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Demographics

BEReofbi| 0 [0 [ M][ [ v [ ] Y]

Smoking Habits

Has the paricipant ever smoked?

If yes: [ ] Cument Smoker
(within the last
month)

= Age started

—p Type of product smoked
(tick all that apply)

[Jves [Mo
[ ] Previous Smoker —w  [f previcus
smoker, age
stopped
fears
[] cigarettes [ ] cigars
[ pipes [] other
If cigarettes,
number of |:|:|
cigareties per day

Years

Ethnic group
White

[] British

[] Irish

[] Any other White background*

Mixed

[] White and Black Caribbean
[ ] white and Black African

[] White and Asian

] Any other Mixed background*

*If any other background, please specify:

Asian or Asian British
[] indian

[] Pakistani

[ ] Bangladeshi

[1 Any other Asian background*

Black or British Black
[] caribbean
|:| African

] Any other African background®

Chinese or other ethnic

[ chinese
[] any cther*




Conditions

Please indicate if the participant has (current), or has ever head (past), any of the following conditicns. If so please
provide the onset date (and resolution date for those "past’ conditions) on the condiions log page 25.

Condition Current Past Never| Condition Current Past Never
Diabetes Mellitus 0 O O |Lowtrauma fracture -ofhip| [0 OO [
If current, controlled by -of spine | [ ] ]
[(Odiet [Jtablet [ insulin —offorearm | 01 O [
Hypertension ] ] ] Other low trauma fracture:

If current:
g'gatment L] ;Ztag'nnent - - -

Angina — (1 [ [ |Meocplasia, specify:

Myocardial infarction O O O O oo 0O

Heart failure 1 1 O
Previous and other current medical history Clves [Ineo

If Yes, Record any relevant medical history in the systems listed below, use the codes* to relate to the associated
system. (Don't record the conditioms listed in the table abowe).

Code* Details Onset date Current?
L[ [ Oves D
Ll L [ Oves D
Ll L[] ] Elves Cie
L[ [ Dves D
L[] ) Eves Dve
*Codes
CV: Cardiovascular Hm: Haematological Al Drug allergies QID: Other
R: Respiratory LM: Locomotor ENT: Eyes, ear, nose, inflammatony
HB: Hepato-biliary MNeo: Meoplasia throat disease
Gl:  Gastro-intestinal Nriz  Meurclogical 14 Inflammatory GCA: Giant cell arteritis
GU: Genito-urinany Psy:  Paychological arthritis PMR: Polymyalgia
End: Endocrine Imim:  Immunclogical SLE: Systemic lupus rheumatica
K: Renal Drm: Demmatological erythematosus S5V: Any form of
IBD:  Inflammatory bowel vasculitis
disease Oth:  Other

Please tick heme if medical history is continued on another page (downkad additional pages from the TABLIL website: hitps iwebloam ox ac uk) |:|




Presenting symptoms - pre steroids

Has the participant started a course of high dose steroids []v¥es []Mo Ifno, please go to page 4
within the last 7 days?

tyes, sterodstartaate 0| C [ [ v][ ] ] ] ]

If yes, please indicate if each group of symptoms was absent or present before starting high dose steroids, by
selecting yes (if present) or no (if absent). If present please tick all symptoms that were present and complete the
sympioms log on page 26.

Symptom

General? [Jyes [ Mo If yes, tick all that apply:
[J] Development of symptoms or findings beginning at age 50 or older*

[ Anorexia

[] Fatigue

[] Symptoms of fever or night sweats

[] New onset of bilateral shoulder pain

[] New onset of early moming stiffness = 1 hour

[] New onset of bilateral hip stiffness or pain

Pain in or around the head? [J¥es [Mo If yes, tick all that apply:
[J New onset or new type of localised pain in the head*

] New onset of generalised scalp tendemess

[ Swelling over temporal artery

[0 Pain over temporal artery

[] Jaw claudication

[J Tongue claudication

Visual? [Ives [ImMo If yes, tick all that apply:
[] New symptom of reduced or lost vision in either eye

[] Double vision

[] Amaurosis fugax

Any others? [(ves [IMo If yes, please specify:

e qg. TIA, stroke

"ACR Critericn for classification of GCA




Presenting symptoms - current
Have the presenting symptoms changed since the

pre-steroid assessment? [Oyes [Mo  []Notapplicable
{participant has not
If no, go to page 5. started steroids)

If yes or not applicable; please indicate if each group of symploms is absent or present at the time of the visit, by
selecting yes (if present) or no (if absent). If present please tick all symptoms that are present and complete the
symptoms log on page 26. (If these cument symptoms were also present before starting high dose steroids don't
duplicate this information in the symptoms log. However, do provide the resolution dates for any symptoms which
have resolved since the commencement of stercids on this log).

Symptom
General? [(Jves []Mo If yes, tick all that apply:

[] Development of symptoms or findings beginning at age 50 or older*

[ Anorexia

[] Fatigue

[] Symptoms of fever or night sweats

[[] Mew onset of bilateral shoulder pain

[] MNew onset of early morning stiffness = 1 hour

[] New onset of bilateral hip stiffness or pain

Pain in or around the head? [Jves [mo If yes, tick all that apply:
[] MNew onset or new type of localised pain in the head*

[] Mew onset of generalised scalp tenderness

[ Swelling over temporal artery

[ Pain over temporal artery

[ Jaw claudication

[J Tongue claudication

Visual? [lves [Mo If yes, tick all that apply:
[] New symptom of reduced or lost vision in either eye

[ Double vision

[] Amaurosis fugax

Any others? [Jves [JMo If yes, please specify:
e.0g. TIA, stroke

| |
| |
| |

"ACR Criterion for classification of GCA




Vital signs

Recorded weight |:|:|:| kg

Pulse rate |:|:|:|bpm

Bloo-dpressurel | | |.f| | | |rrm+ia

or D:I st |:|:| lbs

Specific physical examination

Right side Left side
Abmormal  Normal ”“tsu Feature, please remember to complete left and right | Abnoemal Normal As Wot i
O O Thickened Temporal Artery L1 O
] 1 Tender Temporal Artery* ] ]
Reducead or absent pulsation in
Ll [ temporal artery* L] Ll
[] ] Tender Axillary Artery ] []
Anterior ischaemic optic
L O (] — 0 O (]
Posterior ischaemic optic
L [ u neuropathy [ u L
ative afferent pupillary defe
Relat fferent illary defect
[ Il Il HIVIVI nerve palsy O Il Il
L O [] Bruits L O L]
Mot
Other features Mbsent o . o
If present please specify:
Stroke 0 O O | |
If present please specify site of aneurysm:
Aneurysm ] ] | |
If present please specify:
Other, e.g. ] [l | |
scalp necrosis
tongue necrosis | |

"ACR Criterion for classification of GCA




Pre Steroid Results: ESR /CRP/ Plasma viscosity [ not available, or:

Date oftest Lol ]

ESR D:Ij mm/hr or >|:D:| mm/hr
Flasma viscosity D ) Dj mPas

CRP []in the normal range, or:

CTTITT o =TT T ]Omgt COmgd [Jmmoli

Baseline Results: ESR/CRP / Plasma viscosity

ESR I:I:I:I mm/hr or >|:|:|:| mmi/hr
Plasma viscosity D \ |:|:| mPa.s

CRP []in the normal range, or:

(TTILT] e =[[[][]]Omet Omgldt CJmmoii

Haematology [notdone []pre steroid results [ baseline results

Haemaoglobin D]D gfdL or |:||:|:| glL or |:|:||:| mmal/L
Platelets D]]] 0L or D]]:l x103pL

Total WBC D 1L or D x103pL
Meutrophils D]]D 0L or D]]D x107uL
ANCA [Inotdone []pre steroid results [ ]baseline results
immunofiuorescence | Negative | P | C [ indeterminate| tireitknosn /[ | | | |
Please circle the result

ELISA MPO DED Uimi o = [D]D Usmi
ELISA PR3 L] o o [T T[] rom

Urine dipstick [Jnotdone [pre steroid results [ baseline results
Blood 0 Trace| + ++ +++

Please circle the result
Protein 0 |Trace| + | ++ | +++




Diagnosis

How certain are you of the diagnosis of GCA? [ definite [ |probable [ ] possible

Steroids Immunosuppressants

Has the paricipant |5 the participant currently taking any
taken any steroids? LiYes [INo immunosuppressants? []Yes [N

If yes, are these being [ | Suspected GCA | If yes, are these being given for: [] Suspected GCA
given for: (tick all that apply)

itick all that apply) [] Other condition [] Other condition
Please record details below: If yes, please record details below:

Name of Steroid Routef| Dose Mame of cument Route] Total daily | Start date

(mag)* Immunosuppressant dose - unit

Current steroids:

L[]

B B e

Previous steroid preparations:

L]
L]
(]

i

2l D DD EE

a HE NN

-

i BB NnEE

*Total daily dose in g

te.g. PO=0ral, IV=intravenous, IM=intramuscular; |A=intraarticular

End of visit checklist

Is the participant taking any other concomitant medications?
If yes please complete the concomitant medications form on page 27.

Has the ultrasound appointment been made?
The ulirasound appointment must take place before the biopsy.

Yes No

Has the biopsy appointment been made?
The biopsy appointment must take place after the ultrascund.

Has the participant completed the EQ5D7?
If yes please store the completed EQSD in the participant's study file.

Will the participant continue?

If mo please complete the discontinuation form on page 28.

Has an appointment been made for visit two?
Usually two weeks after baseline visit.

0 o o o o o

0 o o o o o

| certify that the data contained in the baseline CRF are complete and accurate.
{To ke signed and dated by the investigator or authorized member of the investigator's staff)

Signature

Date |0 || [wl[ ]| ]]

Print name




. If not two weeks
Visit date | | || | || | | | | pleaﬁe exmain:
Biopsy
Has the biopsy been done? []ves []MNo*
If yes: Has the biopsy site been defined in the [J¥es []HNo
surgical records?
Did the sample consist of artery? [(Jves [Me
If yes, please specify (tick all that apply):
Side not
Right Left defined
common superficial temporal artery |:| |:| |:|
parietal ramus |:| |:| |:|
proximal frontal ramus (< 2cm) 0 O O
distal frontal ramus (= 2cm) ] ] ]
section of artery not defined ] []
Is the biopsy report available to you? [lyes [No
If no report [ not reported yet
available,
reason: [] reported but result not made available
[ other, specify:
Are the results consistent with GCA? []ves [ Mo

“If the biopsy [ ] participant did not attend
has not been
done, reason: [ | procedure cancelled

] participant refused to have biopsy

[] participant medically unfit for biopsy

[] other, specify:




Current conditions

For those conditions that were not current at the previous visit and have not occurred since, please tick 'not
occurred since last visit'. No further details are required.
For those conditions that were not curment at the previous visit but have occurred since the last visit, please tick

‘occumed since last visit'.

NB it is possible that the condition has occurred and resolved since the last visit, in which case also fick 'resolved'.
For those conditions that were current at the prior visit please tick if they have resolved.
If they have not resolved please tick if they are better, worse or no change.

If more than one other type of low trauma fracture or necplasia is recorded at the prior visit, please provide details

for each separately.
|tf absent at prior visit: If present at prior visit and not
Mot resolved:
Occurred | Occurred
since since Mo
Condition last visit last visit | Resolved Betier* Worse** change |
Diabetes Meliitus ] ] ] ] L] L]
If present, now controlled by:
[(Ndiet [Jtamet []insulin
Hypertension ] ] 1 1 ] ]
If present, mow:
on ] not on
treatment freaiment
Angina ] (] [] L] L] L]
Heart failure O O] d O L] L]
Myocardial infarcfion ] ]
Low trauma fracture -ofhip| [ L]
-ofspine| O L]
-of forearm | [ ]
Other low trauma fracture: ]
| | O
| | O
Meoplasia, specify: ]
| | O
| | ]

* No deterioration since last visit, the condition has improved.

*General deterioration since last visit.

For any new conditions please document the onset date on the conditions log (page 25). For
any resolved conditions please document the resolution date next to the corresponding onset
date on the conditions log (page 25).




Current symptoms Do Mot leave any blank rows.

For those conditions that have not occurred at the previous visit and have not occurmed since, please tick 'not
occurmed sinees [ast visit'. Mo further detailz are required.

For those symptoms that were absent at the previous visit but have occumed since the last visit, please tick
‘occurred since last visit'.

NB it is possible that the symptom has occurred and resolved since the last visit, in which case also tick
resolved’. For those sympioms that were present at the prior visit please tick if they have resolved

If they have not resclved please tick if they are worse, better or no change.

W absent at prior visit: If present at prior visit and not
Mot resolved:
Occurred | Occurred
since since Mo
Symptom last visit last visit | Resolved Better* Worse™ change
Anorexia ] ] ] O ] L]
Fatigue ] O ] ] ] L
Symptoms of fever or night sweats | [] N ] ] Il ]
Bilateral shoulder pain ] OJ ] O L] L]
Early morning stiffness = 1 hour ] ] ] L] L] L]
Bilateral hip stiffness or pain ] O ] ] L] L]
Localised pain in the head ] O ] O ] Ll
Generalised scalp fendemess ] | ] ] [] ]
Swelling over temporal artery ] Il ] ] ] ]
Pain over tempaoral artery [] ] ] L] ] L]
Jaw claudication (] L] L] L] L] L]
Tongue claudication OJ O ] O O O
Reduced or lost vision in either eye| [ | ] ] ] ]
Double vision ] [] (] L] L] L]
Amaurosis fugax ] ] ] L] L] L]
L] L] L] L] L] L]
L] L] L] L] L] L]
L] L] L] L] L] L]

* Mo deterioration since last visit, the condition has improved.

**(General deternoration since last visit.

For any new symptoms please document the onset date on the symptoms log. For any resolved symptoms
please document the resolution date next to the comesponding onset date on the symptoms log (page 26).




Vital signs

Pulse rate D:I:\bpm

Blood pressure| | | |.f| | | |mm-'Hn

Recorded weight Djj Kg

o [ Jat [ ] Jue

Specific physical examination

Right side Left side
Abnormal  Normal m':t ced Feature, please remember to complete left and right | Abncrmal Mormal A_‘::tm
0O 0 Thickened Temporal Artery L1 O
] ] Tender Temporal Artery® ] ]
Reduced or absent pulsation in
L] [l temporal arteny™ Ll [
Il ] Tender Axillary Artery ] ]
Anterior ischasmic optic
Posterior ischaemic optic
O O O neuropathty g O O O
] 1 1 Relative afferent pupillary defect ] 1 ]
] [] [] VNV nerve palsy [] [] ]
] ] ] Bruits ] ] ]
. Mot
Other features Mpsent
If present please specify:
Stroke ] L] ] |
If present please specify site of aneurysm:
Aneurysm L] [] [] |
If present please specify:
Other, e.g. L] L] |
scalp necrosis
tongue necrosis |

"ACR Crterion for classification of GCA,




ESR / CRP / Plasma viscosity

ESR mmy/hr or » mmyhr

Plasma viscosity : mPa.s

CRP [in the normal range, or:

or = [(Img/L [ mg/dL [] mmol/L

Haematology []not done

Haemoglobin [I gl or : oL or D mmaollL

Platelets 0L or x10%L

Total WBC [ ]xion o ] xtom

Neutrophils | ] o or [ o
ANCA [ not done

Please circle the result

Immunofiucrescence | Megative | P | C | Indeterminate|  fitre ifknown 1/

ELISA MPO [ ] um o L] umi

ELISA PR3 D Ui or D Uil

Urine dipstick []not done

Blood 0

Trace

+

++

++4

Please

circle the result

Protein 0

Trace

+

++

+++




Birmingham Vasculitis Activity Score (BVAS)

Tick an item only if atiributable fo active suspected GCA_ If there are no abnomalities in a section, please tick “No” for
that organ-system. If there are abnormaliies, tick yes and tick all items attributable to active suspected GCA.

[ ] Bloody diarrhosa
[ ] Ischaemic abdominal pain

General? [Jves [ImMo| ENT? [ Jves []mMo| Renal? [Jves [ Mo
If yes: If yes: If yes:
- Bloody nasal dizcharge [ crusts [/ :
[] Myalgia L] ulcers | granulomata [[] Hypertension
[] Arthralgia / arthritis [ ] Paranasal sinus involvement [] Proteinuria = 1+
[]Fever= 38C [ ] Subglottic stenosis [[] Haematuria = 10 RBCs/hpf
[] Weight loss = 2kg [] conductive hearing loss [] Serum creatining 125-249 pmol/L*
Cutaneous? [Jves []MNe [] Sensorineural hearing loss [[] Serum creatinine 250499 pmoliL*
fyes: Chest? [Jves [JNe [] serum creatinine =500 pmol/L*
|:| Rise in serum creatinine =30% or
[ infarct If yes: fall in creatinine clearance >25%
D Purpura |:| Whesze * Can only be scored on the first assessment|
] Wicer [ ] Nodules or cavities Nervous system? [JYes []No
[] cangrene [] Pleural effusion / pleurisy =
[] other skin vasculitis (] Infiltrate [t
Mucous membranes [] Endobronchial involvement N
Y Meningitis
I eyes? [lves Lino [ Massive haemoptysis / alveolar ] g )
If yes: haemormhage (] Crganic confusion
[]Mouth ulcers [] Respiratory failure [[] ssizures (not hypertensive)
[] Genital ulcers Cardiovascular? [ ] Yes [ No|[] Cerebrovascular accident
[] Adnexal inflammation If yes: (] spinal cord lesion
[] Significant proptosis [] Loss of pulses (] Cranial nerve palsy
[ Scleritis / Episcleritis [ Vascular heart dissase [] Sensory peripheral neuropathy
[] Conjunctivitis / Blepharitis / Keratitis| [ ] Pericarditis (] Mononeuritis multiplex
[ Blurred vision ] Ischaemic cardiac pain Other? [Jves [MNo
Sudden vizual loss [ cardiomyopathy -
D If yes, specify:
[ uveitis [[] Congestive cardiac failure
[ ] Retinal changes _
{vasculitis / thrombosis / exudate / | Abdominal? [lves [INo
haemorrhage) If ves:
yess PERSISTENT DISEASE ONLY*
[] Peritonitis

Tick if ALL
abnomalities are due
to persistent disease.

*Active suspected GCA which is not new / worse in the prior 4 weeks.




VASCULITIS DAMAGE INDEX (VDI)

This is for recording organ damage that has occurred in patients gince the onset of syspecied GCA
Patients often have co-morbidity before onset of suspected GCA, which must not be scored
Record features of active disease uging the Birmingham Vasculitis Activity Score (BWAS)

& new patient should usuallv have 3 VDI score of Zerg, unless:

(a) they have had suspected GCA for more than three months and

{b) the damage has developed or become worse since the onset of suspected GCA

Musculoskeletal? [Jyes []Mo| Pulmonary? [Jves []Mo| Gastrointestinal? [Jyes []Mo
If yes: If yes: If yes:
] ,‘Sui%"liﬁ':a"t e [[] Pulmonary hypertension [] Gut infarctioniresection
[ Deforming/erosive arthritis [] Pulmonary fibrosis O ;‘ai“"tﬂ"_i_“s insufficiency /
[] osteoporasisivertebral collapse [] Pulmonary infarction [] Chronic peritonitis
vascular necrosis rosis ) ag surgery
] avazcul i (] Pleural fibrosi ] Desophageal sfricturs!
Ost liti ;
[] Osteomyelitis [] chronic asthma Renal? [Jves [no
Skin/Mucous [Jves [Jno ] chronic breathlessness "
membranes? [] Impsired lung function yes:
If yes: [] Estimatedimeasured GFR = 50%
[ Alepecia Cardiovascular? [ ]Ves  [1No| ] proeinra - 0.5a24ne
[] Cutaneous ulcers If yes: [[] End stage renal dissase
Anginalangi L
(] Mouth ulcers [] Anginatangioplasty Neuropsychiatric? [ |ves [ Mo
Myocardial infarction
Ocular? Clves [Mo L] If yes:
[] Subsequent myocardial infarction -
If yes: [] Cognitive impairment
[ Cardiomyopathy ; )
[ Cataract [] Maior psychosis
[] valvular disease i
[] Retinal change . Pericarditis > 3 mihs or [ Seizures
[ optic atrophy LAt [] cerebrovascular accident
_ i i ; D Diastolic BP = 95 or reguiring )
[] visual impairment/diplopia antihypertensives [] 2nd cerebrovascular accident
Blindness in Pericheral [] Cranial nerve lesion
st e vascptnar disease? [ves [lte .
|:| Blindness in second eye Fyes: [] Peripheral neuropathy
(] Orbital wall destruction [] Absent pulses in one imb [] Transverse myelitis
ENT? Clves [JNo ] Izl::plsud& of absent pulsesin one | o o [Jves [No
If yes: [ ] Major vessel stenosis S
[ ] Hearing loss [ Claudication >3 mths [] Gonadal failure [ ] Chemical cystitis
Masal blockage/chronic _ )
[] discharge/crusting ] Minor tissue loss [ ] Marrow failure [ | Malignancy
] Masal bridge collapse/septal ] Major tissue loss [] Diabetes [] Other
perforation [] subsegquent major tissue loss
] Chronic sinusitis/radiological . . Total VDI Score*
damage [] complicated venous thrombaosis
[] Subglottic stenosis (no surgery) Record the number of positive
[] Subsglottic stenosis (with surgery) items (1 point for each).

I‘The VDI score can either increase or remain the same over time. Remember to camy forward any previous items of damage|




Diagnosis
Does the participant have features consistent with a diagnosis of GCA? [JYes [ Mo
If yes, which of the following influenced your decision (tick all that apply):

|:| symptoms |:| signs |:| blood abnormalities

[ ] biopay report || other, specify:

If no*, please give at least one alternative diagnosis:

[] non specific headache [] Takayasu's arteritis
[] migraine [ 1arge vessal vasculitis
[] myofascial pain [] polyarteritis nodosa

[ ] temperomandibular dysfunction [] Granulomatosis with polyangiitis (GPA)

|:| cervical spondylosis [] microscopic polyangiitis
[] fibromyalgia [] churg-Strauss syndrome
[] sinusitis [] eryoglobulinemic vasculitis
[ ] orbital cellulitis [] Henoch-Schanlein purpura
[] =shingles [] ather vasculitis, specify:
[] orbital pseudotumour

[] metastatic disease (cancer) [] ather, specify:

] lymphoma

[] Paget's disease

*WARNING, are you considering rapidly withdrawing steroids
because the participant does not have features consistent with
a clinical diagnosis of GCA?  [lves” [Ine

**IF YES: please contact 01865 737221 or 01865 227326.

Weekends only, please contact 07905 211359
If no, please specify why you are not
considering withdrawing steroids given
that you do not suspect GCA.

After contacting the team are you still going to rapidly withdraw steroids? [ Jves [ | MNe
If no, have you changed your diagnosis to:
OGCA? Oother, specify: | |




Steroids Immunosuppressants
Has the participant Is the participant currently taking any
taken any steroids? = = immunosuppressants? -
If yes, are these being [] Suspected GCA| If yes, are these being given for: [] Suspected GCA
Qiven for: tick all that apply)
(tick all that apply) [] other condition [ ] Other condition
Please record details below: If yes, please record details below:
Name of Steroid Routel| Dose Name of current Routet| Total daily | Start date
{mg)* ||| Immunosuppressant dose - unit

Current steroids:

L1

Previous steroid prepa;atiﬂns:

1]

2 BB NN EE

[ ]

2l BB N

[ L]
L]

— CETCT
s BB NN

[ ]

~ ]

*Total daily dose in mg

teg. PO=0ral, IV=intravenous, IM=intramuscular; IA=intraarficular

End of visit checklist

Has the paricipant taken any other concomitant medications?
If yes please complete the concomitant medicaions form (page 27).

Has the participant had any adverse events?
If yes please complete the adverse event form (separate pad).

Has the paricipant had any serious adverse events?
If yes please complete the adverse event form (separate pad).

Has the paricipant completed the EQSD?
If yes please store the completed EQSD in the participant's study file.

Will the participant continue?
If no please complete the discontinuation form (page 28)

Has an appointment been made for visit three?

Usually six months after baseline.

o o o o 0O O
U o o o o oOesg

| cerify that the data contained in the visit two CRF are complete and accurate.
(To be signed and dated by the investigator or authorised member of the investigator's staff)

Signature

Date

Print name




Visitdate [ 0 [0 ||| ]| v|v[v]v]

Current conditions

For those conditions that were not current at the previous visit and have not cccurmed since, please tick 'not
occurred since last visit'. No further details are required.

For those conditions that were not current at the previous visit but have occurred since the last visit, please tick

‘occurmed since last visit'.

NB it iz possible that the condition has occurred and resolved since the last visit, in which case also tick 'resolved'.

For thoze conditions that were current at the prior visit please tick if they have resolved.
If they have not resolved please tick if they are beiter, worse or no change.

If more: than cne other type: of low frauma fracture or neoplasia is recorded at the prior visit, please provide details

for each separaiely.
If absent at prior visit: If present at prior visit and not
&;urmd Ocsi;::(r:reed resolve .
Condition ?::fq st last visit Resolved Better* Worse** change
Diabetes Mellitus (] ] ] ] ] ]
If present, now controlled by:
diet [Jtablet []insulin
Hypertension ] ] ] J ] ]
D an D not on
treatment treatment
Angina ] O ] L] L] L]
Heart failure ] ] ] O ] L
Myocardial infarction L] Ll
Low trauma fracture -ofhip | O L]
- of spine [] L]
-of forearm | [ ]
Other low trauma fracture: L]
| | [
| | B
MNeoplasia, specify: O
| | m
| ]

* No deterioration since last visit, the condition has improved.

*{zeneral deterioration since last visit.

For any new conditions please document the onset date on the conditions log (page 25). For
any resolved conditions please document the resolution date next to the corresponding onset
date on the conditions log (page 25).




Current symptoms Do Not leave any blank rows.
For those conditions that have not occurred at the previous visit and have not occurred since, please tick 'not

occurred since last visit'. No further details are required.

For those sympioms that were absent at the previous visit but have occummed since the last visit, please tick

‘occurred since last visit'.

NB it iz possible that the symptom has occurred and resolved since the last visit, in which case also fick

‘resolved”. For those symptoms that were present at the prior visit please tick if they have resolved

If they have not resclved please tick if they are worse, better or no change.

If absent at prior visit: If present at prior visit and not
Mot resolved:
Occurred | Occurred
since since Mo
Symptom last visit last visit | Resolved Better* Worse** change
Anorexia ] ] ] ] L] L]
Fatigue ] ] ] ] L] L]
Symptoms of fever or night sweats| [ ] ] ] L] L]
Bilateral shoulder pain ] ] ] ] L] L]
Early moming sfifiness > 1 hour O O ] ] ] L]
Bilateral hip stiffness or pain ] ] ] ] L] L]
Localised pain in the head O O ] ] L] L]
Generalised scalp tendemess ] ] ] ] L] ]
Swelling over temporal artery Il H ] L] L] []
Pain over temporal artery N ] ] ] ] L]
Jaw claudication ] ] ] ] L] L]
Tongue claudication L] L] L] L] L] L]
Reduced or lost vision in either eye| [] ] ] ] [] L]
Double vision O ] ] [l L] L]
Amaurosis fugax O ] ] ] L] L]
L] L] L] L] L] L]
L] L] L] L] L] L]
L] L] L] L] L] L]

* Mo deterioration since last visit, the condition has improved.

=General deterioration since [ast visit.

For any new symptoms please document the onset date on the symptoms log. For any resolved symptoms
please document the resolution date next to the comesponding onset date on the symptoms log (page 26).




Vital signs

Pulse rate I:I:I:Ibpm

Elmdpressure| | | |f| | | |ﬁmfl-l9

Recorded weight D:I:I Kg

o [ [ e

Specific physical examination

Right side Left side
Aenormal Mormal A“':ts o Feature, please remember to complete left and right | Abnormal Normal As Wt i
] ] Thickened Temporal Artery L] L]
] ] Tender Temporal Artery* ] ]
Reduced or absent pulsation in
L] L] temporal artery® [] []
O O Tender Axillary Artery 0 O
Anterior ischaemic optic
Ll Ll [l neuropathy L Ll [
Posterior ischaemic optic
L] o L] neuropathy [ L L]
HE L] Relative afferent pupillary defect [] ] []
Il Il Il NIV nerve palsy Il O N
[ I R I Bruits L O O
‘ Mat
Other features Present Absemt , .
If present please specify:
Stroke ] ] ]
If present please specify site of aneurysm:
Aneurysm O O L] |
If present please specify:
Other, e.g. 1 O L] |
scalp necrosis
fongue necrosis

"ACR Criterion for classification of GCA




ESR/ CRP / Plasma viscosity

ESR mimfhr or = mm'hr
Plasma viscosity : mPa.s
CRP [in the normal range, or:
or Cmg/l Cmgldl [ mmoliL
Haematology [1not done
Haemoglobin D gldl  or [ ] oL or D mmolL
Platelets PL  or x10%L
Total WBC [ ]xon o L] xom
Neutrophils [ ]xon o [ Jxom
ANCA []not done
Piease circle the result
Immunofiuorescence | Negative | P | C | Indeterminate |  ftitre if known 1/
ELISA MPO [ ] o > [] om
ELISA PR3 | Jum o > [] rmi
Urine dipstick []not done
Blood 0 |Trace] + | ++ | +++
Pleaze circle the result
Protein 0 |Trace] + | ++ | +++




Birmingham Vasculitis Activity Score (BVAS)

Tick an item only if atfributable to active suspected GCAL If there are no abnormalities in a section, please fick "No’ for
that organ-system. If there are abnormaliies, tick yes and tick all items attributable to active suspected GCA_

General? [1ves [[MNo| ENT? [ves []No|Renal? [Jves [Ne
If yes: If yes: If yes:
5 Bloody nasal discharge / crusts / , -
D R D ulcers / granulomata [] Hypertension
[ ] Arthralgia / arthritis [[] Paranasal sinus involvement [ ] Proteinuria = 1+
[]Fever=38C [] subglottic stenosis [] Haematuria = 10 RBCs/hpf
[] weight loss = 2kg [] Conductive hearing loss [] serum creatinine 125-249 pmol/L*
Cutaneous? [Jves [JMo |:| Sensorineural hearing loss [] serum creatinine 250-4%9 pmol/L*
— Chest? [Jves []No [] Serum creatinine =500 pmol/L*
D Fize in =erum creatinine =30% or
[] Infarct If yes: fall in creatinine clearance =25%
D Purpura I:l Wheeze * Can only be scored on the first assessment
[ Ulcer [[] Modules or cavities MNervous system? [ Jyes [ ]MNo
[] Gangrene [] Pleural effusion / pleurisy e
[ ] Other skin vasculitis [ Infiltrate [] Headache
Mucous membranes —., .y, L] Endobronchial involvement [] Meningitis
| eyes? ] Massive haesmoptysis [ alveolar
If yes: haemorhage [] ©rganic confusion
[] Mouth ulcers [] Respiratory failure [ seizures (not hypertensive)
(] Genital uicers Cardiovascular? [ ]Yes []Mo|[] Cerebrovascular accident
[] Adnexal inflammation If yes: [] Spinal cord lesion
[ significant proptosis [] Loss of pulses (] Cranial nerve palsy
[ Scleritis / Episcleritis [] Vascular heart disease ] Sensory peripheral neuropathy
[] Conjunctivitis / Blepharitis / Keratitis| [ ] Pericarditis [] Mononeuritis multiplex
[] Blurred vision [] Ischaemic cardiac pain Other? [Jves [No
Sudden visual loss Cardi i
] Wi ] iomyopathy It yes, specity:
[] Uveitis [] congestive cardiac failure
[] Retinal changes -
(vasculitis / thrombosis / exudate / | Abdominal? Clyes [INo
haemorhage) If yes:
s PERSISTENT DISEASE ONLY*
[[] Peritonitis
[] Bloody diarrhoea Tick if ALL
. . . abnomalities are due
[] 1schaemic abdominal pain > perzisient disease.

*Active suspected GCA which is not new / worse in the prior 4 weeks.




VASCULITIS DAMAGE INDEX (VDI)

This is for recording organ damage that has occurred in patients since the onsef of suspecfed GCA
Patients often have co-merbidity before onset of suspected GCA, which must not be scored
Record features of active disease using the Birmingham Yasculitis Activity Score (BVAS)

A new patient should usually have a VDI score of zero, unless:
(a) they have had suspected GCA for more than three months and

(b} the damage has developed or become worse since the onset of suspected GCA

Musculoskeletal? []vyes [ Mo | Pulmonary? [Jves []Me| Gastrointestinal? [Jyes [[Mo
If yes: If yes: If yes:
I ?Emliﬁnant muscle atropfy or ] Pulmenary hypertension [] Gut infarction/ressction
[[] Deforminglerasive arthritis [] Pulmonary fibrosis ] :ﬂﬂ%‘;““sm“‘e“w’
[] Ostecporosisivertebral collapse [] Pulmonary infarction [] Chronic peritonitis
|:| Avascular necrosis |:| Pleural fibrosis [] Oesophageal stricture/surgery
Osh i ;
D my&ll E] D Chronic asthma Renal') D Yes D Mo
SkinfMucous [Tves [ho [] chronic breathlessness
membranes? [] Impaired lung function If yes:
If yes: ] Estimatedimeasured GFR < 50%
[] Alopecia Cardiovascular?  []ves []MNo [] Proteinuria = 0.5g/24hr
[] Cutaneous ulcers If yes: [] End stage renal disease
Anginalangi Y L
L] Mouth ulcers [] Anginarangioplasty Neurcpsychiatric? []ves [ |Me
Myocardial infarction
Ocular? I:I Yes I:I Mo D If yes:
[] Subsequent myocardial infarction -
If yes: [] Cognitive impairment
[ cardiomyopathy ) :
[] cataract ] Major psychosis
_ [ valvular disease )
[] Retinal change . Pericarditis = 3 mths or [] Seizures
[] Optic atrophy pericardectomy [ ] Cerebrovascular accident
I:l Diastolic BP = 95 or requiring »
[] visual impairment/diplopia antihypertensives [] 2nd cerebrovascular accident
[] Blindness in one eye Peripheral [Jyes [IMo [ Cranial nerve lesion
) ) vascular disease? )
] Blindness in second eye e [ Peripheral neuropathy
[] Crbital wall destruction [] Absent pulses in one Emb [ ] Transverse myelitis
ENT? [Jves []no Dﬁ:ﬁmm of absent pulses in one Other? |:| Yes I:l Mo
N yes: [] Major vessel stenosis T
[ Hearing loss [] Claudication >3 mths [] Gonadal failure [] Chemical cystitis
Masal blockage/chronic . :
u discharge/crusting L] Minor tissue loss [ ] Mamow failure [ ] Malignancy
Masal bridge collapse/septal [] Major tizsue loss i Other
n e [[] subseguent major tissue loss R =
damage [] complicated venous thrombosis o core
|:| Subglottic stenosis (no surgery) Record the number of positive
] Subglattic stenosis (with surgery) itemns {1 point for each).

he VDI score can either increase or remain the same over time. Remember to carmry forward any previous items of damage




Diagnosis

Has the clinical diagnosis changed compared tovisit2? [ Yes []No

If no, no further details are required on this page.

If yes:

Does the participant have features consistent with a diagnosis of GCA? []Yes []MNo

If yes, which of the following influenced your decision (tick all that apply):

[ ]symptoms [ ]signs [ | blood abnormalities

[] biopsy report [ ] other, specify:

If no, please give at least one alternative diagnosis:

[] non specific headache

[] migraine

[ ] myofascial pain

[ ] temperomandibular dysfunction
[] cervical spondylosis

[ ] fibromyalgia

[ ] sinusitis

[ ] orbital cellulitis

[] shingles

[] orbital pseudotumour

[ ] metastatic disease (cancer)

[] lymphoma

[] Paget's disease

[ ] Takayasu's arteritis

[ large vessel vasculitis

[ ] polyarteritis nodosa

|:| Granulomatosiz with polyangiitis (GPA)
[[] microscopic polyangiitis

[] Churg-Strauss syndrome

[] eryoglobulinemic vasculitis

[ ] Henoch-Schonlein purpura

[] other vasculitis, specify:

(] other, specify:




Steroids

Has the participant
taken any steroids?

If yes, are these being [ ] Suspected GCA

given for:
(tick all that apply)

Please record details below:

Immunosuppressants

Is the participant currently taking any

= immunosuppressants? =
If yes, are these being given for: [] Suspected GCA
(tick all that apply)

[[] Other condition [] other condition

If yes, please record details below:

Mame of Steroid

Route’| Dose ||| Name of current

Route

Total daily | Start date
dose - unit

Current steroids:

[ ]

el

{ma)* | || Immunosuppressant
[

Previous steroid preparations:

L[]

(L] ]
(L]
L]

L[]

[ 1T

2 BB DN

I EE e

*Total daily dose in mg

te.g. PO=0ral, IV=intravenous, IM=intramuscular; 1A=intraarticular

End of visit checklist

Has the paricipant taken any concomitant medications?

If yes please complete the concomitant medicaSions form (page 27).

Has the paricipant had any adverse events?

If yes please complete the adverse event form (separate pad).

Has the paricipant had any serious adverse evenis?
If yes please complete the adverse event form (separate pad).

Has the paricipant completed the EQSD?
If yes please siore the completed EQSD in the participant's study file.

Has the paricipant completed the study?
If no please complete the discontinuation form (page 28).

O O O O Og

O O O o Oz

| certify that the data contained in the visit three CRF and pages 25 to 27 are complete and accurate.
(To be signed and dated by the investigator or authorized member of the investigator's staff)

Signature

Print name

Date




Flease indicate the onset and resolution dates of any of the specified conditions present at any time from baseline o the six month visit (recorded on pages 2,9 and 17).
Where possible specify the day, month and year; if day is unknown specify year and, if possible, month (please cross through any unknown days and ¢ or months), For any
conditions still present at the six month visit tick ongaing.

Condition* Details (if required*™) Onset date Ongoing, or: Resolution date
Lo L [ Lo L
o L [] oo L
Lo L [ oo L
o L O EIE N NN
HE NN NN [ oL fi g ]
Lo L O] oo L
Ll e ] ] SIS
Lol ]| O Lol

“Please use abbreviation from the table below (conditions as defined on pages 2, % and 17)

DM: Diabetes Melitus Ang: Angina LTFH: Low trauma fracture - of hip MNeo: Neoplasia, specify™

HT: Hypertension MI:  Myocardial infarction LTFS: - of spine

CCF:Heart failure LTFF: - of forearm **If LTFO or Neo: Please spacify in

LTFO:; - other, specify™ the details field,

Pease §ck here Tcond §ons are confnuad on ancher page (downioad D
alditional panes fom He TABUL website: hitos /fvebleam. oxac uk)




Please indicate the onset and resolution dates of any of the specified symploms present at any time from baseline to the six month visit (recorded on pages 3, 4, 10 and 18),
Where possible specify the day, month and year, if day is unknown specify year and, if possible, month (please cross through any unknown days and / or months), For any
symptoms sfill present at the six month visit tick angaing.

Symptom* | If "Oth' pease give details™

Onset date

Ongoing, or: Resolution date

[]

oo jojpgjgi

“Please use abbreviation from the table below: (Symptoms as defined on pages 3, 4,

10 and 18)

An:  Anorexia

Ftg: Fatigue

FNS: Fever or night sweats
BSP; Bilateral shoulder pain

EMS: Early moming stiffness = 1 hour
BHS: Bilateral hip stiffness or pain
LPH: Localized pain in the head
G5T, Generalised scalp tendemess

STA: Swelling over temporal artery

PTA: Pain over temporal artery
JC: Jaw claudication
TC: Tongue claudication

RLV: Reduced or lost vision in either eyve
V. Double vision

AF:  Amaurosis fugax

Cith: Other, specify™

Please Bck here if symploms are confnued on another page (downioad I:I
addifonal pages fom e TABUL website: Hips /i shlearn ox se uk)




Please provide details of any medications taken throughout the duration of the study (other than steroids and immunosuppress ants given for suspected GCA). Where
possible specify the start and end date of each medication (day, month and year if known; i day and month is unknown specify year (please cross through any unknown
days and / or months). For any medications still being taken at the six month visit, tick continuing and leave the end date blank.

Medication name Route”| Dose Unit* Frequency® |Reason Start date Continuing or end date
ol by o el defe |
5N 5 e e 6 I | I D A
5N | = 5 I | R
5N 5 = e 5 I | I R
5N e 0 Y D R
5N 15 = e 5 I | I D R
0 O | = e 5 ) | R
SN = 5 I | I A

*Please use codes below if applicable

Route: Unit: Frequency:

PO: Oral TO: Transdermal ma: miligrams I litre OD: Once daily Mocte: At night

inh: Inhaled nas: Intranasal Q. gram drops: drops BD: Twice daily Mane: Maorning

SC: Subcutansous TOP: Topical meg: microgram patch: patch TDS: Three times a Q4H: Every 4 hours

IV Intravenous PR: Rectal ma/kg: miligrams/&Kilogram mis: millilitres day STAT: Once anly

IM: Intramuscular If other, specify ma/m=; milligrams/meter squared puffs; puffs QDS; Four times daily WEKY: Once weakly

14 Intraarticular

tab: tablet
If other, specify

cap: capsule
I International Units

PRM: As required If other, specify

Flaase tick hare if medications are coninued on anofer page {downboad D
addtiona pages fram the TABUL website: hitps wablearn o ac yk)




Study discontinuation

Last date of participation instudy [ [ |[w[ ][V [V ]/]

Discontinuation reason [[] Patient withdrew consent
(tick all that apply)
] investigator discretion
[[] Patient lost to follow-up
[] Biopsy not done
[] Uttrasound scan not done
[] Patient died

] other

Details

| certify that the parficipant has discontinued.
(To be signed and dated by the investigator or authorised member of the investigator's staff)

Signature Date | | || | || | | | |

Print name






