7.6
2.38. Important No 7.6 8 7 9 2 6.85
3.1. Important No 8 8 7 9 2 6.85
3.2. Important No 7.6 8 7 9 2 6.85
3.3. Important No 7.5 8 7 9 2 6.85
3.4. Important No 7.7 8 7 9 2 6.85
3.5. Important No 7.7 8.5 7 9 2 6.85
3.8. Important No 7.7 8 7 9 2 6.85
3.9. Important No 7.8 8 8 9 1 7.6
3.12. Important No 7.6 8 7 9 2 6.85
3.13. Important No 7.4 7 7 8 1 6.1
3.14. Important No 7.9 8 8 9 1 7.6
4.1. Important No 8 9 7 9 2 6.85
4.2. Important No 7.1 9 6 9 3 6.1
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2.3 Round one ratings by item and sub-panel groups

Table 2.14: Delphi chronic migraine and tension-type headache item grading

Item Grade
1.1.  A*
1.2. A*
1.3. A*
1.4. A*
1.5. A*
1.6. A*
1.7. A
1.8. A*
1.9. A*
1.10. A
1.11. B
1.12. A
1.15. B
1.16. A
1.17. A
1.18. A
1.19. A
2.1. A
2.2. A*
2.3. A
24. A
2.5. A*
2.8. A
2.9. C
2.10. A
2.11. A
2.12. A
2.13. A
2.14. A
2.15. A
2.18. A**
2.19. A¥*
2.20. A*
2.23. A
2.24. A
2.25. A
2.26. A
2.27. A
2.28. A
2.29. B
230. B
2.33. A*

Continued on next page. ..
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2.3 Round one ratings by item and sub-panel groups

Table 2.14 — Continued

Item Grade
2.34. A*
2.35. A
2.38. B
3.1. A*
3.2. A*
3.3. A
3.4. A*
3.5. A
3.8.  A*
3.9. A*
3.12. A*
3.13. A*
3.14. A
4.1.  A**
4.2. A¥*

Table 2.15: Appropriateness, disagreement, median item ratings, inter-percentile range, and inter-
percentile range adjusted for asymmetry (whole panel; episodic migraine or tension-type headache)

Item Importance Disagreement Mean Median Psy Py IPR IPRAS
1.1. Important No 7.3 7 6 8 2 5.35
1.2 Important No 7.4 8 7 8 1 6.1
1.3. Important No 8.3 9 8 9 1 7.6
1.4. Important No 8.2 9 8 9 1 7.6
1.5. Important No 8.1 9 8 9 1 7.6
1.6. Important No 8.3 9 8 9 1 7.6
1.7. Important No 6.6 7 6 8 2 5.35
1.8. Important No 7.1 7 7 8 1 6.1
1.9. Important No 6.9 7 6 8 2 5.35
1.10. Important No 6.6 7 6 8 2 5.35
1.11. Unsure No 6.3 6 5 7 2 3.85
1.12. Important No 7.3 7 7 9 2 6.85
1.15. Unsure No 6 6 5 7 2 3.85
1.16. Important No 7 7 7 8 1 6.1
1.17. Important No 7 7 7 8 1 6.1
1.18. Important No 7.1 7 7 8 1 6.1
1.19. Unsure Yes 6 6 4 8 4 3.85
2.1. Important No 6.8 7 6 8 2 5.35
2.2. Important No 7.1 7 6 8 2 5.35
2.3. Important No 6.8 7 6 8 2 5.35

Continued on next page. ..

47



Table 2.15 — Continued

Item Importance Disagreement Mean Median P33 Py IPR TPRAS
2.4. Important No 6.7 7 6 7 1 4.6
2.5. Important No 7 7 7 8 1 6.1
2.8. Unsure No 5.8 6 ) 7 2 3.85
2.9. Important No 6.5 7 5 8 3 4.6
2.10. Important No 6.7 7 6 8 2 5.35
2.11. Important No 6.8 7 6 8 2 5.35
2.12. Important No 6.5 7 6 8 2 5.35
2.13. Important No 7.1 7 7 8 1 6.1
2.14. Important No 6.7 7 6 8 2 5.35
2.15. Important No 8 8 7 9 2 6.85
2.18. Important No 8 9 7 9 2 6.85
2.19. Important No 7.1 7 6 8 2 5.35
2.20. Important No 6.9 7 6 8 2 5.35
2.23. Important No 7.1 7 7 8 1 6.1
2.24. Important No 6.9 7 6 8 2 5.35
2.25. Important No 6.8 7 6 8 2 5.35
2.26. Important No 6.8 7 6 7 1 4.6
2.27. Important No 6.9 7 6 8 2 5.35
2.28. Important No 6.5 7 6 7 1 4.6
2.29. Important No 6.5 7 6 7 1 4.6
2.32. Important No 7.9 8 7 9 2 6.85
2.33. Important No 7.7 8 7 9 2 6.85
2.34. Important No 7.8 9 7 9 2 6.85
2.37. Important No 7.2 8 6 9 3 6.1
3.1. Important No 7.8 8 7 9 2 6.85
3.2. Important No 7.7 8 7 9 2 6.85
3.3. Important No 7.2 8 6 9 3 6.1
3.4. Important No 8 8 7 9 2 6.85
3.5. Important No 7.2 7 7 8 1 6.1
3.8. Important No 7.9 8 7 9 2 6.85
3.9. Important No 7.7 8 7 9 2 6.85
3.12. Important No 7 7 6 8 2 5.35
3.13. Important No 7.3 7 7 9 2 6.85
3.14. Important No 7.3 8 7 9 2 6.85
4.1. Important No 8 8 7 9 2 6.85
4.2 Important No 6.9 8 6 9 3 6.1




2.3 Round one ratings by item and sub-panel groups

Table 2.16: Appropriateness, disagreement, median item ratings, inter-percentile range, and inter-
percentile range adjusted for asymmetry (health professionals; episodic migraine or tension-type
headache)

Item Importance Disagreement Mean Median Psy Py IPR IPRAS
1.1. Important No 6.8 7 6 7 1 4.6
1.2 Important No 7.7 8 7 8 1 6.1
1.3. Important No 8.3 9 8 9 1 7.6
1.4. Important No 8.2 9 8 9 1 7.6
1.5. Important No 8.1 9 8 9 1 7.6
1.6. Important No 8.3 9 8 9 1 7.6
1.7. Unsure No 5.9 6 5 8 3 4.6
1.8. Important No 6.7 7 6 7 1 4.6
1.9. Important No 6.6 7 6 7 1 4.6
1.10. Important No 6.8 7 6 7 1 4.6
1.11. Important No 6.4 7 5 7 2 3.85
1.12. Important No 7.5 8 7 9 2 6.85
1.15. Unsure No 5.6 6 4 7 3 3.1
1.16. Important No 7 7 6 8 2 5.35
1.17. Important No 6.8 7 6 8 2 5.35
1.18. Important No 6.6 7 6 7 1 4.6
1.19. Unsure No 5.7 6 4 7 3 3.1
2.1. Important No 6.4 7 5 8 3 4.6
2.2. Important No 6.8 7 6 8 2 5.35
2.3. Important No 6.8 7 6 8 2 5.35
2.4. Important No 6.5 7 6 7 1 4.6
2.5. Important No 6.3 7 6 7 1 4.6
2.8. Unsure No 5.6 5 5 7 2 3.85
2.9. Unsure No 5.8 6 5 7 2 3.85
2.10. Unsure No 6 6 5 7 2 3.85
2.11. Important No 6.3 7 5 7 2 3.85
2.12. Unsure No 6.1 6 5 7 2 3.85
2.13. Important No 6.9 7 7 8 1 6.1
2.14. Important No 6.4 7 6 7 1 4.6
2.15. Important No 7.7 8 7 9 2 6.85
2.18. Important No 7.7 8 7 9 2 6.85
2.19. Important No 6.8 7 6 7 1 4.6
2.20. Important No 6.5 7 6 7 1 4.6
2.23. Important No 6.5 7 6 7 1 4.6
2.24. Important No 6.5 7 6 8 2 5.35
2.25. Important No 6.5 7 6 7 1 4.6
2.26. Important No 6.7 7 6 7 1 4.6
2.27. Important No 6.5 7 6 7 1 4.6
2.28. Unsure No 5.8 6 5 7 2 3.85
2.29. Unsure No 5.7 6 5 7 2 3.85
2.32. Important No 7.3 7 7 8 1 6.1

Continued on next page. ..
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2.3 Round one ratings by item and sub-panel groups

Table 2.16 — Continued

Item Importance Disagreement Mean Median P33 Py IPR TPRAS
2.33. Important No 6.9 7 7 8 1 6.1
2.34. Important No 7.2 7 7 8 1 6.1
2.37. Unsure No 6.2 6 5 7 2 3.85
3.1. Important No 7.7 8 7 9 2 6.85
3.2. Important No 7.5 8 7 9 2 6.85
3.3. Important No 7 8 6 8 2 5.35
3.4. Important No 7.9 8 7 9 2 6.85
3.5. Important No 6.6 7 6 8 2 5.35
3.8. Important No 7.4 7 7 8 1 6.1
3.9. Important No 7.1 7 7 8 1 6.1
3.12. Important No 6.7 7 6 8 2 5.35
3.13. Important No 7 7 6 8 2 5.35
3.14. Important No 7 7 6 8 2 5.35
4.1. Important No 7.8 8 7 9 2 6.85
4.2. Important Yes 6 8 3 9 6 3.8

Table 2.17: Appropriateness, disagreement, median item ratings, inter-percentile range, and inter-
percentile range adjusted for asymmetry (public participants; episodic migraine or tension-type
headache)

Item Importance Disagreement Mean Median Psy Pry IPR IPRAS
1.1. Important No 7.7 8 7 9 2 6.85
1.2. Important No 7.1 7 7 8 1 6.1
1.3. Important No 8.4 9 9 9 0 8.35
1.4. Important No 8.2 9 8 9 1 7.6
1.5. Important No 8.1 9 8 9 1 7.6
1.6. Important No 8.3 9 8 9 1 7.6
1.7. Important No 7.2 7 7 8 1 6.1
1.8. Important No 7.4 8 7 8 1 6.1
1.9. Important No 7.1 8 7 8 1 6.1
1.10. Important No 6.4 7 5 8 3 4.6
1.11. Unsure No 6.2 6 5 7 2 3.85
1.12. Important No 7.1 7 7 8 1 6.1
1.15. Important No 6.3 7 6 7 1 4.6
1.16. Important No 6.9 7 7 8 1 6.1
1.17. Important No 7.1 8 7 8 1 6.1
1.18. Important No 7.6 8 7 9 2 6.85
1.19. Important No 6.4 7 5 8 3 4.6
2.1. Important No 7.1 7.5 6 9 3 6.1
2.2. Important No 7.4 7 7 9 2 6.85

Continued on next page. ..
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2.3 Round one ratings by item and sub-panel groups

Table 2.17 — Continued

Item Importance Disagreement Mean Median P33 Py IPR TPRAS
2.3. Important No 6.9 7 6 8 2 5.35
2.4. Important No 6.9 7 6 7 1 4.6
2.5. Important No 7.7 8 7 9 2 6.85
2.8. Unsure No 6.1 6 5 7 2 3.85
2.9. Important No 7.2 7 7 8 1 6.1
2.10. Important No 7.3 8 7 9 2 6.85
2.11. Important No 7.4 8 7 8 1 6.1
2.12. Important No 6.9 7 6 8 2 5.35
2.13. Important No 7.3 7.5 7 9 2 6.85
2.14. Important No 7.1 7 7 8 1 6.1
2.15. Important No 8.2 9 8 9 1 7.6
2.18. Important No 8.2 9 8 9 1 7.6
2.19. Important No 7.4 7 7 9 2 6.85
2.20. Important No 7.4 7 7 8 1 6.1
2.23. Important No 7.7 8 7 8 1 6.1
2.24. Important No 7.3 7 7 9 2 6.85
2.25. Important No 7.2 7 7 8 1 6.1
2.26. Important No 6.9 7 6 8 2 5.35
2.27. Important No 7.3 7 7 8 1 6.1
2.28. Important No 7.1 7 7 7 0 5.35
2.29. Important No 7.2 7 7 8 1 6.1
2.32. Important No 8.4 9 8 9 1 7.6
2.33. Important No 8.5 9 8 9 1 7.6
2.34. Important No 8.4 9 9 9 0 8.35
2.37. Important No 8.2 9 8 9 1 7.6
3.1. Important No 8 8.5 8 9 1 7.6
3.2. Important No 7.8 8 8 9 1 7.6
3.3. Important No 7.4 7.5 7 9 2 6.85
3.4. Important No 8.1 8.5 8 9 1 7.6
3.5. Important No 7.7 8 7 9 2 6.85
3.8. Important No 8.4 9 8 9 1 7.6
3.9. Important No 8.3 9 8 9 1 7.6
3.12. Important No 7.3 7 7 9 2 6.85
3.13. Important No 7.6 8 7 9 2 6.85
3.14. Important No 7.6 8 7 9 2 6.85
4.1. Important No 8.2 8.5 8 9 1 7.6
4.2. Important No 7.6 8 7 9 2 6.85
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2.3 Round one ratings by item and sub-panel groups

Table 2.18: Delphi episodic migraine and tension-type headache item grading

Item Grade

1.1. A
1.2. A*
1.3. A%
1.4. A**
1.5,  A**
1.6.  A**
1.7.
1.8.
1.9.
1.10.
1.11.
1.12.
1.15.
1.16.
1.17.
1.18.
1.19.
2.1.
2.2.
2.3.
24.
2.5.
2.8.
2.9.
2.10.
2.11.
2.12.
2.13.
2.14.
2.15.
2.18.
2.19.
2.20.
2.23.
2.24.
2.25.
2.26.
2.27.
2.28.
2.29.
2.32. A*

2.33. A*

Continued on next page. ..
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2.4 Round one qualitative analysis

Table 2.18 — Continued

Item Grade
2.34. A*
2.37. B
3.1.  A*
3.2. A*
3.3. A
3.4.  A*
3.5. A
3.8. A*
3.9. A*
3.12. A
3.13. A
3.14. A
4.1. A*
4.2. A

2.4 Round one qualitative analysis

Not required.
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3

Transfer of files and data and the
next round

All data and graphs have been/will be transferred to you in the same encrypted folder. Original
Stata graphs are included should you wish to modify these for further use.

We have included a folder of editable results in various formats, in the case that it facilitates
your final write up or any further analysis you may wish to do beyond those which Clinvivo has
been contracted to provide. We look forward to receiving your Word documents detailing what
content you would like to be displayed in Round 2.

Please contact us if you have any questions regarding the results presented in this report and
we will of course be happy to help.
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4

Methods

4.1 Round two sampling, recruitment, and material

The COSH Delphi study team provided Clinvivo with a list of public participants and health care
professionals/academic participants of invitees and e-mail invitation wording (see Appendix).
Clinvivo sent this along with a personalised link to the second round of delphi studies on chronic
and episodic migraine, which ran from March 8, 2018 to March 22, 2018. We note that for the
second round your focus has shifted to exclude tension type headache.

Reminders to complete the round(s) were sent by Clinvivo on March 15 and March 21, 2018.
Details of Round 2 as it appeared to panellists, is provided in the appendix.

Data from the round were sent directly to a secure SQL database using our software. Once the
round had closed we exported these data in CSV format and quantitative data were read into
Stata (version 15.0) for analysis. Qualitative data were exported and formatted into an Excel
file for examination by the COSH team.

4.2 Methods and analysis

Participants were asked to rate the priority of including each outcome in a core set, using an
11-point scale where 0=Not a priority and 10=An absolute priority. Participants were given 70
points to spend on rating 27 outcomes in the episodic part of the round and 31 outcomes in
the chronic part of the round. All points were required to be spent. We summed the priority
ratings for each outcome.

4.3 Qualitative analysis

Clinvivo was not contracted to undertake an analysis of qualitative data. The raw qualitative
data have been transferred to you.
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5

Round two results

Of the 42 public participants invited to the chronic round, and 34 invited to the episodic round,
we received 33 responses (78.6% of the invited panel) for the chronic part of the round and 25
(73.5%) for the episodic part of the round.

Of the 37 health care professionals who were invited to complete both chronic and episodic parts
of the round, we received 23 to the chronic part (62.2%) and 29 (78.4%) to the episodic part.
Thus, in Round 2, we received 56 completed responses (70.9%) for the chronic part and 54
(76.0%) for the episodic part.

Please note that, unlike in cross-sectional studies, the repose rate should be used as an indication
of external generalisability since generalisability is not the aim of a delphi study (rather delphi
is an expert panel decision about a subject matter).

5.1 Demographics

No additional demographics were collected on Round 2.

5.2 Sums of outcome priority ratings

Tables to show the sums of priorty ratings together, and seperately by sub-panel group,
for episodic and chronic parts of the round. The outcomes in the tables are ordered by their
ratings (highest rated to lowest rated).

Please note that the outcome number is not linked to those used in Round 1, as this is a
subset with relatively fewer outcomes being considered. The outcome numbers are listed in the
Appendix for Round 2. In addition, in the below tables the section and subdomain are listed
for your convenience.

Table 5.1: Priority ratings for episodic outcomes (whole panel), ordered by highest rated

Outcome  Section Subdomain Sum of ratings
1.3 Physical symptoms Pain with migraine 264
1.5 Physical symptoms Frequency of migraine pain 258
1.6 Physical symptoms Intensity of pain with migraine 253

Continued on next page. ..
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Table 5.1 — Continued

Outcome  Section Subdomain Sum of ratings
1.4 Physical symptoms Duration of migraine pain 251
2.6 Work /education Work activities 185
1.1 Physical symptoms Cognitive function 162
4.1 Adverse events Side effects 161
2.10 Overall health and well-being Overall health 154
2.13 Environmental factors Trigger factors 144
1.2 Physical symptoms Increased sensitivities 143
2.8 Social Family roles 136
2.11 Overall health and well-being Self-management 136
2.7 Work/education Need for time off 135
3.1 Aspects of treatment effectiveness Satisfaction with treatment 131
1.8 Physical symptoms Vomiting /nausia 122
3.4 Medication use During migraine 120
2.12 Overall health and well-being Unpredictability 117
1.7 Physical symptoms Physical fatigue 110
2.1 Emotional well-being Anxeity 108
2.2 Emotional well-being Depressive mood 108
3.5 Medication use Prophylactic 106
2.9 Social Participation 103
3.3 Aspects of treatment effectiveness Consistency of treatment effect 99
2.5 Emotional well-being Stress 89
3.2 Aspects of treatment effectiveness Confidence in treatment 73
2.4 Emotional well-being Self-worth 59
2.3 Emotional well-being Isolation 53

Table 5.2: Priority ratings for episodic outcomes (professional sub-panel), ordered by highest rated

Outcome Section Subdomain Sum of ratings
1.3 Physical symptoms Pain with migraine 159
1.4 Physical symptoms Duration of migraine pain 145
1.5 Physical symptoms Frequency of migraine pain 140
1.6 Physical symptoms Intensity of pain with migraine 136
2.6 Work/education Work activities 115
4.1 Adverse events Side effects 104
1.2 Physical symptoms Increased sensitivities 94
1.8 Physical symptoms Vomiting /nausia 89
3.1 Aspects of treatment effectiveness Satisfaction with treatment 84
1.1 Physical symptoms Cognitive function 73
2.7 Work/education Need for time off 72
3.4 Medication use During migraine 71

Continued on next page. ..



5.2 Sums of outcome priority ratings

Table 5.2 — Continued

Outcome  Section Subdomain Sum of ratings
2.8 Social Family roles 70
3.5 Medication use Prophylactic 69
2.13 Environmental factors Trigger factors 63
2.1 FEmotional well-being Anxeity 61
2.10 Overall health and well-being Overall health 55
2.11 Overall health and well-being Self-management 54
2.9 Social Participation 52
3.3 Aspects of treatment effectiveness Consistency of treatment effect 52
2.12 Overall health and well-being Unpredictability 50
2.5 Emotional well-being Stress 48
1.7 Physical symptoms Physical fatigue 45
2.2 Emotional well-being Depressive mood 43
3.2 Aspects of treatment effectiveness Confidence in treatment 41
2.4 Emotional well-being Self-worth 25
2.3 FEmotional well-being Isolation 20

Table 5.3: Priority ratings for episodic outcomes (public sub-panel), ordered by highest rated

Outcome Section Subdomain Sum of ratings
1.5 Physical symptoms Frequency of migraine pain 118
1.6 Physical symptoms Intensity of pain with migraine 117
1.4 Physical symptoms Duration of migraine pain 106
1.3 Physical symptoms Pain with migraine 105
2.10 Overall health and well-being Overall health 99
1.1 Physical symptoms Cognitive function 89
2.11 Overall health and well-being Self-management 82
2.13 Environmental factors Trigger factors 81
2.6 Work/education Work activities 70
2.12 Overall health and well-being Unpredictability 67
2.8 Social Family roles 66
1.7 Physical symptoms Physical fatigue 65
2.2 Emotional well-being Depressive mood 65
2.7 Work/education Need for time off 63
4.1 Adverse events Side effects 57
2.9 Social Participation 51
1.2 Physical symptoms Increased sensitivities 49
3.4 Medication use During migraine 49
2.1 Emotional well-being Anxeity 47
3.1 Aspects of treatment effectiveness Satisfaction with treatment 47
3.3 Aspects of treatment effectiveness Consistency of treatment effect 47

Continued on next page. . .
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5.2 Sums of outcome priority ratings

Table 5.3 — Continued

Outcome  Section Subdomain Sum of ratings
2.5 Emotional well-being Stress 41
3.5 Medication use Prophylactic 37
2.4 Emotional well-being Self-worth 34
1.8 Physical symptoms Vomiting /nausia 33
2.3 Emotional well-being Isolation 33
3.2 Aspects of treatment effectiveness Confidence in treatment 32

Table 5.4: Priority ratings for chronic outcomes (whole panel), ordered by highest rated

Outcome Section Subdomain Sum of ratings
1.6 Physical symptoms Severity/ intensity of pain 285
1.3 Physical symptoms Pain associated with Headache 270
1.5 Physical symptoms Frequency of pain 242
14 Physical symptoms Duration of pain 231
1.13 Emotional well-being Daily tasks 199
1.15 Work /education Work activities 197
1.1 Physical symptoms Cognitive function 194
1.3 Adverse effects reatment side effects 162
1.2 Physical symptoms Increased sensitivities 137
1.7 Physical symptoms Physical fatigue 136
1.16 Work/education Needing to take time-off 131
1.23 Aspects of treatment effectiveness Satisfaction with treatment 126
1.20 Overall health and well-being Overall health 122
1.8 Physical symptoms Sleep quality 114
1.14 Emotional well-being Needing to rest 113
1.12 Emotional well-being Stress 106
1.21 Overall health and well-being Self-Management 105
1.22 Overall health and well-being Unpredictability 99
1.18 Social Family roles 94
1.9 Emotional well-being Anxiety 93
1.27 Medication use Prophylactic 82
1.19 Social Participation 77
1.25 Aspects of treatment effectiveness Consistency of treatment effect 77
1.26 Medication use During headache 77
1.28 Financial impact Financial impact 77
1.31 Adverse effects Mortality (death) 7
1.24 Aspects of treatment effectiveness Confidence in treatment 67
1.11 Emotional well-being Self-worth 66
1.10 Emotional well-being Feelings of isolation 58
1.29 Financial impact Use of healthcare 56

Continued on next page. ..
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5.2 Sums of outcome priority ratings

Table 5.4 — Continued

Outcome

Section

Subdomain

Sum of ratings

1.17

Work/education

Social role

50

Table 5.5: Priority ratings for chronic outcomes

(professional sub-panel), ordered by highest rated

Outcome  Section Subdomain Sum of ratings
1.6 Physical symptoms Severity/ intensity of pain 111
1.3 Physical symptoms Pain associated with Headache 101
1.13 Emotional well-being Daily tasks 101
1.5 Physical symptoms Frequency of pain 96
1.15 Work/education Work activities 89
1.4 Physical symptoms Duration of pain 80
1.3 Adverse effects Treatment side effects 69
1.23 Aspects of treatment effectiveness Satisfaction with treatment 65
1.1 Physical symptoms Cognitive function 59
1.12 Emotional well-being Stress 55
1.8 Physical symptoms Sleep quality 52
1.2 Physical symptoms Increased sensitivities 51
1.7 Physical symptoms Physical fatigue 49
1.16 Work/education Needing to take time-off 49
1.31 Adverse effects Mortality (death) 46
1.18 Social Family roles 43
1.21 Overall health and well-being Self-Management 43
1.27 Medication use Prophylactic 42
1.26 Medication use During headache 41
1.9 Emotional well-being Anxiety 39
1.20 Overall health and well-being Overall health 39
1.29 Financial impact Use of healthcare 35
1.14 Emotional well-being Needing to rest 34
1.17 Work /education Social role 34
1.28 Financial impact Financial impact 33
1.24 Aspects of treatment effectiveness Confidence in treatment 32
1.19 Social Participation 30
1.11 FEmotional well-being Self-worth 25
1.25 Aspects of treatment effectiveness Consistency of treatment effect 25
1.10 Emotional well-being Feelings of isolation 21
1.22 Overall health and well-being Unpredictability 21
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5.3 Note on pain /pain intensity items

Table 5.6: Priority ratings for chronic outcomes (public sub-panel), ordered by highest rated

Outcome Section Subdomain Sum of ratings
1.6 Physical symptoms Severity/ intensity of pain 174
1.3 Physical symptoms Pain associated with Headache 169
1.4 Physical symptoms Duration of pain 151
1.5 Physical symptoms Frequency of pain 146
1.1 Physical symptoms Cognitive function 135
1.15 Work/education Work activities 108
1.13 Emotional well-being Daily tasks 98
1.3 Adverse effects Treatment side effects 93
1.7 Physical symptoms Physical fatigue 87
1.2 Physical symptoms Increased sensitivities 86
1.20 Overall health and well-being Overall health 83
1.16 Work/education Needing to take time-off 82
1.14 Emotional well-being Needing to rest 79
1.22 Overall health and well-being Unpredictability 78
1.8 Physical symptoms Sleep quality 62
1.21 Overall health and well-being Self-Management 62
1.23 Aspects of treatment effectiveness Satisfaction with treatment 61
1.9 Emotional well-being Anxiety 54
1.25 Aspects of treatment effectiveness Consistency of treatment effect 52
1.12 Emotional well-being Stress 51
1.18 Social Family roles 51
1.19 Social Participation 47
1.28 Financial impact Financial impact 44
1.11 Emotional well-being Self-worth 41
1.27 Medication use Prophylactic 40
1.10 FEmotional well-being Feelings of isolation 37
1.26 Medication use During headache 36
1.24 Aspects of treatment effectiveness Confidence in treatment 35
1.31 Adverse effects Mortality (death) 31
1.29 Financial impact Use of healthcare 21
1.17 Work /education Social role 16

5.3 Note on pain /pain intensity items

We note for the researchers’ consideration that in the episodic round the most valued items are
all in the domain of pain. Item 1.3 (pain) and item 1.6 (intensity of pain) both scored highly.
Is it possibly that there may be some overlap insofar as participants may have read and scored
these as being similar? Conflation may be one option to consider here.
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5.5 Self-certification of chronic migraine

5.4 Ictal and inter-ictal periods

Table and show responses to the question of whether choice of outcomes would be
influenced by the time of assessment (ictal or inter-ictal) in the episodic and chronic rounds
respectively.

Table 5.7: View of whether ictal/inter-ictal periods would influence choice (episodic)

Panel Yes (%) No (%) Total (%)

Whole panel 28 (51.9) 26 (48.2) 54 (100)
Professional 17 (58.6) 12 (41.4) 29 (100)
Public 11 (44.0) 14 (56.0) 25 (100)

Table 5.8: View of whether ictal/inter-ictal periods would influence choice (chronic)

Panel Yes (%) No (%) Total (%)

Whole panel 25 (44.6) 31 (55.4) 56 (100)
Professional 9 (39.1) 14 (60.9) 23 (100)
Public 16 (48.5) 17 (51.5) 33 (100)

5.5 Self-certification of chronic migraine

Of the 33 public participants who responded to the chronic round, two (6%) reported that they
did not have chronic migraine according to the provided definition. Of the 31 (93.9%) who
reported that they did fit the definition, all (100%) reported that the diagnosis was made by a
health professional.

5.6 Round two qualitative analysis

Not required.
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6

Transfer of files and data and the
next round

All data have been/will be transferred to you in the same encrypted folder.

We have included a folder of editable results in various formats, in the case that it facilitates
your final write up or any further analysis you may wish to do beyond those which Clinvivo has
been contracted to provide.

We look forward to receiving your Word documents detailing what content you would like to be
displayed in Round 3.

Please contact us if you have any questions regarding the results presented in this report and
we will of course be happy to help.
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7

Methods

7.1 Round three sampling, recruitment, and material

The COSH Delphi study team provided Clinvivo with a list of public participants and health care
professionals/academic participants of invitees and e-mail invitation wording (see Appendix).
Clinvivo sent this along with a personalised link to the final round of delphi studies on chronic
and episodic migraine, which ran from April 26, 2018 to May 10, 2018.

Reminders to complete the round(s) were sent by Clinvivo on May 3, 2018 and May 9, 2018.
Details of Round 3 as it appeared to panellists, is provided in the appendix.

Data from the round were sent directly to a secure SQL database using our software. Once the
round had closed we exported these data in CSV format and quantitative data were read into
Stata (version 15.0) for analysis. Qualitative data were exported and formatted into an Excel
file for examination by the COSH team.

7.2 Methods and analysis

Participants were asked to indicate whether they were happy with a series of decisions. Frequency
distributions of responces were tablutated by question ID number.

7.3 Qualitative analysis

Clinvivo was not contracted to undertake an analysis of qualitative data. The raw qualitative
data have been transferred to you. Please remember to read through these.
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8

Round three results

Of the 33 public participants invited to the chronic round, and 25 invited to the episodic round,
we received 29 responses (88% of the invited panel) for the chronic part of the round and 23
(92%) for the episodic part of the round.

Of the 30 health care professionals who were invited to complete both chronic and episodic parts
of the round, we received 23 to the chronic part (77%) and 21 (70%) to the episodic part.
Thus, in Round 3, we received 52 completed responses (83%) for the chronic part and 44 (80%)
for the episodic part.

8.1 Demographics

No additional demographics were collected on Round 3.

8.2 Tables of results

Tables to show the proportion of people responding ‘Yes’ to each of the questions. The
question IDs match those listed on the PDF of Round 3 in the Appendix.

Table 8.1: Frequency distributions for episodic questions (whole panel; n=44)

Question number Number of positive responses (Yes) Percentage of postitive responses (Yes)

2.1 30 68.2
2.2 29 65.9
2.3 20 45.5
2.4 32 72.7
2.5 27 61.4
2.6 25 56.8
3.1.1 44 100
3.1.i 40 90.9
3.21 39 88.6
3.2.1i 38 86.4
3.3.1 43 97.7

Continued on next page. ..
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Table 8.1 — Continued

Question number Number of positive responses (Yes) Percentage of postitive responses (% Yes)

3.3.ii 40 90.9
3.4.1 44 100
3.4.1i 39 88.6
3.5 42 95.5
3.5.1i 37 84.1
3.6.1 40 90.9
3.6.1i 38 86.4
3.7.1 41 93.2
3.7.1i 39 88.6
4.1 27 61.36
4.2 38 86.4
4.3 39 88.6
4.4 37 84.1
4.5 32 72.7
4.6 37 84.1
4.7 35 79.6

Table 8.2: Frequency distributions for episodic questions (professional sub-panel; n=21)

Question number Number of positive responses (Yes) Percentage of postitive responses (Yes)

21 15 71.4
2.2 15 71.4
2.3 11 52.4
24 13 61.9
2.5 11 52.4
2.6 9 42.9
3.1.1 21 100
3.1.i 21 100
3.21 17 81.0
3.2.11 16 76.2
3.3.1 21 100
3.3.1i 19 90.5
3.4.1 21 100
3.4.i 19 90.5
3.5 19 90.5
3.5.1i 17 81.0
3.6.1 18 85.7
3.6.1i 17 81.0
3.71 21 100
3.7.i1 19 90.5

Continued on next page. . .



Table 8.2 — Continued

Question number Number of positive responses (Yes) Percentage of postitive responses (Yes)

4.1 13 61.9
4.2 19 90.5
4.3 20 95.2
4.4 16 76.2
4.5 11 52.4
4.6 17 81.0
4.7 17 81.0

Table 8.3: Frequency distributions for episodic outcomes (public sub-panel; n=23)

Question number Number of positive responses (Yes) Percentage of postitive responses (Yes)

2.1 15 65.2
2.2 14 60.9
2.3 9 39.1
24 19 82.6
2.5 16 69.6
2.6 16 69.6
3.1.1 23 100
3.1.i 19 82.6
3.21 22 95.7
3.2.11 22 95.7
3.3.1 22 95.7
3.3.1i 21 91.3
3.4.1 23 100
3.4.1 20 87.0
3.5.1 23 100
3.5.1i 20 87.0
3.6.1 22 95.7
3.6.1i 21 91.3
3.71 20 87.0
3.7.11 20 87.0
4.1 14 60.9
4.2 19 82.6
4.3 19 82.6
4.4 21 91.3
4.5 21 91.3
4.6 20 87.0

4.7 18 78.3




8.2 Tables of results

Table 8.4: Frequency distributions for chronic outcomes (whole panel;n=52)

Question number Number of positive responses (Yes)

Percentage of postitive responses (Yes)

2.1
2.2
2.3
3.1.1
3.1.i
3.2.1
3.2.11
3.3.1
3.3.1i
3.4.1
3.4.i
3.5.1
3.5.11
3.6.1
3.6.1i
3.71
3.7.1
4.1
4.2
4.3

28
10
44
48
48
51
48
50
49
48
46
45
44
39
35
48
44
42
31
37

53.9
19.2
84.6
92.3
92.3
98.1
92.3
96.1
94.2
92.3
88.5
86.5
84.6
75.0
67.3
92.3
84.6
80.8
99.6
71.2

Table 8.5: Frequency distributions for chronic outcomes (professional sub-panel;n=23)

Question number Number of positive responses (Yes)

Percentage of postitive responses (Yes)

2.1
2.2
2.3
3.1
3.1.1
3.2
3.2.1
3.3.1
3.3.1
3.4.4
3.4.ii
3.9.1
3.5.ii
3.6.1
3.6.ii
Continued on next page. ..

11
4
16
20
22
22
22
22
22
22
19
17
17
16
14

47.8
17.4
69.6
86.9
95.7
95.7
95.7
95.7
95.7
95.7
82.6
73.9
73.9
69.6
60.9



Table 8.5 — Continued

Question number Number of positive responses (Yes) Percentage of postitive responses (Yes)

3.71 20 87.0
3.7.1 18 78.3
4.1 16 69.6
4.2 14 60.9
4.3 15 65.2

Table 8.6: Frequency distributions for chronic outcomes (public sub-panel;n=29)

Question number Number of positive responses (Yes) Percentage of postitive responses (Yes)

21 17 08.6
2.2 6 20.7
2.3 28 96.6
3.1.1 28 96.6
3.1.i 26 89.7
3.21 29 100
3.2.1 26 89.7
3.3.1 28 96.6
3.3.1i 27 93.1
3.4.1 26 89.7
3.4.1 27 93.1
3.5.1 28 96.6
3.5.11 27 93.1
3.6.1 23 79.3
3.6.ii 21 72.4
3.7.1 28 96.6
3.7.11 26 89.7
4.1 26 89.7
4.2 17 58.6
4.3 22 75.9

8.3 Round three qualitative analysis

Not required. We note that qualitative data were received and so please do remember to check
these. Also lists of participants who would like a copy of a report summary may be found in the
data set.



9

Transfer of files and data and the
next round

All data have been/will be transferred to you in the same encrypted folder.

We have included a folder of editable results in various formats, in the case that it facilitates
your final write up or any further analysis you may wish to do beyond those which Clinvivo has
been contracted to provide.

Please contact us if you have any questions regarding the results presented in this report and
we will of course be happy to help.
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Appendix

10.1 Round One

10.1.1 Invitation wording provided to Clinvivo and used in invitations
Healthcare professionals

Dear [name]

Many thanks for agreeing to take part in the COSH Study which seeks to reach agreement
between people who experience headaches, health professionals, and researchers on the key out-
comes that should be included in all headache studies.

Please complete BOTH questionnaires: one for Episodic Migraine and one for Chronic Headache.
Please find below the links to each questionnaire for the first round of the survey (Round 1).
Please click on the link to open the survey. Each questionnaire should take approximately 10
minutes to complete.

[episodiclink] [chroniclink] Please complete the round by 12 noon on Thursday 24th January,
when it will close. We will be in touch again towards the end of February with the results from
this round, and the second questionnaire for your completion.

With best wishes,

Kirstie Haywood and Kimberley White.

For public participants with a choice
Dear [name]
Many thanks for agreeing to take part in the COSH Study which seeks to reach agreement

between people who experience headaches, health professionals, and researchers on the key out-
comes that should be included in all headache studies.
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10.1 Round One

We would be grateful if you could please complete the ONE questionnaire that best reflects the
type of headache you experience.

If you experience EPISODIC MIGRAINE: That is, a migraine that that occurs on 14 days or
fewer per month. Please click on the following link to open the survey. The questionnaire should
take approximately 10 minutes to complete.

[episodiclink] If you experience CHRONIC HEADACHES (chronic migraine or chronic tension-
type headache). That is, a headache occurring on 15 or more days per month for more than 3
months; this headache may or may not include the features of migraine headache, and may or
may not be associated with medication overuse. Please click on the following link to open the
survey. The questionnaire should take approximately 10 minutes to complete.

[chroniclink] Please complete the round by 12 noon on Thursday 24th January, when it will
close. We will be in touch again towards the end of February with the results from this round,
and the second questionnaire for your completion.

With best wishes,

Kirstie Haywood and Kimberley White.

For public participants doing chronic only
Dear [name]
Many thanks for agreeing to take part in the COSH Study which seeks to reach agreement

between people who experience headaches, health professionals, and researchers on the key out-
comes that should be included in all headache studies.

You have indicated that you experience CHRONIC HEADACHES (chronic migraine or chronic
tension-type headache). That is, a headache occurring on 15 or more days per month for more
than 3 months; this headache may or may not include the features of migraine headache, and
may or may not be associated with medication overuse.

Please find below the link to the first round of the survey (Round 1). Please click on the link to
open the survey. The questionnaire should take approximately 10 minutes to complete.

[chroniclink] Please complete the round by 12 noon on Thursday 24th January, when it will
close. We will be in touch again towards the end of February with the results from this round,
and the second questionnaire for your completion.

With best wishes,

Kirstie Haywood and Kimberley White.
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10.1 Round One

For public participants doing episodic only

Dear [name]

Many thanks for agreeing to take part in the COSH Study which seeks to reach agreement
between people who experience headaches, health professionals, and researchers on the key out-
comes that should be included in all headache studies.

You have indicated that you experience EPISODIC MIGRAINES. That is, a migraine that that
occurs on 14 days or fewer per month.

Please find below the link to the first round of the survey (Round 1). Please click on the link to
open the survey. The questionnaire should take approximately 10 minutes to complete.

[episodiclink] Please complete the round by 12 noon on Thursday 24th January, when it will
close. We will be in touch again towards the end of February with the results from this round,
and the second questionnaire for your completion.

With best wishes,

Kirstie Haywood and Kimberley White.
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10.1.2 Round one (chronic) as it appeared to participants

Question ID: 621
1.

Life impact — Symptoms associated with a Chronic Headache

This section lists symptoms that some people may i with chronic (chronic migraine or chronic tension-typ

The 17 outcomes are grouped across two sections:
1) Physical symptoms (12 outcomes)
i with one's i ll-being (5 outc )

Please rate how important you think it is that the following outcomes are assessed in research studies of chronic headache, and select the number that best
represents your opinion.

Question ID: 622

Physical symptoms

Reminder: For each item please rate how important you think it is that is that the listed outcomes are measured. For each item listed below, please use the 9-
point scale to rate importance; where 1=not at all important, 5=uncertain, 9=very important.

Question ID: 623
1.1.* Cognitive function - difficulty concentrating, ability to think ‘clearly’ or to remember things

Not at all important Very important

Question ID: 624

1.2.* Increased sensitivities - to light, sound, smell, touch

Not at all important Very important

Question ID: 625

1.3.* Pain with - experience of an 1t physical ion that aches or hurts

Not at all important Very important

Question ID: 626
1.4. * Duration of pain associated with a headache

Not at all important Very important

Question ID: 627

1.5.* Freq y of pain i with a

Not at all important Very important

Question ID: 628
1.6. * Severity/ intensity of pain associated with a headache

Not at all important Very important

Question ID: 629
1.7.* Day-to-day variability in pain associated with a headache

Not at all important Very important

Question ID: 630

1.8. * Physical fatigue — experiencing physical fatigue, tiredness, lacking in energy, feeling physically exhausted
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Not at all important

I T N B

Question ID: 631
1.9. * Sleep quality — being able to have a restful sleep

Not at all important

EEEEEE -

Question ID: 632

1.10. * Visual disturbances — disturbances to vision including visual aura, blurred vision

Not at all important

I
Question ID: 633
1.11.* Vertigo or dizziness
Not at all important

I

Question ID: 634
1.12.* Vomiting and / or feelings of nausea

Not at all important

SN BT

Question ID: 639

Very important

Very important

Very important

Very important

Very important

1.13. You may use this space to elaborate on any views in relation to one or more the above items. Please note to which of the items your comments relate.

Question ID: 640

Maximum length: 5000 characters. Characters left: 5000

1.14. If you would like to suggest additional items for consideration under this domain in the next round, please add them here.

Question ID: 641

y with one’s i well-being

Question ID: 642
1.15. " Anger - feelings of anger, annoyance, irritation

Not at all important

EEEEE -

Question ID: 643
1.16. * Anxiety — concerned, worried, fearful or anxious

Not at all important

IR -

Question ID: 644

1.17. * Depressive mood — feeling sad, feeling down, feeling sorry for oneself, or feeling depressed

Not at all important

BN B

Question ID: 645

Maximum length: 5000 characters. Characters left: 5000

Very important

Very important

Very important

1.18.* Feelings of mental fatigue - experiencing mental fatigue, tiredness, lacking in energy, feeling mentally exhausted

Not at all important

EEEEEE -

Very important
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Question ID: 646

1.19. * Suicidal thoughts — extreme feelings of

Not at all important Very important

Question ID: 648

1.20. You may use this space to elaborate on any views in relation to one or more the above items. Please note to which of the items your comments relate.
Maximum length: 5000 characters. Characters left: 5000

Question ID: 649

1.21. If you would like to suggest additional items for consideration under this domain in the next round, please add them here.
Maximum length: 5000 characters. Characters left: 5000

Question ID: 651

2,
Section 2: Life impact - functioning, activities and general well-being

This section lists the way in which chronic headache (chronic migraine or chronic tension-type headache) may impact an individual's life.

The 28 outcomes are grouped across 6 areas:

1) Activities of daily living (5 outcomes)

2) Emotional well-being (8 outcomes)

3) Work / Education (3 outcomes)

4) Social impact (8 outcomes)

5) Overall health and well-being (3 outcomes) and
6) Environmental factors (1 outcome)

Please rate how important you think it is that the following outcomes are assessed in research studies of chronic headache, and select the number that best
represents your opinion.

Question ID: 652

Activities of daily living

Reminder: For each item please rate how important you think it is that is that the listed outcomes are measured. For each item listed below, please use the 9-
point scale to rate importance; where 1=not at all important, 5=uncertain, 9=very important.

Question ID: 653

2.1. * Being able to carry out usual tasks or basic activities relating to self-care — such as eating, washing, dressing, toileting, personal hygiene and
continence, getting out of bed, bending down (basic activities of daily life)

Not at all important Very important

Question ID: 654

2.2. * Being able to carry out usual tasks or daily activities inside or outside the home (not related to paid employment) that support an independent lifestyle
—such as tidying one’s home, walking short distances, managing finance, driving, using technology (instrumental activities of daily life)

Not at all important Very important

Question ID: 656

2.3. * Being able to perform physical activities or hobbies / activities that require physical effort — including informal or organized sport, physical fitness, or
active leisure pursuits

Not at all important Very important

Question ID: 657

2.4. * Being able to carry out non-physical activities or hobbies — including reading for enjoyment, playing a musical instrument, going to the theatre or cinema,
and watching the television

Not at all important Very important

Question ID: 658

2.5. * Needing to rest or lie down because of a headache

7
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Not at all important

I T N B :

Question ID: 660

Very important

2.6. You may use this space to elaborate on any views in relation to one or more the above items. Please note to which of the items your comments relate.

Question ID: 661

Maximum length: 5000 characters. Characters left: 5000

2.7. If you would like to suggest additional items for consideration under this domain in the next round, please add them here.

Question ID: 662

Emotional well-being

Question ID: 663

Maximum length: 5000 characters. Characters left: 5000

2.8. * Coping - Being able to cope with the emotional impact of headache on oneself (includes managing stress, embarrassment)

Not at all important

I BT B :

Question ID: 664

29." - feeling or self-

Not at all important

R - :

Question ID: 665

210.*

support - availability of support from family members or friends

Not at all important

= - :

Question ID: 666
2.11. * Feelings of isolation — feeling isolated; reduced social interactions

Not at all important

s - :

Question ID: 667
2.12. " Frustration — being annoyed or upset about not being able to achieve what one wishes

Not at all important

EEEEE - :

Question ID: 668

Very important

Very important

Very important

Very important

Very important

2.13. " Self-worth — feeling like a burden to others; can include feeling valued or helpless; accepted or rejected; feelings of self-esteem

Not at all important

IR - :

Question ID: 669
2.14. " Stress - feelings of distress, frustration or irritation

Not at all important

BN B :

Question ID: 670
2.15. * Worry - feelings of worry, concern or apprehension

Not at all important

EEEEEE - :
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Question ID: 671

2.16. You may use this space to elaborate on any views in relation to one or more the above items. Please note to which of the items your comments relate.
Maximum length: 5000 characters. Characters left: 5000

Question ID: 672

2.17. If you would like to suggest additional items for consideration under this domain in the next round, please add them here.
Maximum length: 5000 characters. Characters left: 5000

Question ID: 673

Work / Education

Question ID: 674
2.18. " Being able to carry out activities related to work (paid or unpaid)/ study to an acceptable or usual standard

Not at all important Very important

Question ID: 675
2.19. * Needing to take time-off work (paid or unpaid) / study

Not at all important Very important

Question ID: 676
2.20. * Social role - relationships with work colleagues or peers

Not at all important Very important

Question ID: 679

2.21. You may use this space to elaborate on any views in relation to one or more the above items. Please note to which of the items your comments relate.
Maximum length: 5000 characters. Characters left: 5000

Question ID: 680

2.22. If you would like to suggest additional items for consideration under this domain in the next round, please add them here.
Maximum length: 5000 characters. Characters left: 5000

Question ID: 681

Social

Question ID: 682
2.23. " Coping — being able to cope with the social impact of headache

Not at all important Very important

Question ID: 683
2.24.* Family roles — relationships with family and close friendships (includes marriage; parenthood)

Not at all important Very important

Question ID: 684
2.25.* Family roles - being able to provide usual care and support for family and close friends

Not at all important Very important

Question ID: 685
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2.26. " Intimacy and ips —

Not at all important

I :

Question ID: 686

2.27. " Participation in social or leisure activities — ability to participate in social or leisure activities

Not at all important

TN BT :

Question ID: 687

228" in social - ability to

Not at all important

- I :

Question ID: 688
2.29. * Social support — availability of family members and friends to provide help or support

Not at all important

BN - :

Question ID: 689
2.30. * Travel - ability to travel

Not at all important

R - :

Question ID: 691

1 with intimate and personal relationships; ability to show affection to others

Very important

Very important

in social or leisure activities that involve loud noises and/ or bright lights

Very important

Very important

Very important

2.31. You may use this space to elaborate on any views in relation to one or more the above items. Please note to which of the items your comments relate.

Question ID: 692

Maximum length: 5000 characters. Characters left: 5000

2.32. If you would like to suggest additional items for consideration under this domain in the next round, please add them here.

Question ID: 693

Overall health and well-being

Question ID: 694
2.33. * Overall health — an individual’'s general health status; the ability to live a ‘normal’ life

Not at all important

R - :

Question ID: 695

2.34. " Self- - ability to i di
self-efficacy

Not at all important

BRI :

Question ID: 696

2.35. * Unpredictability of a headache — uncertainty of being symptom free or able to engage in activities

Not at all important

= - :

Question ID: 698

Maximum length: 5000 characters. Characters left: 5000

Very important

/' minimize / control the impact of headache on oneself (e.g., pharmacological, diet, lifestyle choices etc);

Very important

Very important

2.36. You may use this space to elaborate on any views in relation to one or more the above items. Please note to which of the items your comments relate.
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Question ID: 699

2.37. If you would like to suggest additional items for consideration under this domain in the next round, please add them here.
Maximum length: 5000 characters. Characters left: 5000

Question ID: 700

Environmental factors

Question ID: 701
2.38. * Trigger factors - ability to avoid headache trigger factors

Not at all important Very important

Question ID: 702

2.39. You may use this space to elaborate on any views in relation to one or more the above items. Please note to which of the items your comments relate.
Maximum length: 5000 characters. Characters left: 5000

Question ID: 703

2.40. If you would like to suggest additional items for consideration under this domain in the next round, please add them here.
Maximum length: 5000 characters. Characters left: 5000

Question ID: 705

3.

Section 3: Treatment Effectiveness and Financial Impact

This section lists aspects of treatment effectiveness and financial impact i with chronic (chronic or chronic tension-type
headache).

The 10 outcomes are grouped across 3 areas:
1) Aspects of i 5

2) Medication Use (2 outcomes)

3) Financial Impact (3 outcomes)

Please rate how important you think it is that the following outcomes are assessed in research studies of chronic headache, and select the number that best
represents your opinion.

Question ID: 706

Asp of tr

Reminder: For each item please rate how important you think it is that is that the listed outcomes are measured. For each item listed below, please use the 9-
point scale to rate importance; where 1=not at all important, 5=uncertain, 9=very important.

Question ID: 707
3.1.* Satisfaction with treatment

Not at all important Very important

Question ID: 708
3.2.* Confidence in treatment

Not at all important Very important

Question ID: 709
3.3. * Credibility of treatment — belief in the trustworthiness, reliability or integrity of treatment

Not at all important Very important

Question ID: 710
3.4. * Consistency of treatment effect

Not at all important Very important
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Question ID: 734
3.5. * Treatment burden — impact of treatment for headache (e.g., financial or time commitment)

Not at all important Very important

Question ID: 711

3.6. You may use this space to elaborate on any views in relation to one or more the above items. Please note to which of the items your comments relate.
Maximum length: 5000 characters. Characters left: 5000

Question ID: 712

3.7. If you would like to suggest additional items for consideration under this domain in the next round, please add them here.
Maximum length: 5000 characters. Characters left: 5000

Question ID: 713

Medication Use

Question ID: 714

3.8. * The type (potency) and dose (how much) of ication taken when i a

Not at all important Very important

Question ID: 715
3.9. * The type (potency) and dose (how much) of medication taken to prevent a headache

Not at all important Very important

Question ID: 716

3.10. You may use this space to elaborate on any views in relation to one or more the above items. Please note to which of the items your comments relate.
Maximum length: 5000 characters. Characters left: 5000

Question ID: 717

3.11. If you would like to suggest additional items for consideration under this domain in the next round, please add them here.
Maximum length: 5000 characters. Characters left: 5000

Question ID: 718

Financial Impact

Question ID: 719

3.12. * Financial impact - ic cost i with for (to the indivi (out-of-pocket and system)

Not at all important Very important

Question ID: 735

3.13.* Use of in response to

Not at all important Very important

Question ID: 720
8.14. " Personal financial loss - due to treatment cost, work loss, early retirement etc.

Not at all important Very important
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Question ID: 721

3.15. You may use this space to elaborate on any views in relation to one or more the above items. Please note to which of the items your comments relate.
Maximum length: 5000 characters. Characters left: 5000

Question ID: 722

3.16. If you would like to suggest additional items for consideration under this domain in the next round, please add them here.
Maximum length: 5000 characters. Characters left: 5000

Question ID: 724
4.

Section 4: Complications (Adverse Events)

The following section lists events that may occur following (or during) for chronic (chronic migraine or chronic tension-typ
Please note that these are only possibilities and do not occur in everyone. There are just two outcomes.

Please rate how important you think it is that the following outcomes are assessed in research studies of chronic headache, and select the number that best
represents your opinion.

Reminder: For each item please rate how important you think it is that is that the listed outcomes are measured. For each item listed below, please use the 9-
point scale to rate importance; where 1=not at all important, 5=uncertain, 9=very important.

Question ID: 725
4.1. * Treatment side effects - experiencing undesired secondary effects from taking medications for headache

Not at all important Very important

Question ID: 726
4.2. * Mortality (death)

Not at all important Very important

Question ID: 727

4.3. You may use this space to elaborate on any views in relation to one or more the above items. Please note to which of the items your comments relate.
Maximum length: 5000 characters. Characters left: 5000

Question ID: 728

4.4. If you would like to suggest additional items for consideration under this domain in the next round, please add them here.
Maximum length: 5000 characters. Characters left: 5000

Question ID: 590
5.
Section 5: A few questions about you:

Finally, we would like to ask a few questions about you:

Question ID: 731
5.1. * What is your gender?
Male
Female
Question ID: 732
5.2. * What is your age?
18-25
26-35
36-45
46-55
56-65

>66 years
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Question ID: 591
5.3. * In which country are you resident?

Please Select
Question ID: 592
5.4. * Which of the following best describe your role? (please tick all that are relevant)
Question ID: 593

Health-care professional with a specific interest in Migraine / Headache
Clinician
Neurologist
Neurologist Special Interest
GP special interest
Nurse Specialist
Psychologist
Pharmacist
Chiro/Osteo/Physio
Alternative Therapy
Other
Question ID: 594
Health-related research
Health Economist
Clinical Academic
Other health professional academic
Clinical Trialist
Systematic reviewer
Measurement Expert
Journal editor / member of editorial board

Research - other

Question ID: 595

Health policy related act

Contril to lated

Health Service Manager/Provider/commissioner

Member of national funding body

Thank you, please click Save to finish.

o
©
-
@
©
&

Save to complete later Next Page >
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10.1.3 Round one (episodic) as it appeared to participants

Question ID: 500
1.

Section 1: Symptoms associated with an Episodic Migraine

This section lists symptoms that some people may experience with episodic migraine

The 17 outcomes are grouped across two sections:
1) Physical symptoms (12 outcomes); and
i with one's i ll-being (5 outc )

Please rate how important you think it is that the following outcomes are assessed in research studies of episodic migraine or tension-type headache, and
select the number that best represents your opinion.

Question ID: 501

Physical symptoms

Reminder: For each item please rate how important you think it is that is that the listed outcomes are measured. For each item listed below, please use the 9-
point scale to rate importance; where 1=not at all important, 5=uncertain, 9=very important.

Question ID: 502
1.1.* Cognitive function - difficulty concentrating, ability to think ‘clearly’ or to remember things

Not at all important Very important

Question ID: 503

1.2.* Increased sensitivities - to light, sound, smell, touch

Not at all important Very important

Question ID: 504
1.3. * Pain associated with Migraine — experience of an unpleasant physical sensation that aches or hurts

Not at all important Very important

Question ID: 505
1.4.* Duration of pain associated with a migraine

Not at all important Very important

Question ID: 506
1.5.* Frequency of pain associated with a migraine

Not at all important Very important

Question ID: 507
1.6. * Severity/ intensity of pain associated with a migraine

Not at all important Very important

Question ID: 508
1.7.* Day-to-day variability in pain associated with a migraine

Not at all important Very important

Question ID: 509

1.8. * Physical fatigue — experiencing physical fatigue, tiredness, lacking in energy, feeling physically exhausted
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Not at all important

I T N B

Question ID: 510
1.9. * Sleep quality — being able to have a restful sleep

Not at all important

EEEEEE -

Question ID: 511

1.10. * Visual disturbances — disturbances to vision including visual aura, blurred vision

Not at all important

I
Question ID: 512
1.11.* Vertigo or dizziness
Not at all important

I

Question ID: 513
1.12.* Vomiting and / or feelings of nausea

Not at all important

SN BT

Question ID: 597

Very important

Very important

Very important

Very important

Very important

1.13. You may use this space to elaborate on any views in relation to one or more the above items. Please note to which of the items your comments relate.

Question ID: 598

Maximum length: 5000 characters. Characters left: 5000

1.14. If you would like to suggest additional items for consideration under this domain in the next round, please add them here.

Question ID: 518

y with one’s i well-being

Question ID: 519
1.15. " Anger - feelings of anger, annoyance, irritation

Not at all important

EEEEE -

Question ID: 520
1.16. * Anxiety — concerned, worried, fearful or anxious

Not at all important

IR -

Question ID: 521

1.17. * Depressive mood — feeling sad, feeling down, feeling sorry for oneself, or feeling depressed

Not at all important

BN B

Question ID: 522

Maximum length: 5000 characters. Characters left: 5000

Very important

Very important

Very important

1.18.* Feelings of mental fatigue - experiencing mental fatigue, tiredness, lacking in energy, feeling mentally exhausted

Not at all important

EEEEEE -

Very important
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Question ID: 523

1.19. * Suicidal thoughts — extreme feelings of

Not at all important Very important

Question ID: 599

1.20. You may use this space to elaborate on any views in relation to one or more the above items. Please note to which of the items your comments relate.
Maximum length: 5000 characters. Characters left: 5000

Question ID: 600

1.21. If you would like to suggest additional items for consideration under this domain in the next round, please add them here.
Maximum length: 5000 characters. Characters left: 5000

Question ID: 525

2,
Section 2: Life impact - functioning, activities and general well-being

This section lists the way in which episodic migraine may impact an individual's life.

The 28 outcomes are grouped across 6 areas:

1) Activities of daily living (5 outcomes)

2) Emotional well-being (8 outcomes)

3) Work / Education (3 outcomes)

4) Social Impact (8 outcomes)

5) Overall health and well-being (3 outcomes) and
6) Environmental factors (1 outcome)

Please rate how important you think it is that the following outcomes are assessed in research studies of episodic migraine, and select the number that best
represents your opinion.

Question ID: 526

Activities of daily living

Reminder: For each item please rate how important you think it is that is that the listed outcomes are measured. For each item listed below, please use the 9-
point scale to rate importance; where 1=not at all important, 5=uncertain, 9=very important.

Question ID: 527

2.1. * Being able to carry out usual tasks or basic activities relating to self-care — such as eating, washing, dressing, toileting, personal hygiene and
continence, getting out of bed, bending down (basic activities of daily life)

Not at all important Very important

Question ID: 528

2.2. * Being able to carry out usual tasks or daily activities inside or outside the home (not related to paid that support an i lifestyle —
such as tidying one’s home, walking short distances, managing finance, driving, using technology (instrumental activities of daily life)

Not at all important Very important

Question ID: 529

2.3. * Being able to perform physical activities or hobbies / activities that require physical effort — including informal or organized sport, physical fitness, or
active leisure pursuits.

Not at all important Very important

Question ID: 530

2.4. * Being able to carry out non-physical activities or hobbies — including reading for enjoyment, playing a musical instrument, going to the theatre or cinema,
and watching the television.

Not at all important Very important

Question ID: 601

2.5. You may use this space to elaborate on any views in relation to one or more the above items. Please note to which of the items your comments relate.
Maximum length: 5000 characters. Characters left: 5000
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Question ID: 602

2.6. If you would like to suggest additional items for consideration under this domain in the next round, please add them here.
M:

Question ID: 534

Emotional well-being

Question ID: 535

laximum length: 5000 characters. Characters left: 5000

2.7.* Coping - Being able to cope with the emotional impact of migraine on oneself (includes managing stress, embarrassment)

Not at all important

Question ID: 536

28." - feeling or self

Not at all important

Question ID: 537

29." support — availability of

Not at all important

Question ID: 538

2.10. * Feelings of isolation — feeling isolated; reduced social interactions

Not at all important

Question ID: 539

2.11.* Frustration — being annoyed or upset about not being able to achieve what one wishes

Not at all important

Question ID: 540

support from family members or friends

Very important

Very important

Very important

Very important

Very important

2.12.* Self-worth — feeling like a burden to others; can include feeling valued or helpless; accepted or rejected; feelings of self-esteem

Not at all important

Question ID: 541
2.13. " Stress - feelings of distress, frustration or irritation

Not at all important

Question ID: 542
2.14. " Worry — feelings of worry, concern or apprehension

Not at all important

Question ID: 603

Very important

Very important

Very important

2.15. You may use this space to elaborate on any views in relation to one or more the above items. Please note to which of the items your comments relate.
M:

laximum length: 5000 characters. Characters left: 5000
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Question ID: 604

2.16. If you would like to suggest additional items for consideration under this domain in the next round, please add them here.
Maximum length: 5000 characters. Characters left: 5000

Question ID: 543

Work / Education

Question ID: 544
2.17. " Being able to carry out activities related to work (paid or unpaid)/ study to an acceptable or usual standard

Not at all important Very important

Question ID: 545
2.18. " Needing to take time-off work (paid or unpaid) / study

Not at all important Very important

Question ID: 546
2.19. * Social role - relationships with work colleagues or peers

Not at all important Very important

Question ID: 605

2.20. You may use this space to elaborate on any views in relation to one or more the above items. Please note to which of the items your comments relate.
Maximum length: 5000 characters. Characters left: 5000

Question ID: 606

2.21. If you would like to suggest additional items for consideration under this domain in the next round, please add them here.
Maximum length: 5000 characters. Characters left: 5000

Question ID: 555

Social

Question ID: 556
2.22.* Coping — being able to cope with the social impact of migraine on oneself

Not at all important Very important

Question ID: 557

2.23. " Family roles — relationships with family and close fri ips (includes iage; p:

Not at all important Very important

Question ID: 558
2.24. " Family roles - being able to provide usual care and support for family and close friends

Not at all important Very important

Question ID: 559

2.25. " Intimacy and ips — satis ion with intimate and personal relationships; ability to show affection to others

Not at all important Very important
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Question ID: 560

2.26. * Participation in social or leisure activities — ability to participate in social or leisure activities

Not at all important Very important
Question ID: 561

2.27.* icipation in social activities - ability to icil in social or leisure activities that involve loud noises and/ or bright lights

Not at all important Very important

Question ID: 562
2.28.* Social support — availability of family members and friends to provide help or support

Not at all important Very important

2.29. " Travel — ability to travel

Not at all important Very important

Question ID: 563

Question ID: 607

2.30. You may use this space to elaborate on any views in relation to one or more the above items. Please note to which of the items your comments relate.
Maximum length: 5000 characters. Characters left: 5000

Question ID: 608

2.31. If you would like to suggest additional items for consideration under this domain in the next round, please add them here.
Maximum length: 5000 characters. Characters left: 5000

Question ID: 565

Overall health and well-being

Question ID: 566
2.32. * Overall health - an individual’'s general health status; the ability to live a ‘normal’ life

Not at all important Very important

Question ID: 567

2.33. " Self- - ability to i d / minimize / control the impact of migraine on oneself (e.g., pharmacological, diet, lifestyle choices etc);
self-efficacy
Not at all important Very important

Question ID: 568

2.34." Unp ofa inty of being symptom free or able to engage in activities

Not at all important Very important

Question ID: 609

2.35. You may use this space to elaborate on any views in relation to one or more the above items. Please note to which of the items your comments relate.
Maximum length: 5000 characters. Characters left: 5000

Question ID: 610

2.36. If you would like to suggest additional items for consideration under this domain in the next round, please add them here.
Maximum length: 5000 characters. Characters left: 5000
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Question ID: 570

Environmental factors

Question ID: 571
2.37. * Trigger factors - ability to avoid migraine trigger factors

Not at all important Very important

Question ID: 611

2.38. You may use this space to elaborate on any views in relation to one or more the above items. Please note to which of the items your comments relate.
Maximum length: 5000 characters. Characters left: 5000

Question ID: 612

2.39. If you would like to suggest additional items for consideration under this domain in the next round, please add them here.
Maximum length: 5000 characters. Characters left: 5000

Question ID: 573

3.

Section 3: Treatment effectiveness and Financial Impact

This section lists aspects of treatment effectiveness and financial impact associated with episodic migraine.

The 10 outcomes are grouped across 3 areas:
1) Aspects of i
2) Medication Use (2 outcomes)
3) Financial Impact (3 outcomes)

Please rate how important you think it is that the following outcomes are assessed in research studies of episodic migraine, and select the number that best
represents your opinion.

Question ID: 574

Aspects of 6,

Reminder: For each item please rate how important you think it is that is that the listed outcomes are measured. For each item listed below, please use the 9-
point scale to rate importance; where 1=not at all important, 5=uncertain, 9=very important.

Question ID: 575
3.1.* Satisfaction with treatment

Not at all important Very important

3.2.* Confidence in treatment

Not at all important Very important

Question ID: 576

Question ID: 577
3.3. * Credibility of treatment — belief in the trustworthiness, reliability or integrity of treatment

Not at all important Very important

Question ID: 578
3.4. * Consistency of treatment effect

Not at all important Very important

Question ID: 729
3.5. * Treatment burden — impact of treatment for migraine (e.g., financial or time commitment)

Not at all important Very important
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Question ID: 613

3.6. You may use this space to elaborate on any views in relation to one or more the above items. Please note to which of the items your comments relate.
Maximum length: 5000 characters. Characters left: 5000

Question ID: 614

3.7. If you would like to suggest additional items for consideration under this domain in the next round, please add them here.
Maximum length: 5000 characters. Characters left: 5000

Question ID: 579

Medication Use

Question ID: 580

3.8. * The type (potency) and dose (how much) of ication taken when a migraine or

Not at all important Very important

Question ID: 581
3.9. * The type (potency) and dose (how much) of medication taken to prevent a migraine or headache

Not at all important Very important

Question ID: 615

3.10. You may use this space to elaborate on any views in relation to one or more the above items. Please note to which of the items your comments relate.
Maximum length: 5000 characters. Characters left: 5000

Question ID: 616

3.11. If you would like to suggest additional items for consideration under this domain in the next round, please add them here.
Maximum length: 5000 characters. Characters left: 5000

Question ID: 582

Financial Impact

Question ID: 583

3.12. * Financial impact - ic cost i with migraine treatment (to the indivi (out-of-pocket and system)

Not at all important Very important

Question ID: 584
3.13. * Use of healthcare resources in response to migraine

Not at all important Very important

Question ID: 730
3.14. " Personal financial loss - due to treatment cost, work loss, early retirement etc.

Not at all important Very important

Question ID: 617

3.15. You may use this space to elaborate on any views in relation to one or more the above items. Please note to which of the items your comments relate.
Maximum length: 5000 characters. Characters left: 5000
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Question ID: 618

3.16. If you would like to suggest additional items for consideration under this domain in the next round, please add them here.

Question ID: 586
4.

Section 4: Complications (Adverse Events)

Maximum length: 5000 characters. Characters left: 5000

This section lists events that may occur following (or during) treatment for episodic migraine. Please note that these are only possibilities and do not occur in

everyone. There are just two outcomes.

Please rate how important you think it is that the following outcomes are assessed in research studies of episodic migraine, and select the number that best

represents your opinion.

Reminder: For each item please rate how important you think it is that is that the listed outcomes are measured. For each item listed below, please use the 9-
point scale to rate importance; where 1=not at all important, 5=uncertain, 9=very important.

Question ID: 587

4.1. * Treatment side effects — experiencing undesired secondary effects from taking medications for migraine

Not at all important

Question ID: 588
4.2. * Mortality (death)

Not at all important

Question ID: 619

Very important

Very important

4.3. You may use this space to elaborate on any views in relation to one or more the above items. Please note to which of the items your comments relate.

Question ID: 620

Maximum length: 5000 characters. Characters left: 5000

4.4. If you would like to suggest additional items for consideration under this domain in the next round, please add them here.

Question ID: 590
5.
Section 5: A few questions about you:

Finally, we would like to ask a few questions about you:

Question ID: 731
5.1. * What is your gender?
Male
Female
Question ID: 732
5.2. * What is your age?
18-25
26-35
36-45
46-55
56-65

>66 years

Question ID: 591

5.3. * In which country are you resident?

Question ID: 592

Please Select

5.4. * Which of the following best describe your role? (please tick all that are relevant)
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Question ID: 593

Health-care professional with a specific interest in Migraine / Headache
Clinician
Neurologist
Neurologist Special Interest
GP special interest
Nurse Specialist
Psychologist
Pharmacist
Chiro/Osteo/Physio
Alternative Therapy
Other
Question ID: 594
Health-related research
Health Economist
Clinical Academic
Other health professional academic
Clinical Trialist
Systematic reviewer
Measurement Expert
Journal editor / member of editorial board
Research - other
Question ID: 595
Health policy related activities

Contril to lated

Health Service Manager/Provider/commissioner
Member of national funding body

Thank you, please click Save to finish.

Save

Save to complete later

Next Page >
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10.2 Round Two

10.2.1 Invitation wording provided to Clinvivo and used in invitations
Healthcare professionals

Dear [name]

Many thanks for agreeing to take part in the COSH Study. Please find below the links to
Round 2 of the Delphi survey where you can review the results from Round 1 and complete the
Round 2 questionnaires.

Once again we would like you to complete TWO questionnaires: one for Episodic Migraine
and one for Chronic Migraine. The two questionnaires have been retained due to the differences
in outcomes considered most important, and hence to be considered in round 2. However, each

questionnaire is significantly shorter than those completed in Round 1, requiring approximately
15 minutes to complete.

episodiclink

chroniclink

Please complete the round by 23:59 UTC on Thursday 22nd March, when it will close.
With best wishes,

Kirstie Haywood and Kimberley White.

Public participants
Dear [name]
Many thanks for agreeing to take part in the COSH Study. Please find below the link to

Round 2 of the Delphi survey where you can review the results from Round 1 and complete the
Round 2 questionnaire.

chronic/episodic link

Please complete the round by 23:59 UTC on Thursday 22nd March, when it will close.
With best wishes,

Kirstie Haywood and Kimberley White.
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10.2.2 Round two (episodic) as it appeared to participants

Points spent so far: 0/70

Question ID: 500

Episodic Migraine

There was i 1t between all i with regards to the relevance and importance of the majority of outcomes included in Round 1.
However, we need to reduce the number of outcomes for consideration within the Core Outcome Set - ideally, no more than 7 outcomes.

We have therefore created a shortlist of outcomes based on those rated most highly by patients and health professionals. Outcomes achieving a median score of
at least 7 ‘important’ or above and/or indicated as important by the written feedback provided by respondents have been retained: the EPISODIC MIGRAINE list
includes 27 outcomes, listed below.

The focus of Round 2 is to reduce the number of outcomes further, and to reflect those considered most important for inclusion in a core outcome set.
Whereas previously you rated absolute importance on a 9-point scale (for your consideration both the panel median, and your rating, are shown for each item), we
are now asking you to rate the relative priority for inclusion on an 11-point scale, where 0=not a priority and 10=an absolute priority.

We would like you to ‘spend points’ based on how strongly you feel the particular outcomes should be pri ed for inclusion in the core outcome set.
YYou have a maximum of 70-points to spend - please spend more points on those outcomes that you think should be prioritised. You can allocate a maximum of
10-points to any one outcome. For outcomes that you feel are not a priority, please rate these as 0. You must spend all your 70 points. You can re-arrange your
points until you are happy with your choice. You will find the number of available spending points restrictive, but this is intentional in order to help restrict the
number of outcomes. The number of points you spend will be visible on the screen (top-right), and will change as you spend or change your points.

Question ID: 501

1.
Section 1: Symptoms associated with an episodic migraine

Physical symptoms

Question ID: 502

1.1.* Cognitive function - difficulty concentrating, ability to think ‘clearly’ or to remember things

Median (the point where 50% (or half) of the panel’s responses were above and half were below) panel rating: 7 on a scale of 1 to 9, where 9 is most important.

Your previous rating for importance: # on a scale of 1 to 9

Not a priority An absolute priority
0 1 2 3 4 5 6 7 8 9 10

Question ID: 503

1.2. * Increased sensitivities - to light, sound, smell, touch

Median (the point where 50% (or half) of the panel’s responses were above and half were below) panel rating: 8 on a scale of 1 to 9, where 9 is most important.
Your previous rating for importance: # on a scale of 1 to 9

Not a priority An absolute priority
0 1 2 3 4 5 6 7 8 9 10

Question ID: 504

1.3.* Pain associated with Migraine — experience of an unpleasant physical sensation that aches or hurts

Median (the point where 50% (or half) of the panel’s responses were above and half were below) panel rating: 9 on a scale of 1 to 9, where 9 is most important.

Your previous rating for importance: # on a scale of 1 to 9

Not a priority An absolute priority
0 1 2 3 4 5 6 7 8 9 10

Question ID: 505

1.4.* Duration of pain associated with a migraine

Median (the point where 50% (or half) of the panel’s responses were above and half were below) panel rating: 9 on a scale of 1 to 9, where 9 is most important.

Your previous rating for importance: # on a scale of 1 to 9

Not a priority An absolute priority
0 1 2 3 4 5 6 7 8 9 10

Question ID: 506

1.5. * Frequency of pain associated with a migraine

Median (the point where 50% (or half) of the panel’s responses were above and half were below) panel rating: 9 on a scale of 1 to 9, where 9 is most important.

Your previous rating for importance: # on a scale of 1to 9

Not a priority An absolute priority
0 1 2 3 4 5 6 7 8 9 10
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Question ID: 507

1.6. * Severity/ intensity of pain associated with a migraine

Median (the point where 50% (or half) of the panel’s responses were above and half were below) panel rating: 9 on a scale of 1 to 9, where 9 is most important.
Your previous rating for importance: # on a scale of 1 to 9

Not a priority An absolute priority

0 1 2 3 4 5 6 7 8 9 10

Question ID: 509

1.7.* Physical fatigue — experiencing physical fatigue, tiredness, lacking in energy, feeling physically exhausted

Median (the point where 50% (or half) of the panel’s responses were above and half were below) panel rating: 7 on a scale of 1 to 9, where 9 is most important.
Your previous rating for importance: # on a scale of 1 to 9

Not a priority An absolute priority

0 1 2 3 4 5 6 7 8 9 10

Question ID: 513

1.8. * Vomiting and / or feelings of nausea

Median (the point where 50% (or half) of the panel’s responses were above and half were below) panel rating: 7 on a scale of 1 to 9, where 9 is most important.
Your previous rating for importance: # on a scale of 1 to 9

Not a priority An absolute priority

[ 1 2 3 4 5 6 7 8 9 10

Question ID: 534

2.
Section 2: Life impact - functioning, activities and general well-being

Emotional well-being

Question ID: 520

2.1.* Anxiety — concerned, worried, fearful or anxious

Median (the point where 50% (or half) of the panel’s responses were above and half were below) panel rating: 7 on a scale of 1 to 9, where 9 is most important.

Your previous rating for importance: # on a scale of 1 to 9

Not a priority An absolute priority
0 1 2 3 4 5 6 7 8 9 10

Question ID: 521

2.2. * Depressive mood — feeling sad, feeling down, feeling sorry for oneself, or feeling depressed

Median (the point where 50% (or half) of the panel’s responses were above and half were below) panel rating: 7 on a scale of 1 to 9, where 9 is most important.

Your previous rating for importance: # on a scale of 1 to 9

Not a priority An absolute priority
0 1 2 3 4 5 6 7 8 9 10

Question ID: 538

2.3. " Feelings of isolation feeling isolated; reduced social interactions

Median (the point where 50% (or half) of the panel’s responses were above and half were below) panel rating: 7 on a scale of 1 to 9, where 9 is most important.

Your previous rating for importance: # on a scale of 1 to 9

Not a priority An absolute priority
0 1 2 3 4 5 6 7 8 9 10

Question ID: 540

2.4.* Self-worth — feeling like a burden to others; can include feeling valued or helpless; accepted or rejected; feelings of self-esteem

Median (the point where 50% (or half) of the panel’s responses were above and half were below) panel rating: 7 on a scale of 1 to 9, where 9 is most important.
Your previous rating for importance: # on a scale of 1 to 9

Not a priority An absolute priority
[ 1 2 3 4 5 6 7 8 9 10
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Question ID: 541

2.5. * Stress - feelings of distress, frustration or irritation

Median (the point where 50% (or half) of the panel’s responses were above and half were below) panel rating: 7 on a scale of 1 to 9, where 9 is most important.

Your previous rating for importance: # on a scale of 1 to 9

Not a priority An absolute priority
0 1 2 3 4 5 6 7 8 9 10

Question ID: 543

Work / Education

Question ID: 544

2.6. * Being able to carry out activities related to work (paid or unpaid)/ study to an acceptable or usual standard

Median (the point where 50% (or half) of the panel’s responses were above and half were below) panel rating: 8 on a scale of 1 to 9, where 9 is most important.
Your previous rating for importance: # on a scale of 1 to 9

Not a priority An absolute priority
0 1 2 3 4 5 6 7 8 9 10

Question ID: 545

2.7. * Needing to take time-off work (paid or unpaid) / study

Median (the point where 50% (or half) of the panel’s responses were above and half were below) panel rating: 9 on a scale of 1 to 9, where 9 is most important.
Your previous rating for importance: # on a scale of 1 to 9

Not a priority An absolute priority
0 1 2 3 4 5 6 7 8 9 10

Question ID: 555

Social

Question ID: 558

2.8. * Family roles - being able to provide usual care and support for family and close friends; including ability to commit to activities

Following qualitative feedback in round 1, this outcome was modified slightly (added words are shown in italics). Thus, please note the rating below relates to the

original outcome question. We would like you to evaluate the priority for inclusion of the revised outcome

Median (the point where 50% (or half) of the panel’s responses were above and half were below) panel rating: 7 on a scale of 1 to 9, where 9 is most important.

Your previous rating for importance: # on a scale of 1to 9

Not a priority An absolute priority
0 1 2 3 4 5 6 7 8 9 10

Question ID: 560

2.9. * Participation in social or leisure activities — ability to participate in, or commit to, social or leisure activities

Following qualitative feedback in round 1, this outcome was modified slightly (added words are shown in italics). Thus, please note the rating below relates to the

original outcome question. We would like you to evaluate the priority for inclusion of the revised outcome.

Median (the point where 50% (or half) of the panel’s responses were above and half were below) panel rating: 7 on a scale of 1 to 9, where 9 is most important.

Your previous rating for importance: # on a scale of 1 to 9

Not a priority An absolute priority
0 1 2 3 4 5 6 7 8 9 10

Question ID: 565

Overall health and well-being

Question ID: 566

2.10. * Overall health - an individual’'s general health status; the ability to live a ‘normal’ life

Median (the point where 50% (or half) of the panel’s responses were above and half were below) panel rating: 8 on a scale of 1 to 9, where 9 is most important.

Your previous rating for importance: # on a scale of 1 to 9

Not a priority An absolute priority
0 1 2 3 4 5 6 7 8 9 10
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Question ID: 567

2.11. * Self- - ability to i de / minimize / control the impact of migraine on oneself (e.g., pharmacological, diet, lifestyle choices etc);
self-efficacy

Median (the point where 50% (or half) of the panel’s responses were above and half were below) panel rating: 8 on a scale of 1 to 9, where 9 is most important.
Your previous rating for importance: # on a scale of 1 to 9
Not a priority An absolute priority

0 1 2 3 4 5 6 7 8 9 10

Question ID: 568

2.12. * Unpredictability of a migraine — uncertainty of being symptom free or able to engage in activities

Median (the point where 50% (or half) of the panel’s responses were above and half were below) panel rating: 9 on a scale of 1 to 9, where 9 is most important.
Your previous rating for importance: # on a scale of 1 to 9

Not a priority An absolute priority

0 1 2 3 4 5 6 7 8 9 10

Question ID: 570

Environmental factors

Question ID: 571

2.13. * Trigger factors - ability to avoid / manage migraine trigger factors

Following qualitative feedback in round 1, this outcome was modified slightly (added words are shown in italics). Thus, please note the rating below relates to the
original outcome question. We would like you to evaluate the priority for inclusion of the revised outcome.

Median (the point where 50% (or half) of the panel’s responses were above and half were below) panel rating: 8 on a scale of 1 to 9, where 9 is most important.
Your previous rating for importance: # on a scale of 1 to 9

Not a priority An absolute priority

0 1 2 3 4 5 6 7 8 9 10

Question ID: 574

3.

Section 3: Treatment effectiveness and Financial Impact

Aspects of tr

Question ID: 575

3.1.* Satisfaction with treatment

Median (the point where 50% (or half) of the panel’s responses were above and half were below) panel rating: 8 on a scale of 1 to 9, where 9 is most important.
Your previous rating for importance: # on a scale of 1 to 9

Not a priority An absolute priority
0 1 2 3 4 5 6 7 8 9 10

Question ID: 576

3.2.* Confidence in treatment

Median (the point where 50% (or half) of the panel’s responses were above and half were below) panel rating: 8 on a scale of 1 to 9, where 9 is most important.

Your previous rating for importance: # on a scale of 1 to 9

Not a priority An absolute priority
0 1 2 3 4 5 6 7 8 9 10

Question ID: 578

3.3. * Consistency of treatment effect

Median (the point where 50% (or half) of the panel’s responses were above and half were below) panel rating: 8 on a scale of 1 to 9, where 9 is most important.

Your previous rating for importance: # on a scale of 1 to 9

Not a priority An absolute priority
0 1 2 3 4 5 6 7 8 9 10

Question ID: 579

Medication Use
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Question ID: 580

3.4. * The type (potency) and dose (how much) of ication taken when iencing a migraine

Median (the point where 50% (or half) of the panel’s responses were above and half were below) panel rating: 8 on a scale of 1 to 9, where 9 is most important.
Your previous rating for importance: # on a scale of 1 to 9

Not a priority An absolute priority
0 1 2 3 4 5 6 7 8 9 10

Question ID: 581

3.5. * The type (potency) and dose (how much) of medication taken to prevent a migraine

Median (the point where 50% (or half) of the panel’s responses were above and half were below) panel rating: 8 on a scale of 1 to 9, where 9 is most important.

Your previous rating for importance: # on a scale of 1 to 9

Not a priority An absolute priority
0 1 2 3 4 5 6 7 8 9 10

Question ID: 586
4.

Complications (Adverse Events)

Question ID: 587

4.1. * Treatment side effects — experiencing undesired secondary effects from taking medications for migraine

Median (the point where 50% (or half) of the panel’s responses were above and half were below) panel rating: 8 on a scale of 1 to 9, where 9 is most important.

Your previous rating for importance: # on a scale of 1 to 9

Not a priority An absolute priority
0 1 2 3 4 5 6 7 8 9 10

Question ID: 744

5.* DURING A MIGRAINE (ICTAL) and BETWEEN MIGRAINES (INTER—ICTAL PERIOD):

Would your choice of outcomes be influenced by the time at which they are assessed? That is, during a migraine (ICTAL) or between migraines (INTER-ICTAL
period).

Yes
No

Question ID: 745

5.1. " If YES, please explain how this would vary:
Maximum length: 5000 characters. Characters left: 5000

Question ID: 746

5.2. Any other comments?
Maximum length: 5000 characters. Characters left: 5000

Thank you, please click Save to finish.

Save to complete later Next Page >
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10.2.3 Round two (chronic) as it appeared to public participants

Points spent so far: 0/70

Question ID: 747

0. * Do you have CHRONIC MIGRAINE - that is, headache occurring on 15 days or more per month for more than 3-months; this headache may not include
features of migraine headache every day, and may or may not be associated with medication overuse:

Yes
No
Question ID: 748
0.1. * If YES, has your Chronic Migraine been diagnosed by:
Health Professional
Self-diagnosis
Other

Question ID: 749

0.1.i. * (please specify)

Question ID: 750

0.1.ii. * If NO, what type of headache do you have?

Question ID: 621

1.

CHRONIC MIGRAINE

There was i 1t between all i with regards to the relevance and importance of the majority of outcomes included in Round 1.
However, we need to reduce the number of outcomes for consideration within the Core Outcome Set - ideally, no more than 7 outcomes.

We have therefore created a shortlist of outcomes based on those rated most highly by patients and health professionals. Outcomes achieving a median score of
at least 7 (‘important’) or above and/or indicated as important by the written feedback provided by respondents have been retained: the CHRONIC MIGRAINE list
now includes 31 outcomes, listed below.

The focus of Round 2 is to reduce the number of outcomes further, and to reflect those considered most important for inclusion in a core outcome set.
Whereas previously you rated absolute importance on a 9-point scale (for your consideration both the panel median, and your rating, are shown for each item), we
are now asking you to rate the relative priority for inclusion on an 11-point scale, where 0=not a priority and 10=an absolute priority.

We would like you to ‘spend points’ based on how strongly you feel the particular should be prioritised for it ion in the core set.
‘You have a maximum of 70-points to spend - please spend more points on those outcomes that you think should be prioritised. You can allocate a maximum of
10-points to any one outcome. For outcomes that you feel are not a priority, please rate these as 0. You must spend all your 70 points. You can re-arrange your
points until you are happy with your choice. You will find the number of available spending points restrictive, but this is intentional in order to help restrict the
number of outcomes. The number of points you spend will be visible on the screen (top-right), and will change as you spend or change your points.

Question ID: 622

Physical symptoms

Question ID: 623

1.1.* Cognitive function - difficulty concentrating, ability to think ‘clearly’ or to remember things

Median (the point where 50% (or half) of the panel’s responses were above and half were below) panel rating: 8 on a scale of 1 to 9, where 9 is most important.
Your previous rating for importance: # on a scale of 1 to 9

Not a priority An absolute priority
[ 1 2 3 4 5 6 7 8 9 10

Question ID: 624

1.2. * Increased sensitivities - to light, sound, smell, touch

Median (the point where 50% (or half) of the panel’s responses were above and half were below) panel rating: 8 on a scale of 1 to 9, where 9 is most important.
Your previous rating for importance: # on a scale of 1 to 9

Not a priority An absolute priority

[ 1 2 3 4 5 6 7 8 9 10

Question ID: 625

1.3. * Pain associated with Headache - experience of an unpleasant physical sensation that aches or hurts

Median (the point where 50% (or half) of the panel’s responses were above and half were below) panel rating: 9 on a scale of 1 to 9, where 9 is most important.
Your previous rating for importance: # on a scale of 1 to 9

Not a priority An absolute priority
[} 1 2 3 4 5 6 7 8 9 10
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Question ID: 626

1.4.* Duration of pain associated with a headache

Median (the point where 50% (or half) of the panel’s responses were above and half were below) panel rating: 8 on a scale of 1 to 9, where 9 is most important.

Your previous rating for importance: # on a scale of 1 to 9

Not a priority An absolute priority
0 1 2 3 4 5 6 7 8 9 10

Question ID: 627

1.5. * Frequency of pain associated with a headache

Median (the point where 50% (or half) of the panel’s responses were above and half were below) panel rating: 9 on a scale of 1 to 9, where 9 is most important.
Your previous rating for importance: # on a scale of 1 to 9

Not a priority An absolute priority
0 1 2 3 4 5 6 7 8 9 10

Question ID: 628

1.6. * Severity/ intensity of pain associated with a headache

Median (the point where 50% (or half) of the panel’s responses were above and half were below) panel rating: 9 on a scale of 1 to 9, where 9 is most important.

Your previous rating for importance: # on a scale of 1 to 9

Not a priority An absolute priority
0 1 2 3 4 5 6 7 8 9 10

Question ID: 630

1.7.* Physical fatigue — experiencing physical fatigue, tiredness, lacking in energy, feeling physically exhausted

Median (the point where 50% (or half) of the panel’s responses were above and half were below) panel rating: 7 on a scale of 1 to 9, where 9 is most important.

Your previous rating for importance: # on a scale of 1 to 9

Not a priority An absolute priority
0 1 2 3 4 5 6 7 8 9 10

Question ID: 631

1.8. * Sleep quality — being able to have a restful sleep

Median (the point where 50% (or half) of the panel’s responses were above and half were below) panel rating: 7 on a scale of 1 to 9, where 9 is most important.

Your previous rating for importance: # on a scale of 1 to 9

Not a priority An absolute priority
0 1 2 3 4 5 6 7 8 9 10

Question ID: 662

Emotional well-being

Question ID: 643

1.9. * Anxiety — concerned, worried, fearful or anxious

Median (the point where 50% (or half) of the panel’s responses were above and half were below) panel rating: 7 on a scale of 1 to 9, where 9 is most important.

Your previous rating for importance: # on a scale of 1to 9

Not a priority An absolute priority
0 1 2 3 4 5 6 7 8 9 10

Question ID: 666

1.10. * Feelings of isolation — feeling isolated; reduced social interactions

Median (the point where 50% (or half) of the panel’s responses were above and half were below) panel rating: 7 on a scale of 1 to 9, where 9 is most important.
Your previous rating for importance: # on a scale of 1 to 9

Not a priority An absolute priority

0 1 2 3 4 5 6 7 8 9 10
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Question ID: 668

1.11. * Self-worth — feeling like a burden to others; can include feeling valued or helpless; accepted or rejected; feelings of self-esteem

Median (the point where 50% (or half) of the panel’s responses were above and half were below) panel rating: 7 on a scale of 1 to 9, where 9 is most important.
Your previous rating for importance: # on a scale of 1 to 9

Not a priority An absolute priority

[ 1 2 3 4 5 6 7 8 9 10

Question ID: 669

1.12. * Stress - feelings of distress, frustration or irritation

Median (the point where 50% (or half) of the panel’s responses were above and half were below) panel rating: 8 on a scale of 1 to 9, where 9 is most important.

Your previous rating for importance: # on a scale of 1 to 9

Not a priority An absolute priority
[ 1 2 3 4 5 6 7 8 9 10

Question ID: 652

Activities of daily living

Question ID: 654

1.13. * Being able to carry out usual tasks or daily activities inside or outside the home (not related to paid that support an il lifestyle
—such as tidying one’s home, walking short distances, managing finance, driving, using technology (instrumental activities of daily life)

Median (the point where 50% (or half) of the panel’s responses were above and half were below) panel rating: 8 on a scale of 1 to 9, where 9 is most important.
Your previous rating for importance: # on a scale of 1 to 9
Not a priority An absolute priority

[ 1 2 3 4 5 6 7 8 9 10

Question ID: 658

1.14. * Needing to rest or lie down because of a headache

Median (the point where 50% (or half) of the panel’s responses were above and half were below) panel rating: 8 on a scale of 1 to 9, where 9 is most important.
Your previous rating for importance: # on a scale of 1 to 9

Not a priority An absolute priority

[ 1 2 3 4 5 6 7 8 9 10

Question ID: 673

Work / Education

Question ID: 674

1.15. * Being able to carry out activities related to work (paid or unpaid)/ study to an acceptable or usual standard

Median (the point where 50% (or half) of the panel’s responses were above and half were below) panel rating: 9 on a scale of 1 to 9, where 9 is most important.

Your previous rating for importance: # on a scale of 1 to 9

Not a priority An absolute priority
[ 1 2 3 4 5 6 7 8 9 10

Question ID: 675

1.16. * Needing to take time-off work (paid or unpaid) / study

Median (the point where 50% (or half) of the panel’s responses were above and half were below) panel rating: 9 on a scale of 1 to 9, where 9 is most important.

Your previous rating for importance: # on a scale of 1 to 9

Not a priority An absolute priority
0 1 2 3 4 5 6 7 8 9 10

Question ID: 676

1.17.* Social role - relationships with work colleagues or peers

Median (the point where 50% (or half) of the panel’s responses were above and half were below) panel rating: 8 on a scale of 1 to 9, where 9 is most important.
Your previous rating for importance: # on a scale of 1 to 9

Not a priority An absolute priority
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Question ID: 681

Social

Question ID: 684

1.18. * Family roles - being able to provide usual care and support for family and close friends; including ability to commit to activities

Following qualitative feedback in round 1, this outcome was modified slightly (added words are shown in italics). Thus, please note the rating below relates to the
original outcome question. We would like you to evaluate the priority for inclusion of the revised outcome.

Median (the point where 50% (or half) of the panel’s responses were above and half were below) panel rating: 8 on a scale of 1 to 9, where 9 is most important.
Your previous rating for importance: # on a scale of 1 to 9

Not a priority An absolute priority

[ 1 2 3 4 5 6 7 8 9 10

Question ID: 686

1.19. * Participation in social or leisure activities — ability to participate in, or commit to, social or leisure activities

Following qualitative feedback in round 1, this outcome was modified slightly (added words are shown in italics). Thus, please note the rating below relates to the
original outcome question. We would like you to evaluate the priority for inclusion of the revised outcome.

Median (the point where 50% (or half) of the panel’s responses were above and half were below) panel rating: 7 on a scale of 1 to 9, where 9 is most important.
Your previous rating for importance: # on a scale of 1 to 9

Not a priority An absolute priority

[ 1 2 3 4 5 6 7 8 9 10

Question ID: 693

Overall health and well-being

Question ID: 694

1.20. * Overall health - an individual’s general health status; the ability to live a ‘normal’ life

Median (the point where 50% (or half) of the panel’s responses were above and half were below) panel rating: 9 on a scale of 1 to 9, where 9 is most important.
Your previous rating for importance: # on a scale of 1 to 9

Not a priority An absolute priority

[ 1 2 3 4 5 6 7 8 9 10

Question ID: 695

1.21. * Self- - ability to i d /'minimize / control the impact of headache on oneself (e.g., pharmacological, diet, lifestyle choices etc);
self-efficacy

Median (the point where 50% (or half) of the panel’s responses were above and half were below) panel rating: 8 on a scale of 1 to 9, where 9 is most important.

Your previous rating for importance: # on a scale of 1 to 9

Not a priority An absolute priority
[ 1 2 3 4 5 6 7 8 9 10

Question ID: 696

1.22. * Unpredictability of a headache — uncertainty of being symptom free or able to engage in activities

Median (the point where 50% (or half) of the panel’s responses were above and half were below) panel rating: 8 on a scale of 1 to 9, where 9 is most important.

Your previous rating for importance: # on a scale of 1 to 9

Not a priority An absolute priority
[} 1 2 3 4 5 6 7 8 9 10

Question ID: 706

Pt of tr

Question ID: 707

1.23. * Satisfaction with treatment

Median (the point where 50% (or half) of the panel’s responses were above and half were below) panel rating: 8 on a scale of 1 to 9, where 9 is most important.
Your previous rating for importance: # on a scale of 1 to 9

Not a priority An absolute priority
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Question ID: 708

1.24.* Confidence in treatment

Median (the point where 50% (or half) of the panel’s responses were above and half were below) panel rating: 8 on a scale of 1 to 9, where 9 is most important.

Your previous rating for importance: # on a scale of 1 to 9

Not a priority An absolute priority
0 1 2 3 4 5 6 7 8 9 10

Question ID: 710

1.25. * Consistency of treatment effect

Median (the point where 50% (or half) of the panel’s responses were above and half were below) panel rating: 8 on a scale of 1 to 9, where 9 is most important.

Your previous rating for importance: # on a scale of 1 to 9

Not a priority An absolute priority
0 1 2 3 4 5 6 7 8 9 10

Question ID: 713

Medication Use

Question ID: 714

1.26. * The type (potency) and dose (how much) of ication taken when experiencing a headache

Median (the point where 50% (or half) of the panel’s responses were above and half were below) panel rating: 8 on a scale of 1 to 9, where 9 is most important.

Your previous rating for importance: # on a scale of 1 to 9

Not a priority An absolute priority
0 1 2 3 4 5 6 7 8 9 10

Question ID: 715

1.27. " The type (potency) and dose (how much) of medication taken to prevent a headache

Median (the point where 50% (or half) of the panel’s responses were above and half were below) panel rating: 8 on a scale of 1 to 9, where 9 is most important.
Your previous rating for importance: # on a scale of 1 to 9

Not a priority An absolute priority
[ 1 2 3 4 5 6 7 8 9 10

Question ID: 718

Financial Impact

Question ID: 719

1.28. * Financial impact - economic cost associated with treatment for (to the indivi (out-of-pocket exp: and system)
Median (the point where 50% (or half) of the panel’s responses were above and half were below) panel rating: 8 on a scale of 1 to 9, where 9 is most important.
Your previous rating for importance: # on a scale of 1to 9

Not a priority An absolute priority
0 1 2 3 4 5 6 7 8 9 10

Question ID: 735

1.29. * Use of healthcare resources in response to headache

Median (the point where 50% (or half) of the panel’s responses were above and half were below) panel rating: 7 on a scale of 1 to 9, where 9 is most important.

Your previous rating for importance: # on a scale of 1 to 9

Not a priority An absolute priority
0 1 2 3 4 5 6 7 8 9 10

Question ID: 743

Complications (Adverse Effects)

108



10.2 Round Two

Question ID: 725

1.30. * Treatment side effects - experiencing undesired secondary effects from taking medications for headache

Median (the point where 50% (or half) of the panel’s responses were above and half were below) panel rating: 9 on a scale of 1 to 9, where 9 is most important.
Your previous rating for importance: # on a scale of 1 to 9

Not a priority An absolute priority

[ 1 2 3 4 5 6 7 8 9 10

Question ID: 726

1.31. * Mortality (death)

Median (the point where 50% (or half) of the panel’s responses were above and half were below) panel rating: 9 on a scale of 1 to 9, where 9 is most important.

Your previous rating for importance: # on a scale of 1 to 9

Not a priority An absolute priority
[ 1 2 3 4 5 6 7 8 9 10

Question ID: 744
2.* DURING A MIGRAINE (ICTAL) and BETWEEN MIGRAINES (INTER—ICTAL PERIOD):
Would your choice of outcomes be influenced by the time at which they are assessed? That is, during a migraine (ICTAL) or between migraines (INTER-ICTAL
period).
Yes

No

Question ID: 745

2.1. " If YES, please explain how this would vary:
Maximum length: 5000 characters. Characters left: 5000

Question ID: 746

2.2. Any other comments?
Maximum length: 5000 characters. Characters left: 5000

Thank you, please click Save to finish.

Save to complete later Next Page >
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10.2.4 Round two (chronic) as it appeared to professional participants

Points spent so far: 0/70

Question ID: 621

1.

CHRONIC MIGRAINE

There was i 1t between all particip: with regards to the relevance and importance of the majority of outcomes included in Round 1.
However, we need to reduce the number of outcomes for consideration within the Core Outcome Set - ideally, no more than 7 outcomes.

We have therefore created a shortlist of outcomes based on those rated most highly by patients and health professionals. Outcomes achieving a median score of
at least 7 (‘important’) or above and/or indicated as important by the written feedback provided by respondents have been retained: the CHRONIC MIGRAINE list
now includes 31 outcomes, listed below.

The focus of Round 2 is to reduce the number of outcomes further, and to reflect those considered most important for inclusion in a core outcome set.
Whereas previously you rated absolute importance on a 9-point scale (for your consideration both the panel median, and your rating, are shown for each item), we
are now asking you to rate the relative priority for inclusion on an 11-point scale, where 0=not a priority and 10=an absolute priority.

We would like you to ‘spend points’ based on how strongly you feel the particular outcomes should be pri ed for inclusion in the core outcome set.
YYou have a maximum of 70-points to spend - please spend more points on those outcomes that you think should be prioritised. You can allocate a maximum of
10-points to any one outcome. For outcomes that you feel are not a priority, please rate these as 0. You must spend all your 70 points. You can re-arrange your
points until you are happy with your choice. You will find the number of available spending points restrictive, but this is intentional in order to help restrict the
number of outcomes. The number of points you spend will be visible on the screen (top-right), and will change as you spend or change your points.

Question ID: 622

Physical symptoms

Question ID: 623

1.1.* Cognitive function - difficulty concentrating, ability to think ‘clearly’ or to remember things

Median (the point where 50% (or half) of the panel’s responses were above and half were below) panel rating: 8 on a scale of 1 to 9, where 9 is most important.
Your previous rating for importance: # on a scale of 1 to 9

Not a priority An absolute priority
0 1 2 3 4 5 6 7 8 9 10

Question ID: 624

1.2. * Increased sensitivities - to light, sound, smell, touch

Median (the point where 50% (or half) of the panel’s responses were above and half were below) panel rating: 8 on a scale of 1 to 9, where 9 is most important.
Your previous rating for importance: # on a scale of 1 to 9

Not a priority An absolute priority
0 1 2 3 4 5 6 7 8 9 10

Question ID: 625

1.3.* Pain associated with Headache - experience of an unpleasant physical sensation that aches or hurts

Median (the point where 50% (or half) of the panel’s responses were above and half were below) panel rating: 9 on a scale of 1 to 9, where 9 is most important.

Your previous rating for importance: # on a scale of 1 to 9

Not a priority An absolute priority
0 1 2 3 4 5 6 7 8 9 10

Question ID: 626

1.4.* Duration of pain associated with a headache

Median (the point where 50% (or half) of the panel’s responses were above and half were below) panel rating: 8 on a scale of 1 to 9, where 9 is most important.

Your previous rating for importance: # on a scale of 1 to 9

Not a priority An absolute priority
0 1 2 3 4 5 6 7 8 9 10

Question ID: 627

1.5. * Frequency of pain associated with a headache

Median (the point where 50% (or half) of the panel’s responses were above and half were below) panel rating: 9 on a scale of 1 to 9, where 9 is most important.

Your previous rating for importance: # on a scale of 1 to 9

Not a priority An absolute priority
0 1 2 3 4 5 6 7 8 9 10

Question ID: 628
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1.6. * Severity/ intensity of pain associated with a headache

Median (the point where 50% (or half) of the panel’s responses were above and half were below) panel rating: 9 on a scale of 1 to 9, where
Your previous rating for importance: # on a scale of 1 to 9 Points spent so far: 0/70]
Not a priority AT aUSOTUTE POy

0 1 2 3 4 5 6 7 8 9 10

Question ID: 630

1.7.* Physical fatigue — experiencing physical fatigue, tiredness, lacking in energy, feeling physically exhausted

Median (the point where 50% (or half) of the panel’s responses were above and half were below) panel rating: 7 on a scale of 1 to 9, where 9 is most important.

Your previous rating for importance: # on a scale of 1to 9

Not a priority An absolute priority
0 1 2 3 4 5 6 7 8 9 10

Question ID: 631

1.8. * Sleep quality — being able to have a restful sleep

Median (the point where 50% (or half) of the panel’s responses were above and half were below) panel rating: 7 on a scale of 1 to 9, where 9 is most important.

Your previous rating for importance: # on a scale of 1to 9

Not a priority An absolute priority
0 1 2 3 4 5 6 7 8 9 10

Question ID: 662

Emotional well-being

Question ID: 643

1.9. * Anxiety — concerned, worried, fearful or anxious

Median (the point where 50% (or half) of the panel’s responses were above and half were below) panel rating: 7 on a scale of 1 to 9, where 9 is most important.

Your previous rating for importance: # on a scale of 1to 9

Not a priority An absolute priority
0 1 2 3 4 5 6 7 8 9 10

Question ID: 666

1.10. * Feelings of isolation — feeling isolated; reduced social interactions

Median (the point where 50% (or half) of the panel’s responses were above and half were below) panel rating: 7 on a scale of 1 to 9, where 9 is most important.
Your previous rating for importance: # on a scale of 1 to 9

Not a priority An absolute priority
[ 1 2 3 4 5 6 7 8 9 10

Question ID: 668

1.11. * Self-worth - feeling like a burden to others; can include feeling valued or helpless; accepted or rejected; feelings of self-esteem

Median (the point where 50% (or half) of the panel’s responses were above and half were below) panel rating: 7 on a scale of 1 to 9, where 9 is most important.
Your previous rating for importance: # on a scale of 1 to 9

Not a priority An absolute priority

0 1 2 3 4 5 6 7 8 9 10

Question ID: 669

1.12. * Stress - feelings of distress, frustration or irritation

Median (the point where 50% (or half) of the panel’s responses were above and half were below) panel rating: 8 on a scale of 1 to 9, where 9 is most important.
Your previous rating for importance: # on a scale of 1 to 9

Not a priority An absolute priority

0 1 2 3 4 5 6 7 8 9 10

Question ID: 652

Activities of daily living
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Question ID: 654

1.13. * Being able to carry out usual tasks or daily activities inside or outside the home (not related to paid employment) that support an
—such as tidying one’s home, walking short distances, managing finance, driving, using technology (instrumental activities of daily life)

Points spent so far: 0/70]

Median (the point where 50% (or half) of the panel’s responses were above and half were below) panel rating: 8 on a scale of 1 to 9, where

Your previous rating for importance: # on a scale of 1to 9
Not a priority An absolute priority

[ 1 2 3 4 5 6 7 8 9 10

Question ID: 658

1.14. * Needing to rest or lie down because of a headache

Median (the point where 50% (or half) of the panel’s responses were above and half were below) panel rating: 8 on a scale of 1 to 9, where 9 is most important.
Your previous rating for importance: # on a scale of 1 to 9

Not a priority An absolute priority

0 1 2 3 4 5 6 7 8 9 10

Question ID: 673

Work / Education

Question ID: 674

1.15. * Being able to carry out activities related to work (paid or unpaid)/ study to an acceptable or usual standard

Median (the point where 50% (or half) of the panel’s responses were above and half were below) panel rating: 9 on a scale of 1 to 9, where 9 is most important.
Your previous rating for importance: # on a scale of 1 to 9

Not a priority An absolute priority

[ 1 2 3 4 5 6 7 8 9 10

Question ID: 675

1.16. * Needing to take time-off work (paid or unpaid) / study

Median (the point where 50% (or half) of the panel’s responses were above and half were below) panel rating: 9 on a scale of 1 to 9, where 9 is most important.
Your previous rating for importance: # on a scale of 1 to 9

Not a priority An absolute priority

[ 1 2 3 4 5 6 7 8 9 10

Question ID: 676

1.17.* Social role - relationships with work colleagues or peers

Median (the point where 50% (or half) of the panel’s responses were above and half were below) panel rating: 8 on a scale of 1 to 9, where 9 is most important.

Your previous rating for importance: # on a scale of 1 to 9

Not a priority An absolute priority
0 1 2 3 4 5 6 7 8 9 10

Question ID: 681

Social

Question ID: 684

1.18. * Family roles - being able to provide usual care and support for family and close friends; including ability to commit to activities

Following qualitative feedback in round 1, this outcome was modified slightly (added words are shown in italics). Thus, please note the rating below relates to the
original outcome question. We would like you to evaluate the priority for inclusion of the revised outcome.

Median (the point where 50% (or half) of the panel’s responses were above and half were below) panel rating: 8 on a scale of 1 to 9, where 9 is most important.
Your previous rating for importance: # on a scale of 1 to 9

Not a priority An absolute priority

[ 1 2 3 4 5 6 7 8 9 10

Question ID: 686

1.19. * Participation in social or leisure activities — ability to participate in, or commit to, social or leisure activities

Following qualitative feedback in round 1, this outcome was modified slightly (added words are shown in italics). Thus, please note the rating below relates to the
original outcome question. We would like you to evaluate the priority for inclusion of the revised outcome.

Median (the point where 50% (or half) of the panel’s responses were above and half were below) panel rating: 7 on a scale of 1 to 9, where 9 is most important.
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Your previous rating for importance: # on a scale of 1 to 9

Not a priority
0 1 2 3 4 5 6 7 8 Points spent so far: 0/70]

Question ID: 693

Overall health and well-being

Question ID: 694

1.20. * Overall health — an individual’s general health status; the ability to live a ‘normal’ life

Median (the point where 50% (or half) of the panel’s responses were above and half were below) panel rating: 9 on a scale of 1 to 9, where 9 is most important.

Your previous rating for importance: # on a scale of 1 to 9

Not a priority An absolute priority
0 1 2 3 4 5 6 7 8 9 10

Question ID: 695

1.21. " Self- - ability to i d / minimize / control the impact of headache on oneself (e.g., pharmacological, diet, lifestyle choices etc);
self-efficacy

Median (the point where 50% (or half) of the panel’s responses were above and half were below) panel rating: 8 on a scale of 1 to 9, where 9 is most important.

Your previous rating for importance: # on a scale of 1to 9

Not a priority An absolute priority
0 1 2 3 4 5 6 7 8 9 10

Question ID: 696

1.22. * Unpredictability of a headache — uncertainty of being symptom free or able to engage in activities

Median (the point where 50% (or half) of the panel’s responses were above and half were below) panel rating: 8 on a scale of 1 to 9, where 9 is most important.

Your previous rating for importance: # on a scale of 1 to 9

Not a priority An absolute priority
0 1 2 3 4 5 6 7 8 9 10

Question ID: 706

Pt of tr

Question ID: 707

1.23. * Satisfaction with treatment

Median (the point where 50% (or half) of the panel’s responses were above and half were below) panel rating: 8 on a scale of 1 to 9, where 9 is most important.

Your previous rating for importance: # on a scale of 1 to 9

Not a priority An absolute priority
0 1 2 3 4 5 6 7 8 9 10

Question ID: 708

1.24.* Confidence in treatment

Median (the point where 50% (or half) of the panel’s responses were above and half were below) panel rating: 8 on a scale of 1 to 9, where 9 is most important.
Your previous rating for importance: # on a scale of 1 to 9

Not a priority An absolute priority
[ 1 2 3 4 5 6 7 8 9 10

Question ID: 710

1.25. * Consistency of treatment effect

Median (the point where 50% (or half) of the panel’s responses were above and half were below) panel rating: 8 on a scale of 1 to 9, where 9 is most important.
Your previous rating for importance: # on a scale of 1 to 9

Not a priority An absolute priority

[ 1 2 3 4 5 6 7 8 9 10

Question ID: 713
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Medication Use

Question ID: 714 Points spent so far: 0/70]

1.26. * The type (potency) and dose (how much) of ication taken when experiencing a headache

Median (the point where 50% (or half) of the panel’s responses were above and half were below) panel rating: 8 on a scale of 1 to 9, where 9 is most important.

Your previous rating for importance: # on a scale of 1 to 9

Not a priority An absolute priority
0 1 2 3 4 5 6 7 8 9 10

Question ID: 715

1.27.* The type (potency) and dose (how much) of medication taken to prevent a headache

Median (the point where 50% (or half) of the panel’s responses were above and half were below) panel rating: 8 on a scale of 1 to 9, where 9 is most important.
Your previous rating for importance: # on a scale of 1 to 9

Not a priority An absolute priority

0 1 2 3 4 5 6 7 8 9 10

Question ID: 718

Financial Impact

Question ID: 719

1.28. * Financial impact - cost i with treatment for (to the i i ( f-pock and system)
Median (the point where 50% (or half) of the panel’s responses were above and half were below) panel rating: 8 on a scale of 1 to 9, where 9 is most important.
Your previous rating for importance: # on a scale of 1 to 9

Not a priority An absolute priority

[ 1 2 3 4 5 6 7 8 9 10

Question ID: 735

1.29. * Use of healthcare resources in response to headache

Median (the point where 50% (or half) of the panel’s responses were above and half were below) panel rating: 7 on a scale of 1 to 9, where 9 is most important.

Your previous rating for importance: # on a scale of 1 to 9

Not a priority An absolute priority
[ 1 2 3 4 5 6 7 8 9 10

Question ID: 743

Complications (Adverse Effects)

Question ID: 725

1.30. * Treatment side effects - experiencing undesired secondary effects from taking medications for headache

Median (the point where 50% (or half) of the panel’s responses were above and half were below) panel rating: 9 on a scale of 1 to 9, where 9 is most important.

Your previous rating for importance: # on a scale of 1 to 9

Not a priority An absolute priority
[ 1 2 3 4 5 6 7 8 9 10

Question ID: 726

1.31. * Mortality (death)

Median (the point where 50% (or half) of the panel’s responses were above and half were below) panel rating: 9 on a scale of 1 to 9, where 9 is most important.

Your previous rating for importance: # on a scale of 1 to 9

Not a priority An absolute priority
[} 1 2 3 4 5 6 7 8 9 10

Question ID: 744

2.* DURING A MIGRAINE (ICTAL) and BETWEEN MIGRAINES (INTER—ICTAL PERIOD):

Would your choice of outcomes be influenced by the time at which they are assessed? That is, during a migraine (ICTAL) or between migraines (INTER-ICTAL
period).

Yes
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No

Question 1D: 745 Points spent so far: 0/70)
2.1. " If YES, please explain how this would vary:

Maximum length: 5000 characters. Characters left: 5000

Question ID: 746

2.2. Any other comments?
Maximum length: 5000 characters. Characters left: 5000

Thank you, please click Save to finish.

Save

Save to complete later Next Page >
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10.3 Round Three

10.3.1 Invitation wording provided to Clinvivo and used in invitations
Healthcare professionals

Dear [name],

Many thanks for agreeing to take part in the COSH study. Please find below links to the third
and final round of the Delphi survey where you can review the results from Round 2 and com-
plete the Round 3 questionnaire.

Once again we would like you to complete TWO questionnaires: one for Episodic Migraine
and one for Chronic Migraine. The two questionnaires have been retained due to the differences
in outcomes considered most important, and hence considered in Round 3. However, each ques-

tionnaire is significantly shorter than those completed on Round 2, requiring approximately 10
minutes to complete.

episodiclink

chroniclink

Please complete Round 3 by 23.59 UTC Thursday 10th May 2018.
With best wishes,

Kirstie Haywood and Kimberley White.

Public participants
Dear [name],
Many thanks for agreeing to take part in the COSH study. Please find below the link to

the third and final round of the Delphi survey where you can review the results from Round 2
and complete the Round 3 questionnaire.

link

Please complete Round 3 by 23.59 UTC Thursday 10th May 2018.
With best wishes,

Kirstie Haywood and Kimberley White.
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10.3.2 Round three (episodic) as it appeared to participants

Question ID: 1019

EPISODIC MIGRAINE:

There are four sections to this questionnaire.

Question ID: 1020
1. Results from outcome prioritisation in Round 2:
In Round 2 participants were asked to spend points (total 70) based on how strongly they felt that particular outcomes should be included in the core outcome set

for EPISODIC MIGRAINE. Participants were advised to spend more points on outcomes that should be prioritised, with a maximum of 10-points per outcome.
Participants were asked to consider 27 potential outcomes shortlisted from Round 1.

There was i 1t between all particip (both patients and health professionals) with regards to those outcomes that should be prioritised for
inclusion in future EPISODIC MIGRAINE studies. We have listed the outcomes given the highest priority (top 50% of items, ranked 1 to 13 inclusive) for inclusion
in future EPISODIC MIGRAINE studies. The results reflect the combined results from both groups — patients and health professionals (Table 1).

TABLE 1. Outcomes prioritised for inclusion in EPISODIC MIGRAINE studies by both patient and health pi i groups
1 to 13 inclusive).

RANK (max Sum of combined ratings Outcomes

27) (max 540)

1 264 Pain i with Migraine — experi of an unpleasant sensation that aches or hurts

2 258 Frequency of pain associated with a migraine

3 253 Severity or intensity of pain associated with a migraine

4 251 Duration of pain associated with a migraine

5 185 Being able to carry out activities related to work (paid or unpaid) or study to an acceptable or usual standard
6 162 Cognitive function — difficulty concentrating, ability to think ‘clearly’ or to remember things

7 161 Treatment side-effects — experiencing undesired secondary effects from taking medications for migraine

8 154 Overall health — an individual’s general health status; the ability to ‘live a normal life’

9 144 Trigger factors — the ability to avoid / manage migraine trigger factors

10 143 Increased sensitivities — to light, sound, smell or touch

1" 136 Family roles — able to provide usual care or support for family or close friends, including ability to commit activities
1 136 Self—managgmem - al?\lity to effeglively decrease / minimise/ control the impact of migraine on oneself (e.g.

pharmaceutical, diet, lifestyle choices etc)
13 135 Needing to take time-off work (paid or unpaid) or study

Question ID: 1021

2. Group differences in Round 2:

To ensure that group differences were observed, the results from the two groups were considered both separately and combined. Whilst there was little
disagreement between groups, several outcomes were prioritised in the top 50% of outcomes for just one of the groups, but did not make the top 50% of combined

results.

In the knowledge that there was a difference between sub-groups, we would like you to please reconsider these items for inclusion in the final list of prioritised
outcomes. If 70% or more of respondents vote ‘YES’, the outcome will be added to the prioritised list.

Should the following outcomes be included in a core outcome set for studies of EPISODIC MIGRAINE? Please indicate ‘Yes' or ‘No'?

Prioritised in top 50% of by health pi
RANK Sum of ltems
(Combined combined
Results) ratings (max
40)
Question ID: 1022
21"
14 131 Satisfaction with treatment
(Health professionals ranked this item 9/27, whereas patients ranked it 20/27)
Yes
No

Question ID: 1023

22.*
15 122 Vomiting and/ or feelings of nausea
(Health professionals ranked this item 8/27, whereas patients ranked it 25/27)
Yes
No

Question ID: 1024

23."
16 120 The type (potency) and dose (how much) of a ion taken when experiencing a migraine
(Health professionals ranked this item 12/27, whereas patients ranked it 18/27)
Yes
No
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Question ID: 1028

Prioritised in top 50% of outcomes by patients:

Question ID: 1025

24."
17 17 Unpredictability of a migraine — uncertainty of being symptom free or able to engage in activities
(Patients ranked this item 10/27, whereas health professionals ranked it 21/27)
Yes
No

Question ID: 1026

25."
18 110 Physical fatigue — experiencing physical fatigue, tiredness, lacking in energy, feeling physically exhausted
(Patients ranked this item 11/27, where health professionals ranked it 23/27)
Yes
No

Question ID: 1027

26."
19 108 Depressive mood — feeling sad, feeling down, feeling sorry for oneself, or feeling depressed
(Patients ranked this item 13/27, whereas health professionals ranked it 24/27)
Yes
No

Question ID: 1029

3. Core categories (domains) for EPISODIC MIGRAINE:

We have grouped the prioritised outcomes into categories (also referred to as domains) which describe broader aspects of health.

The categories (domains) describe the aspects of EPISODIC MIGRAINE that need to be measured, as a minimum, to appropriately assess the impact of episodic
migraine or effects of healthcare. The categories (domains) describe WHAT should be measured in a core outcome set for studies of episodic migraine. Ideally, a

core outcome set should include 7 categories (domains) or fewer.

Seven categories (domains) are proposed for the EPISODIC MIGRAINE core outcome set (Table 2). Please consider the following questions per proposed
category (domain):

Question ID: 1030

Table 2. EPISODIC MIGRAINE - proposed domains and associated outcomes

Rank Prio

ised outcomes (rank 1 to 13/27 inclusive) Category (domain) and definition

Question ID: 1031

3.1.
1 « Pain associated with Migraine — experience of an unpleasant PAIN
sensation that aches or hurts (1/27)
. y o e e of an ion in the head that
» Frequency of pain associated with a migraine (2/27) aches or hurts; the frequency, intensity and duration of
« Severity or intensity of pain associated with a migraine (3/27) the pain is important

« Duration of pain associated with a migraine (4/27)

Question ID: 1032

3.1.i. * Are you happy with the grouping of prioritised outcomes for the PAIN category (domain)?
Yes
No

Question ID: 1033

3.1

* Are you happy with the proposed PAIN category (domain) and definition?
Yes
No

Question ID: 1034

3.1.iii. Do you have any additional comments re the PAIN category (domain)?
Maximum length: 5000 characters. Characters left: 5000

Question ID: 1036

Question ID: 1035

3.2.
2 « Being able to carry out activities related to work (paid or USUAL ACTIVITIES
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unpaid) or study to an acceptable or usual standard (5/27) i« Being able to carry out usual activities (including paid or

« Family roles — able to provide usual care or support for family

or close friends, including ability to commit activities (11/27) standard

unpaid work, study, domestic chores, care or support for
family or close friends) to an acceptable or usual

+ Needing to take time-off work (paid or unpaid) or study (13/27) « Being able to participate in, or commit to, usual activities

Question ID: 1037
3.2.i. * Are you happy with grouping of prioritised outcomes for the USUAL ACTIVITIES category (domain)?
Yes
No
Question ID: 1038
3.2.i. * Are you happy with the proposed USUAL ACTIVITIES category (domain) and definition?
Yes
No

Question ID: 1039

3.2.ii. Do you have any additional comments re the USUAL ACTIVITIES category (domain)?

Question ID: 1040

3.3.

3 « Cognitive function — difficulty concentrating, ability to think { COGNITION

‘clearly’ or to remember things (6/27)

Question ID: 1041
3.3.i. * Are you happy with grouping of prioritised outcomes for the COGNITION category (domain)?
Yes
No
Question ID: 1042
3.3.ii. * Are you happy with the proposed COGNITION category (domain) and definition?
Yes
No

Question ID: 1043

3.3.iii. Do you have any additional comments re the COGNITION category (domain)?

Question ID: 1044

3.4.

Maximum length: 5000 characters. Characters left: 5000

« Difficulty concentrating, ability to ‘think clearly’, or to
remember things

Maximum length: 5000 characters. Characters left: 5000

4 « Treatment side-effects — experiencing undesired secondary %ADVEHSE EVENTS

effects from taking medications for migraine (7/27)

« Experiencing undesired secondary effects from taking
medications for migraine

Question ID: 1045
3.4.i. * Are you happy with grouping of prioritised outcomes for the ADVERSE EVENTS category (domain)?
Yes
No
Question ID: 1046
3.4.ii. * Are you happy with the proposed ADVERSE EVENTS category (domain) and definition?
Yes
No

Question ID: 1047

3.4.iii. Do you have any additional comments re the ADVERSE EVENTS category (domain)?

Question ID: 1048

3.5.

Maximum length: 5000 characters. Characters left: 5000

5 « Anindividual's general health status; the ability to ‘live a normal | OVERALL HEALTH
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life’ (8/27) « An individual’s general health status; the ability to ‘live a

normal life’

Question ID: 1049
3.5.i. * Are you happy with grouping of prioritised outcomes for the OVERALL HEALTH category (domain)?
Yes

No

Question ID: 1050
3.5.ii. * Are you happy with the proposed OVEALL HEALTH category (domain) and definition?
Yes

No

Question ID: 1051

3.5.iii. Do you have any additional comments re the OVERALL HEALTH category (domain)?
Maximum length: 5000 characters. Characters left: 5000

Question ID: 1052
3.6.

6 « Trigger factors — the ability to avoid / manage migraine trigger | SELF-MANAGEMENT

factors (9/27) ;

« Ability to effectively decrease / minimise/ control the
impact of migraine on oneself (e.g. pharmaceutical, diet,
lifestyle choices etc)

« Ability to avoid / manage migraine trigger factors

. If- 1t — ability to i d !
control the impact of migraine on oneself (e.g. pharmaceutical,
diet, lifestyle choices etc) (11/27)

Question ID: 1053

3.6.i. * Are you happy with grouping of prioritised outcomes for the SELF-MANAGEMENT category (domain)?
Yes
No

Question ID: 1054

3.6.ii. * Are you happy with the proposed SELF-MANAGEMENT category (domain) and definition?
Yes

No

Question ID: 1055

3.6.iii. Do you have any i re the SELF-MAN T category (domain)?
Maximum length: 5000 characters. Characters left: 5000

Question ID: 1056
3.7.
7 « Increased sensitivities — to light, sound, smell or touch (10/27) | ASSOCIATED SYMPTOMS

« Increased sensitivities — to light, sound, smell or touch

Question ID: 1057
3.7.i. * Are you happy with grouping of prioritised outcomes for the ASSOCIATED SYMPTOMS category (domain)?
Yes
No
Question ID: 1058
3.7.ii. * Are you happy with the proposed ASSOCIATED SYMPTOMS category (domain) and definition?
Yes
No

Question ID: 1059

8.7.iii. Do you have any additional comments re the ASSOCIATED SYMPTOMS category (domain)?
Maximum length: 5000 characters. Characters left: 5000

Question ID: 1060

3.8. If you've ticked NO to any of the above questions, please indicate why and how the proposed category (domain) needs to change:
Maximum length: 5000 characters. Characters left: 5000
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Question ID: 1061

3.9. Do you have any additional comments about the proposed categories (domains)?

Question ID: 1062

4. Additional Outcomes:

Maximum length: 5000 characters. Characters left: 5000

Finally, in the case that 70% or more of participants vote to include one of the additional outcomes listed in SECTION 2 in the prioritised list, the outcome will need
to be included within a category (domain). If 70% or more of respondents vote “YES’, the outcome will be included in the proposed category (domain).

For each of the outcomes under consideration for inclusion (in SECTION 2) please indicate if you happy with the overarching domain we have assigned:

Prioritised in top 50% of items by health professionals:
Outcome
Question ID: 1063
41"
Satisfaction with treatment
(Health professionals ranked this item 9/27, whereas patients
ranked it 20/27)
Yes

No

Question ID: 1064

42"

Satisfaction with treatment

(Health professionals ranked this item 9/27, whereas patients
ranked it 20/27)

Yes

No

Question ID: 1065

43."
Vomiting and/ or feelings of nausea
(Health professionals ranked this item 8/27, whereas patients
ranked it 25/27)
Yes

No

Question ID: 1066

44."

The type (potency) and dose (how much) of a medication taken
when experiencing a migraine

(Health professionals ranked this item 12/27, whereas patients
ranked it 18/27)

Yes
No

Question ID: 1067

Prioritised in top 50% of items by patients:

Question ID: 1068

4.5."

Unpredictability of a migraine — uncertainty of being symptom
free or able to engage in activities

(Patients ranked this item 10/27, whereas health professionals
ranked it 21/27)

Yes
No

Question ID: 1069

4.6."

Physical fatigue — experiencing physical fatigue, tiredness,
lacking in energy, feeling physically exhausted

(Patients ranked this item 11/27, where health professionals
ranked it 23/27)

Yes
No

Question ID: 1070

4.7.*
Depressive mood — feeling sad, feeling down, feeling sorry for
oneself, or feeling depressed

123

Domain

MEDICATION USE

TREATMENT SATISFACTION

ASSOCIATED SYMPTOMS

MEDICATION USE

SELF-MANAGEMENT

ASSOCIATED SYMPTOMS

EMOTIONAL WELL-BEING



10.3 Round Three

(Patients ranked this item 13/27, whereas health professionals
ranked it 24/27)

Yes
No

Question ID: 1071

4.8. Do you have any additional comments about the core categories (domains)?
Maximum length: 5000 characters. Characters left: 5000

Question ID: 1072

Many thanks for participating in the COSH study and for completing the three rounds of questionnaire completion.

Question ID: 1073
* Would you like to receive a summary of the results?
Yes

No

Thank you, please click Save to finish.
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10.3.3 Round three (chronic) as it appeared to participants

Question ID: 1074

CHRONIC MIGRAINE:

There are four sections to this questionnaire.

Question ID: 1075
1. Results from outcome prioritisation in Round 2:
In Round 2 participants were asked to spend points (total 70) based on how strongly they felt that particular outcomes should be included in the core outcome set

for CHRONIC MIGRAINE. Participants were advised to spend more points on outcomes that should be prioritised, with a maximum of 10-points per outcome.
Participants were asked to consider 31 potential outcomes shortlisted from Round 1.

There was i 1t between all particip (both patients and health professionals) with regards to those outcomes that should be prioritised for
inclusion in future CHRONIC MIGRAINE studies. We have listed the outcomes given the highest priority (top 50% of items, ranked 1 to 15 inclusive) for inclusion
in future CHRONIC MIGRAINE studies. The results reflect the combined results from both groups — patients and health professionals (Table 1).

TABLE 1. Outcomes prioritised for inclusion in CHRONIC MIGRAINE studies by both patient and health i groups
1 to 15 inclusive).
Rank ~Sumof
(max c_omblned Outcomes
31) ratings (max
60)

1 285 Severity or intensity of pain associated with a migraine

2 270 Pain associated with Migraine — experience of an unpleasant sensation that aches or hurts

3 242 Frequency of pain associated with a migraine

4 231 Duration of pain associated with a migraine

Being able to carry out usual tasks or daily activities inside or outside the home (not related to paid employment) that support an
5 199 independent lifestyle — such as tidying one’s home, walking short distances, managing finance, driving, usual technology (instrumental
activities of daily life)

6 197 Being able to carry out activities related to work (paid or unpaid) or study to an acceptable or usual standard
7 194 Cognitive function — difficulty concentrating, ability to think ‘clearly’ or to remember things

8 162 Treatment side-effects — experiencing undesired secondary effects from taking medications for migraine

9 137 Increased sensitivities — to light, sound, smell or touch
10 136 Physical fatigue — experiencing physical fatigue, tiredness, lacking in energy, feeling physically exhausted
" 131 Needing to take time-off work (paid or unpaid) or study
12 126 Satisfaction with treatment
13 122 Overall health - an individual’s general health status; the ability to ‘live a normal life’
14 14 Sleep quality — being able to have a restful sleep
15 13 Needing to rest or lie down because of a migraine

Question ID: 1076
2. Group differences in Round 2:

To ensure that group differences were observed, the results from the two groups were considered both separately and combined. Whilst there was little
disagreement between groups, several outcomes were prioritised in the top 50% of outcomes for just one of the groups, but did not make the top 50% of combined
results.

In the knowledge that there was a difference between sub-groups, we would like you to please reconsider these items for inclusion in the final list of prioritised
outcomes. If 70% or more of respondents vote ‘YES’, the outcome will be added to the prioritised list.

Should the following outcomes be included in a core outcome set for studies of CHRONIC MIGRAINE? Please indicate ‘Yes’ or ‘No'?

Prioritised in top 50% of by health pi
RANK Sum of Items
(Combined combined
Results: max ratings (max
31) 560)
Question ID: 1077
21."
16 103 Stress - feelings of distress, frustration or irritation
(Health professionals ranked this item 10/31, whereas patients ranked it 20/31)
Yes
No

Question ID: 1078

22."
26 77 Mortality (death)
(Health professionals ranked this item 15/31, whereas patients ranked it 29/31)
Yes
No

Question ID: 1079

Prioritised in top 50% of outcomes by patients:
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Question ID: 1080

23."
18 99 Unpredictability of a migraine — uncertainty of being symptom free or able to engage in activities
(Patients ranked this item 14/31, whereas health professionals ranked it 31/31)
Yes
No

Question ID: 1081
3. Core categories (domains) for CHRONIC MIGRAINE:

We have grouped the prioritised outcomes into categories (also known as domains) which describe broader aspects of health.

The categories (domains) describe the aspects of CHRONIC that need to be , as a minimum, to appropriately assess the impact of chronic
migraine or effects of healthcare. The categories (domains) describe WHAT should be measured in a core outcome set for studies of chronic migraine. Ideally, a
core outcome set should include 7 categories (domains) or fewer.

Seven categories (domains) are proposed for the CHRONIC MIGRAINE core outcome set (Table 2). Please consider the following questions per proposed
category (domain):

Question ID: 1082

Table 2. CHRONIC MIGRAINE - categories ins) and
Rank Prioritised outcomes (rank 1 to 13/31 inclusive) Category (domain) and definition
Question ID: 1083
3.1.
1 « Severity or intensity of pain associated with a migraine (1/31) { PAIN

« Pain associated with Migraine — experience of an unpleasant
sensation that aches or hurts (2/31)

. of an in the head that
aches or hurts; the frequency, intensity and duration of
the pain is important’

« Frequency of pain associated with a migraine (3/31)

+ Duration of pain associated with a migraine (4/31)

Question ID: 1084
3.1.i. * Are you happy with grouping of prioritised outcomes for the PAIN category (domain)?
Yes
No
Question ID: 1085
3.1.ii. * Are you happy with the proposed PAIN category (domain) and definition?
Yes
No

Question ID: 1086

3.1.iii. Do you have any additional comments re the PAIN category (domain)?
Maximum length: 5000 characters. Characters left: 5000

Question ID: 1087

3.2.
2 « Being able to carry out usual tasks or daily activities inside or { USUAL ACTIVITIES
outside the home (not related to paid employment) that support an
independent lifestyle — such as tidying one’s home, walking short |« Being able to carry out usual activities (including paid or
distances, managing finance, driving, usual technology unpaid work, study, domestic chores, care or support for
(instrumental activities of daily life) (5/31) | family or close friends) to an acceptable or usual

standard

* Being able to carry out activities related to work (paid or « Being able to participate in, or commit to, usual activities

unpaid) or study to an acceptable or usual standard (6/31)

+ Needing to take time-off work (paid or unpaid) or study (11/31)

Question ID: 1088
3.2.i. * Are you happy with grouping of prioritised outcomes for the USUAL ACTIVITIES category (domain)?
Yes
No
Question ID: 1089
3.2.ii. * Are you happy with the proposed USUAL ACTIVITIES category (domain) and definition?
Yes
No

Question ID: 1090

3.2.ii. Do you have any additional comments re the USUAL ACTIVITIES category (domain)?
Maximum length: 5000 characters. Characters left: 5000
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Question ID: 1091

3.3.

3 « Cognitive function - difficulty concentrating, ability to think { COGNITION

‘clearly’ or to remember things (7/27)

« Difficulty concentrating, ability to ‘think clearly’, or to
remember things

Question ID: 1092
3.3.i. * Are you happy with grouping of prioritised outcomes for the COGNITION category (domain)?
Yes

No

Question ID: 1093
3.3.ii. * Are you happy with the proposed COGNITION category (domain) and definition?
Yes

No

Question ID: 1094

3.3.iii. Do you have any additional comments re the COGNITION category (domain)?
Maximum length: 5000 characters. Characters left: 5000

Question ID: 1095

3.4.

4 « Treatment side-effects — experiencing undesired secondary | ADVERSE EVENTS
effects from taking medications for migraine (8/31) ;
« Experiencing undesired secondary effects from taking
medications for migraine

Question ID: 1096
3.4.i. * Are you happy with grouping of prioritised outcomes for the ADVERSE EVENTS category (domain)?
Yes
No
Question ID: 1097
3.4.ii. * Are you happy with the proposed ADVERSE EVENTS category (domain) and definition?
Yes
No

Question ID: 1098

3.4.iii. Do you have any additional comments re the ADVERSE EVENTS category (domain)?
Maximum length: 5000 characters. Characters left: 5000

Question ID: 1099

3.5.
5 « Increased sensitivities — to light, sound, smell or touch (9/31) jASSOCIATED SYMPTOMS
* Physical fatigue — experiencing physical fatigue, tiredness, |+ Increased sensitivities — o light, sound, smell or touch
lacking in energy, feeling physically exhausted (10/31) . Physical fatigue — experiencing physical fatigue,
« Sleep quality - being able to have a restful sleep (14/31) I tiredness, lacking in energy, feeling physically exhausted
| = Sleep quality - being able to have a restful sleep
« Needing to rest or lie down because of a headache (15/31) - Needing to rest or lie down because of a headache

Question ID: 1100
3.5.i. * Are you happy with grouping of prioritised outcomes for the ASSOCIATED SYMPTOMS category (domain)?
Yes
No
Question ID: 1101
3.5.ii. * Are you happy with the proposed ASSOCIATED SYMPTOMS category (domain) and definition?
Yes
No

Question ID: 1102

3.5.iii. Do you have any additional comments re the ASSOCIATED SYMPTOMS category (domain)?
Maximum length: 5000 characters. Characters left: 5000
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Question ID: 1103
3.6.
6 « Satisfaction with treatment (12/31) MEDICATION USE

Question ID: 1104
3.6.i. * Are you happy with grouping of prioritised outcomes for the MEDICATION USE category (domain)?
Yes

No

Question ID: 1105
3.6.ii. * Are you happy with the proposed MEDICATION USE category (domain) and definition?
Yes

No

Question ID: 1106

3.6.iii. Do you have any additional comments re the MEDICATION USE category (domain)?
Maximum length: 5000 characters. Characters left: 5000

Question ID: 1107

3.7.

7 * Anindividual’s general health status; the ability to ‘live a normal | OVERALL HEALTH
life’ (8/27) |
« An individual’s general health status; the ability to ‘live a

normal life’

Question ID: 1108
3.7.i. * Are you happy with grouping of prioritised outcomes for the OVERALL HEALTH category (domain)?
Yes

No

Question ID: 1109
3.7.ii. * Are you happy with the proposed OVERALL HEALTH category (domain) and definition?

Yes
No

Question ID: 1110

3.7.iii. Do you have any additional comments re the OVERALL HEALTH category (domain)?
Maximum length: 5000 characters. Characters left: 5000

Question ID: 1111

3.8. If you've ticked NO to any of the above questions, please indicate why and how the proposed category (domain) needs to change.
Maximum length: 5000 characters. Characters left: 5000

Question ID: 1112

3.9. Do you have any additional comments about the proposed domains?
Maximum length: 5000 characters. Characters left: 5000

Question ID: 1113
4. Additional Outcomes:

Finally, in the case that 70% or more of participants vote to include one of the additional outcomes listed in SECTION 2 in the prioritised list, the outcome will need
to be included within a domain. If 70% or more of respondents vote ‘YES’, the outcome will be included in the proposed domain.

For each of the outcomes under consideration for inclusion (in SECTION 2) please indicate if you happy with the overarching domain we have assigned:
Prioritised in top 50% of items by health professionals:

Outcome Domain

Question ID: 1114

41"

Stress — feelings of distress, frustration or irritation | EMOTIONAL WELL-BEING
(Health professionals ranked this item 10/31, whereas patients |

ranked it 20/31)

Yes
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No

Question ID: 1115

42"

Mortality (death)

(Health professionals ranked this item 15/31, whereas patients
ranked it 29/31))

ADVERSE EVENTS

Yes

No

Question ID: 1116

Prioritised in top 50% of items by patients:

Question ID: 1117

4.3."

Unpredictability of a migraine — uncertainty of being symptom
free or able to engage in activities

(Patients ranked this item 14/31, whereas health professionals
ranked it 31/31)

SELF-MANAGEMENT

Yes
No

Question ID: 1118

4.4. Do you have any additional comments about the core categories (domains)?
Maximum length: 5000 characters. Characters left: 5000

Question ID: 1119

Many thanks for participating in the COSH study and for completing the three rounds of questionnaire completion.

Question ID: 1120
* Would you like to receive a summary of the results?
Yes

No

Thank you, please click Save to finish.

Save to complete later Next Page >
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