Topical Ketoprofen and NSAIDs - Pilot Study Questionnaire

ANNEX 1

KETO1 Ver.F.1

2012-06-11

SURVEILLANCE STUDY OF PHOTOCONTACT DERMATITIS LEADING
TO HOSPITALIZATION IN EUROPE WITH A SPECIAL FOCUS ON
TOPICAL KETOPROFEN AND OTHER TOPICAL NSAIDs, INCLUDING
EVALUATION OF SEVERE PHOTOSENSITIVITY REACTIONS

QUESTIONNAIRE

[ ] Case

Interviewer

[ ] Control

[ mm || yyyy |

Date of interview dd| |

City of residence

GENERAL DATA

1. Gender [ ]Male
[ ] Female

Date of bhirth dd | |

| mm ||| yyyy ||

Date of hospital admission dd ||| mm ||| yyyy |||

Department of hospitalization

[ ] Medicine

[ ] Surgery

[_] Orthopaedics

[ ] Intensive care

[_] ENT/Ophthalmology
[ ] Dermatology

[ ] Other

Primary diagnosis at admission

[ ] Questionnaire validation

L |_|_[.[_locp-10)

Secondary diagnosis at admission

[ |_[.[_locp-10)

DEMOGRAPHICS

1. Weight (Kg) || | |

2. Height (cm) I

ID (hospital code - subjectn®) || | |-]_|_|_|




Topical Ketoprofen and NSAIDs - Pilot Study Questionnaire

3. Ancestry

5.

[ ] White / Caucasian
[ ] Mixed (unspecified)
[ ] White and black Caribbean
[_] White and black African
[ ] White and Asian
[ ] Other
[ ] Chinese
[ ] Asian
[ ] Black (unspecified)
[ ] Caribbean
[] African
[ ] Other
[ ] Other

Marital status

[ ] Married / Common-law husband/wife
[ ] Unmarried

[ ] Divorced / Widowed

[ ] Other

Occupational status

[] Working

[ ] Student

[] Unemployed / Searching a job
[ ] Retired

[_] Disability pension

[ ] Housewife / Househusband

[ ] Other

Present or last occupation

[ ] Never worked

[ ] Legislator, Senior Officials and Managers
[ ] Professionals

[ ] Technicians and Associate Professionals
[ ] Clerks

[ ] Service workers and Shop and Market sales workers

[] Skill Agricultural and Fishery workers
[ ] Craft and related workers

[] Plant and Machine operators and Assemblers

[_] Elementary occupations
[ ] Armed forces
[ ] Other

ID (hospital code - subjectn®) ||| _|-|_]
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7. Highest level of education

[] Compulsory Education not completed
[ ] Compulsory Education
[_] High school (unspecified)
[_] Vocational training
[] University training
[ ] First Level Degree (Bachelor degree, journalism, nurse training, ...)
[] Second Level Degree (Magister degree, Master, PhD,...)

8. Smoking habits

[ ] Smoker
[ ] Ex-smoker (at least one year abstinence)
[ ] Non-smoker

9. Alcohol consumption

[ ] Regular drinker

[ ] Occasional drinker

[ ] Ex-drinker (at least one year abstinence)
[ ] Non-drinker

RECENT MEDICAL HISTORY

1. Onset of first symptoms leading to hospitalization (days before admissions) ]

2. Brief description of symptoms before hospitalization

3. During the month before hospitalization did you undergo radiotherapy?

[ ] Yes
[ ] No
[ ] Unknown

If Yes, specify:
the indication |__|_[_|.]_|acp-10)
the last date of treatment .................. dd ||| mm || yyyy |||

ID (hospital code - subjectn®) ||| _|-|_|_|_| 3
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GENERAL MEDICAL HISTORY

1. During your lifetime have you ever had (MRQ): Age at first diagnosis (years)
Skin diseases
[ ] ALOPIC DEIMALILIS .....v.vocvicecviceeiccee ettt bbb L]
] PSOTIASIS .....cvvveveviecttcte ettt bbbt bbb s bbb L]
[] Contact Dermatitis L |_|.|_Jacp-10)...| | |
S L 107 T TR ||
[] Polymorphous Hght €FUPLIONS ..........ccvvevreceeeeieiiecceetseses sttt enesee s e |||
[ ] Other photosensitivity reactions || |_I.l_lacp-0)...|_|_|
[_] Skin cancer L || .|_]acp-10)...|_|_|
L] ROSACEA. c....cveveecvitciee ettt bbb bbb a bbb L]
[] Herpes Simplex | |_|._Jacp-10)...|_|_|
[ VETIGO. e reeeeeeeeeeeeceeeesesseseeeesss e e eessessseeesessesseeessss s esesesessssseseesseeee e seeseeeeseseees L
[ Any itchy skin rash |- _|acp-10)... |||
[_] Other Skin disease (1) L ||| |_|acb-10)...|__|_|
2) || [_I.|_lacp-10)...|_|_|
Diseases predisposing to photosensitivity
[ ] Xeroderma PigmentOSUM ............ccvrueurieeeeeeeeieiisesesessessesessststssss s tesssesensseesssssensneeas || ]
[_] Porphyrias L || .|_|acp-10)...|_|_|
L] AIDINISIN ¢ttt sttt L]
[ ] Systemic LUPUS ErythEMALOSUS..............ceveveriereereseiesicsesssesesssessssesesesse st s s sessesens L
Ll POIAGIA ....cvveeceeee ettt L]
[_] Other Rheumatic disease || |- |_|acb-10)...|__|_|
Other diseases
IO o Yo [T (o T £ TR L
[ ] BroONChial ASENMA.......vvveeieeeeieececceeeee ettt ettt L
[ ] Recurrent Urinary Tract INFECLIONS ...........ccovevevevirieeiieeeee e ]
L] NEPRIOIINIASIS. .....ceveececci ettt L]
[_] Other Renal disease || |- |_|acb-10)...|__|_|
[ ] Gastric/dUOAENAl UICET ..........c.cuiviecveieeeieiccee ettt L
[ ] CROIEHTNIASIS .........ceveecveci ettt L]
L] HEPALIEIS B ...ttt sa st na s nae st s en e L
L] HIVAPOSITIVE ..ottt en et en e L
[_] Chronic Liver disease || |- |_|acDb-10)...|__|_|
=111V 2RO L
[ ] DIalbetes MEHILUS .........oceveecviceeeceee ettt L]
[ ] HYPEIUMCAEMIA / GOUL ......cocveveeeeiceeeeees et L]
L] HYPEIHPEMIA ....c..vceiceccice ettt L]
L] HYPEITENSION ..ovoveeice ettt L]
[] Thyroid disease L |_|.|_lacp-10)...|_|_|
[ ] Neoplasm (1) L ||| .|_lacp-10)...|_|_|
2 || |_[|.[_[acD-10)...|_|_|
[] Joint diseases (1) || |_I|.l_lacp-10)...|_|_|
2 || |_[|.[_[acD-10)... | _|_|

ID (hospital code - subjectn®) ||| |- _|_| 4
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[_] Neurologic diseases (1)

KETO1 Ver.F.1  2012-06-11

O]

[ ] Other relevant disease

During your lifetime have you ever experienced:

2. An allergic reaction to topical ketoprofen

[ ] Yes
[ ] No
[ ] Unknown

If Yes, specify:
the drug name

Were you hospitalized?
[ ]Yes

[ ]No

[ ] Unknown

3. An allergic reaction to other topical NSAIDs

[ ] Yes
[ ]No
[ ] Unknown

If Yes, specify:
the drug name

Were you hospitalized?
[ ]Yes

[ ]No

[ ] Unknown

4. Any adverse effect to other medications

[ ] Yes
[ ]No
[ ] Unknown

If Yes, specify:
the drug name (1)

Were you hospitalized?
[ ]Yes
[ ]No
[ ] Unknown
)

Were you hospitalized?
[ ]Yes

[ ]No

[ ] Unknown

ID (hospital code - subjectn®) | | | _|-]|
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DRUG EXPOSURE
During the last month before hospitalization had you ever used:
1. Topical ketoprofen
[ ] Yes
[ ] No
[ ] Unknown
If Yes, specify:
1.1) Weeks before hospitalization date Prior use
. . Condition .
Drug Name | Body site(s) | Indication of use Week 1 Week 2 Week 3 Week 4 Duration* | Usage | AEs
[ Free 1 2 3 4 5 6 7 Freq Freq Freq YN |ON
e e Ll I N N N ENENENEN EN E N e R L T R = A =
| [J occlusive 0 n
T Oower (LY |Ov|Ov|Ov|Oy|Ov|Oy Oy S“:: Ov S“'ij Ov S“:Z Wi_l_hu v
. 2-3 2-3 2-3
O unknown |[Ju{Ju|dui~du|l™dvu|>duldul|[Ju []14d Ovu []14d Ovu []14d
Ou Ou Ou
1.2) Weeks before hospitalization date Prior use
. N Condition .
Drug Name | Body site(s) | Indication of use Week 1 Week 2 Week 3 Week 4 Duration* | Usage | AEs
[ Free 1 2 3 4 5 6 7 Freq Freq Freq |Y |_|_||CON [N
e e R i N SN ENENENENEN N E N e R L T R = Ay =
|| [ Occlusive [ 4-6 dd [ 4-6dd [Ja-6dd|w Ou |Ou
L [ other Oy Oy Oy ({™dy([™dy({Qv Qv Qv |:|4-6dd Oy |:|4-6dd Oy |:|4-6dd ]
I 2-3 2-3 2-3
Cunknown |Judu|dOu|™dvu|du|dOvu|™du|du O]1dd Ju C]1dd Ju O]1dd
Ou Ou Ou
* Duration for continuation of a prior therapy
ID (hospital code - subjectn®) ||| |-1_|_|_| 6
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2. Other topical NSAIDs (ibuprofen, diclofenac, piroxicam...)

[ ] Yes
[ ]No
[ ] Unknown

If Yes, specify:

KETO1 Ver.F.1

2012-06-11

2.1) Weeks before hospitalization date Prior use
Active . o Condition .
Drug Name | . Body site(s) | Indication Week 1 Week 2 Week 3 Week 4 Duration* | Usage | AEs
ingredient of use
[ Free 1 2 3 4 5 6 7 Freq Freq Freq Y|~ |ON
Bandage
e I R “ On|On|On|On|On|On|On|On|Ooaiy |ON|Opaiy [ON|Opaity |MI—I—1{TY (DY
| [ occlusive 0 dd 0 dd 0 dad | w Cu |Ou
I_I_I Oowmer |Y|Ov|Ov|Ov|Ov|Ov|Ov Oy |:|4_6 Ov |:|4_6 v |:|4_6 N
2-3dd 2-3dd 2-3dd
- Unknown u u u u u u u u u u
O Ou|Ov|0u|0v|0u|0v|0u|0v| 550" 0 Qi |29 05 e
Ju Ju Ju
2.2) Weeks before hospitalization date Prior use
Active . o Condition R
Drug Name | . Body site(s) | Indication Week 1 Week 2 Week 3 Week 4 Duration* | Usage | AEs
ingredient of use
[ Free 1 2 3 4 5 6 7 Freq Freq Freq Y|~ |ON
Bandage
e L S B S R | & lonlOn|On|On|On|ON| O~ | ON| O paiy [CIN|Opaiy [N paiy [MI—I—t{OY [0y
1| [J Occlusive [ 4-6 dd [] 4-6 dd [J4-6dd|w Cu [Ou
I_I_I Oower |Y |0 |Ov|Ov|Ov|Ov|Ov Oy . -6dd |y . -6dd |y . - |||
2-3dd 2-3dd 2-3dd
- Unknown U U U U U u u u U U
O Ou|Ov|0u|0v|0u|0v|0v|0v| 550" 0 Qi |29 05 e
QY QY Qv
* Duration for continuation of a prior therapy
ID (hospital code - subjectn®) ||| _|-|_| | 7
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3. Other topical medications

[ ] Yes
[ ]No

[ ] Unknown

If Yes, specify:

KETO1 Ver.F.1

2012-06-11

3.1) Weeks before hospitalization date Prior use
. L Condition .
Name Body site(s) | Indication of use Week 1 Week 2 Week 3 Week 4 Duration* | Usage | AEs
u
[ Free 1 2 3 4 5 6 7 Freq Freq Freq |Y |_|_||CON N
Bandage
e e EO | & Ion|On|On|On| O~ O~ On|OOn | oaiy [CIN|D0aiy [N |Joaiy [MI—I—1{OY Oy
cclusive
. Oomer |OY|Ov|Ov|Ov|Ov|Ov|Ov|Ov O4-6dd |y |046dd| 7y |O46ddwi_|_| | Ov (U
1| [12-3dd [J2-3dd []2-3dd
Unknown U U U U U U u u U U
O Ou|Dv|Ov|Ou|0v|Ov|0u|0v| g |TY g |28 g
Lu Lu Lu
3.2) Weeks before hospitalization date Prior use
. . Condition .
Name Body site(s) | Indication ¢ Week 1 Week 2 Week 3 Week 4 Duration* | Usage | AEs
of use
[ Free 1 2 3 4 5 6 7 Freq Freq Freq Y| ||OON |ON
Y P I Y DO Bandage
T gomu_j\/e On|ON| O~ O~ O~ O~ ON|[OON O oaiy [N | oaiy [N |oaiy [MI—I—1{OY |0y
- Comer |OY|Ov|Ov|Ov|Ov|Ov|Ov|Ov Oa6dd|qy|46dd|[qy|s6dd|wWi_|_I | Ou |
1| [12-3dd [J2-3dd []2-3dd
Unknown U U U U U U u u U U
O Ou|Dv|Ov|Ou|0v|Ov|0u|0v| g |TY g |28 g
du du du
* Duration for continuation of a prior therapy
ID (hospital code - subjectn®) ||| |- || 8
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4. Systemic NSAIDs (including ketoprofen)
[ ] Yes
[ ]No
[ ] Unknown
If Yes, specify:
4.1.) Weeks before hospitalization date Prior use
Active | Administration o .
Drug Name ingredient route Indication Week 1 Week 2 Week 3 Week 4 Duration* | Usage | AEs
[ ] oral 1 2 3 4 5 6 7 Freq Freq Freq |Y |__|__||ON [N
R R A Iy O O Elpnhalationlal . OnvOnOnOnOnOnOn O Opaiy [CIN| ey [CIN | 0aity |[M 11— Oy (Oy
arentera
O] suppository Ov Oy |OviOv|Ov|Ov|Oy Oy E4—6dd Ov E4—6dd v E4—6dd wl_|_|1Qdvu (~Qu
2-3dd 2-3dd 2-3dd
] Unknown Ou|Ov|Ou|0Ouv|Ou|0Ou|Qvu Dumldd Dumldd Dumldd
Ju Ju Ju
4.2)) Weeks before hospitalization date Prior use
Active Administration o .
Drug Name ingredient route Indication Week 1 Week 2 Week 3 Week 4 Duration* | Usage | AEs
[ ] oral 1 2 3 4 5 6 7 Freq Freq Freq Y|~ [N
e I g:}”ahrz:‘tt::" RN ENEDEDE DD Ooaily |[ON|Ooaily |OIN|Ooaily MOy |y
O] suppository Ov Oy |OviOv|Ov|Ov|Oy Oy E4—6dd Ov E4—6dd v E4—6dd wl_ | _|1Qdvu (~Qu
2-3dd 2-3dd 2-3dd
] Unknown Ou|Ov|Ou|Ouv|Ou|Ovu|Qvu Dumldd Dumldd Dumldd
(Ju (Ju (Ju
* Duration for continuation of a prior therapy
ID (hospital code - subjectn®) || |_|-]| L | 9
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5. Other systemic drugs taken according to indications (e.g. drugs for pain, antihypertensive, anticonvulsivants, lipid and cholesterol lowering

drugs)

[ ] Yes
[ ]No

[ ] Unknown

If Yes, specify:

5.1.) Weeks before hospitalization date Prior use
Acti Administrati
Drug Name . ¢ .|ve ministration Indication Week 1 Week 2 Week 3 Week 4 Duration* | Usage | AEs
ingredient(s) route
[ ] oral 1 2 3 4 5 6 7 Freq Freq Freq Y|~ [N
E':ha'attm”r" TG~ [O~ O~ On|On|On O On|Doaty |On|Doaty |On|Doaty |MI—I—1 Oy |0y
arentera
[J 4-6 dd [ 4-6dd Oa6dd|W|_|_ v |Ju
[ suppository Ov Dy DviOv) Oy Dv Dy Dy ] 2-3dd Y [J 2-3 dd L [J2-3dd
[J Unknown e ey ) R Ry ) e ) e B L
LJu LJu LJu
5.2.) Weeks before hospitalization date Prior use
Acti Administrati
Drug Name . ¢ .|ve ministration Indication Week 1 Week 2 Week 3 Week 4 Duration* | Usage | AEs
ingredient(s) route
|:| Oral 1 2 3 4 5 6 7 Freq Freq Freq Y&~ [N
E'”ha'at'onla' e ENENENENENEN EN R N R L T L] = A =
Parentera
[J 4-6 dd [ 4-6dd Oa6dd|w|_|_||u |Ju
[] suppository Dv Qv Oy Oy Dy Dy Dy LY [J2-3dd . [12-3dd L [ 2-3dd
] Unknown Ou{Odu|Ov|Ouv|du|Ou|Ovu|Ov [ 1dd Lu [ 1 dd v O]1dd
Ju Ju Ju
* Duration for continuation of a prior therapy
ID (hospital code - subjectn®) ||| |-|_| | | 10
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HISTORY OF SUN EXPOSURE
1. During the last month before hospitalization did you expose your skin to the sun?
[ ] Yes

[ ]No
[ ] Unknown

If yes, which of these body sites did you expose to the sun (MRQ)?

[J Neck ) ,
WL %
@1 )
A ] Shoulders
[ Chest O Up. back 1) |
OR. Arm @] OL Arm Q) | @) ||
()| @ L @ |
@) | @
1 Abdomen 1 Lo. back
[ R. Forearm ML L] L. Forearm < @ L e
()| @L @1 @L
) [ @)
OR.Hand }R \‘J O L. Hand _
@ L L . :
@) || O R. Thigh O L. Thigh (2) ||
(1) [ @
@) | ) o ' g
O R. Leg I L. Leg
@ @
@) )
nl M
O R. Foot O L. Foot 1 i
@ @
) [ ) [

1. Frequency of exposure during the last week before hospitalization
2. Average frequency of exposure during the last month before hospitalization, excluding the last week

ID (hospital code - subjectn®) ||| |- _|_| 11
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2. During the last week before hospitalization had you ever been exposed to UVA or UVB light
sources?

[ ]Yes
[ ]No
[ ] Unknown

If Yes, which kind of UV source:

[ JUVA
[ JuvB
[ ] Both
[ ] Unknown

3. During the last month before hospitalization, excluding the last week, had you ever been
exposed to UVA or UVB light sources?

[ ] Yes
[ ] No
[ ] Unknown

If Yes, which kind of UV source:

[ JUVA
[ JuvB
[ ] Both
[ ] Unknown

4. During the last week before hospitalization had you ever used sunscreens?

[ ]Yes
[ ] No
[ ] Unknown

If Yes, which kind of sun protection factor did you use?

[ ] Low
[ ] Medium

[ ] High
[ ] Unknown

5. During the last month before hospitalization, excluding the last week, had you ever used
sunscreens?

[ ]Yes
[ ]No
[ ] Unknown

ID (hospital code - subjectn®) ||| _|-|_|_|_| 12
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If Yes, which kind of sun protection factor did you use?

[ ] Low

[ ] Medium
[ ] High

[ ] Unknown

PHENOTYPIC FEATURES
1. Colour of eyes

[ ] Black

[ ] Dark brown

[] Light brown
[ ] Green brown
[ ] Green

[] Gray-hazel

[ ] Blue
[ ] Other

2. Natural Colour of hair

[ ] Black
[ ] Dark brown
[ ] Brown-Red
[_] Light brown
[ ] Blond

[ ] Red
[ ] Other

3. Skin colour

[ ] Pale white

[ ] Fair white

[ ] Darker white

[_] Light brown

[ ] Brown

[ ] Dark brown / Black

4. When you expose to the sun for one hour, after at least one month without exposure, your skin:

[ Always burns, does not tan

[ ] Burns easily, tans poorly

[ ] Tans after initial burn

[_] Burns minimally, tans easily

[_] Rarely burns, tans darkly easily
[_] Never burns, always tans darkly

ID (hospital code - subjectn®) ||| |- || 13
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ENVIRONMENTAL EXPOSURE
1. During the last week before hospitalization had you ever come into contact with pesticides?

[ ]Yes
[ ]No
[ ] Unknown

If Yes, which of these pesticides (MRQ):

[ ] Insecticides
[_] Fungicides

[ ] Herbicides

[ ] Rodenticides

[ ] Pediculicides

[ ] Other not listed
[ ] Unknown

2. During the last month before hospitalization, excluding the last week, had you ever come into
contact with pesticides?

[ ] Yes
[ ] No
[ ] Unknown

If Yes, which of these pesticides (MRQ):

[ ] Insecticides

[_] Fungicides

[ ] Herbicides

[ ] Rodenticides

[ ] Pediculicides

[ ] Other not listed
[ ] Unknown

3. During the last week before hospitalization had you ever come into contact or assumed (with
food/drink) one of these herbs, seed, roots or essential oils (MRQ)?

[ ] Bergamot lime

[] Celery
[ ] Citron
[] Parsnip

[ ] Parsley
[ ] Fennel

[] St. John's wort (Hypericum)
[ ] Anise

[] Angelica

[ ] Arnica

[] Other not listed

[ ] Unknown

ID (hospital code - subjectn®) ||| |- _|_| 14
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4. During the last month before hospitalization, excluding the last week, had you ever come into
contact or assumed (with food/drink) one of these herbs, seed, roots or essential oils (MRQ)?
[ ] Bergamot lime
[ ] Celery
[ ] Citron
[] Parsnip

[ ] Parsley
[ ] Fennel

[_] St. John's wort (Hypericum)
[ ] Anise

[] Angelica

[ ] Arnica

[ ] Other not listed

[ ] Unknown

ADDITIONAL DATA FOR CASES

1. Which of these clinical signs and symptoms resulted in hospitalization (MRQ)?

[ ] Bumps

[ ] Blisters, bullae

[ ] Skin rash

[ ] Hyperpigmentation (dark patches on skin)
[ ] Pain and swelling

[ ] Pruritus

[] Chills

[ ] Headache

[ ] Fever (>38,5 °C)

[ ] Nausea

[ ] Peeling

[] Oozing

[] Bleeding

[ ] Dryness

[] Crusting

[] Flaking

[] Cracking

[ ] Other

ID (hospital code - subjectn®) ||| |- _|_| 15
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2. If you had bumps, blisters or skin rash, in which of these body sites did you have signs (MRQ)?

[ Chest

L R. Arm | L. Arm
1) @ | @
) [ @
1 Abdomen
[ R. Forearm ML ] L. Forearm
@) (1) |
@ ‘ @ Ll
OR.Hand }R “‘ O L. Hand
@ @)
@) | O R. Thigh O L. Thigh (2)
@) (1) |
@) | )
O R. Leg I L. Leg
Q) | 1) |
@) | )
I R. Foot ] L. Foot
@ [ @) [
2) | 2) |

ID (hospital code - subjectn®) || | |-]_|_|_|

[J Neck ) i
WL K.
@ |_| )
A A O Shoulders
I Up. back (0l
Q) || 2 |
@) ||
O Lo. back
-4 O -
2 I
) 1
ni
S | B
16



