[image: image1.png]Imperial College
London



NeuroEPIC Working Group


[image: image1.png]
        Monday, 27 October 2014  14:56


Appendix 1 

NeuroEPIC4PD Clinical data collection template

NeuroEPIC Working Group

Template for clinical data collection for subjects affected by Parkinson’s disease 
Work coordinated by Valentina Gallo
Centre 

__________________________

Doctor1 
__________________________

Patient code1 
__________________________
1. For internal use, report the hospital code or the name of the patient (the information will be kept strictly confidential at all times)

Section 1: General Information2
2. These are slightly redundant, but they will be useful for double checking each subject’s identity when linking the data with the EPIC dataset

	1
	Date of clinical data collection3 (dd/mm/yyyy)
	__/__/____

	1. 3. Date relates to clinical data collection (filling in the present template)

	2
	Idepic 
	________________________________

	3
	Sex 
	
	[] male 
	[] female

	4
	Date of birth (dd/mm/yyyy)
	__/__/____


Section2: Diagnosis of Parkinson’s disease (Gibb and Lees, 1988)
	Cardinal signs4

	4. Answer yes/no/NA if the symptom has been recorded during the first 3 years of disease from date of onset (calculated from Q38) based on the review of all clinical data available 

	5
	Resting tremor4
	[] yes
	[] no
	[] NA5

	5. Not Available (NA) in the clinical notes

	6
	Bradykinesia4
	[] yes
	[] no
	[] NA

	7
	Rigidity4
	[] yes
	[] no
	[] NA

	8
	Postural instability4
	[] yes
	[] no
	[] NA

	Exclusion criteria

	9
	History of repeated strokes with stepwise progression of Parkinsonian symptoms 
	[] yes
	[] no
	[] NA

	10
	History of repeated head injury
	[] yes
	[] no
	[] NA

	11
	History of definite encephalitis
	[] yes
	[] no
	[] NA

	12
	History of oculogyric crises
	[] yes
	[] no
	[] NA

	13
	Neuroleptic treatment at onset of symptoms
	[] yes
	[] no
	[] NA

	14
	Sustained remission
	[] yes
	[] no
	[] NA

	15
	Strictly unilateral features after three years
	[] yes
	[] no
	[] NA

	16
	Supranuclear gaze palsy
	[] yes
	[] no
	[] NA

	17
	Cerebellar signs
	[] yes
	[] no
	[] NA

	18
	Early severe autonomic involvement
	[] yes
	[] no
	[] NA

	19
	Early severe dementia with disturbances of memory, language and  praxis
	[] yes
	[] no
	[] NA

	20
	Babinski sign
	[] yes
	[] no
	[] NA

	21
	Presence of a cerebral tumour or communicating hydrocephalus on CT scan or MRI.
	[] yes
	[] no
	[] NA

	22
	Negative response to large doses of levodopa (if malabsorption excluded)
	[] yes
	[] no
	[] NA

	23
	MPTP exposure 
	[] yes
	[] no
	[] NA

	Supporting criteria

	24
	Unilateral onset
	[] yes
	[] no
	[] NA

	25
	Rest tremor present
	[] yes
	[] no
	[] NA

	26
	Progressive disorder
	[] yes
	[] no
	[] NA

	27
	Persistent asymmetry affecting the side of onset most
	[] yes
	[] no
	[] NA

	28
	Excellent response (70-100%) to levodopa 
	[] yes
	[] no
	[] NA

	29
	Severe levodopa-induced chorea
	[] yes
	[] no
	[] NA

	30
	Levodopa response for 5 years or more
	[] yes
	[] no
	[] NA

	31
	Clinical course of 10 years or more 
	[] yes
	[] no
	[] NA

	Summary of Q5-316
	
	
	

	6. For diagnosis of Parkinson’s disease you need yes Q32 + no Q33 + yes Q34

	32
	Bradykinesia+1 or more other cardinal signs (Q5-8)      
	[] yes
	[] no
	

	33
	Presence of at least 1 exclusion criteria (Q9-23)
	[] yes
	[] no
	

	34
	3 or more supporting criteria (Q24-31)                              
	[] yes
	[] no
	


Section 3: Additional clinical data

	Family history 

	35
	Family history of Parkinson’s disease 
	[] yes
	[] no
	[] NA

	Diagnosis and clinical details 

	36
	Date of diagnosis (dd/mm/yyyy)7
	__/__/____

	7. Write 15 if exact day of the month is not known; month and year need to be accurate

	37
	Symptom of onset (motor symptom)
	________________________________

	38
	Date of motor symptom onset (mm/yyyy)
	__/____

	39
	Date of last follow-up visit (or death) (dd/mm/yyyy)
	__/__/____

	40
	Genetic test performed 
	[] yes
	[] no
	[] NA

	41
	Results of the genetic test
	________________________________

	42
	First UPDRS available - date (dd/mm/yyyy)
	__/__/____
	[] NA

	43
	First UPDRS – Total score 
	_____

	44
	First UPDRS – Part III score (motor)
	_____

	45
	Last UPDRS available - date (dd/mm/yyyy)
	__/__/____
	[] NA

	46
	Last UPDRS – Total score 
	_____

	47
	Last UPDRS – Part III score (motor)
	_____

	48
	Tremor-dominant form at onset8
	[] yes
	[] no
	[] NA

	49
	Postural Instability/Gait Disturbance (PIGD) dominant form at onset8
	[] yes
	[] no
	[] NA

	50
	Akinetic-rigid form at onset8
	[] yes 
	[] no
	[] NA

	8. The forms at onset are mutually exclusive, i.e. either Q49 or Q50 or Q51 can be yes

	51
	Hoehn Yahr stage (last available)9
	[] I
	[] II
	[] III

	
	
	[] IV
	[] V
	

	52 
	Date of Hoehn Yahr stage reocrded9
	__/__/____
	[] NA

	9. The Hoehn Yahr stage to report is the last recoded in clinical notes (with date closest to date of last follow-up visit (or death)) (Q40) 

	Presence of other PD symptoms during the disease course10

	10. Recorded at least once in the clinical notes

	53
	Resting tremor11
	[] yes
	[] no
	[] NA

	54
	Bradykinesia11
	[] yes
	[] no
	[] NA

	55
	Rigidity11
	[] yes
	[] no
	[] NA

	56
	Postural instability11
	[] yes
	[] no
	[] NA

	11. Record the presence of these symptoms beyond the first 3 years after diagnosis (if already present during the first 3 years of disease, and recorded in Q 5-8, tick NA)

	57
	Gait impairment 
	[] yes
	[] no
	[] NA

	58
	Micrographia
	[] yes
	[] no
	[] NA

	59
	Facial amimia
	[] yes
	[] no
	[] NA

	60
	Dysphagia 
	[] yes
	[] no
	[] NA

	61
	Constipation 
	[] yes
	[] no
	[] NA

	62
	Sexual dysfunction 
	[] yes
	[] no
	[] NA

	63
	Bladder dysfunction 
	[] yes
	[] no
	[] NA

	64
	Postural hypotension 
	[] yes
	[] no
	[] NA

	65
	Stooped posture
	[] yes
	[] no
	[] NA

	66
	Change in voice 
	[] yes
	[] no
	[] NA

	67
	Reduced arm swing 
	[] yes
	[] no
	[] NA

	68
	Hallucinations (can be drug related) 
	[] yes
	[] no
	[] NA

	69
	Dementia 
	[] yes
	[] no
	[] NA

	70
	Depression 
	[] yes
	[] no
	[] NA

	71
	Cognitive decline
	[] yes
	[] no
	[] NA

	72
	Pain 
	[] yes
	[] no
	[] NA

	73
	Sleep disorder
	[] yes
	[] no
	[] NA

	74
	Postural tremor 
	[] yes
	[] no
	[] NA

	75
	Impulse control disorder (ICD)
	[] yes
	[] no
	[] NA


Section 4: medications12
12. Prescribed at least once according to clinical notes

	Dopamine receptor agonists

	76
	Apomorphine
	[] yes
	
	

	77
	Bromocriptine 
	[] yes
	
	

	78
	Carbegoline 
	[] yes
	
	

	79
	Pergolide 
	[] yes
	
	

	80
	Pramipexole
	[] yes
	
	

	81
	Ropinirole 
	[] yes
	
	

	82
	Rotigotine 
	[] yes
	
	

	Levodopa 

	83
	Co-beneldopa (Madopar etc)
	[] yes
	
	

	84
	Co-careldopa (Sinemet etc)
	[] yes
	
	

	85
	Melevedopa/carbidopa (Sirio)
	[] yes 
	
	

	Catechol-O-methyltransferase (COMT) inhibitors 

	86
	Entacapone 
	[] yes
	
	

	87
	Tolcapone 
	[] yes
	
	

	COMT combined with careldopa

	88
	Stalevo
	[] yes
	
	

	MAO-B  inhibitors 

	89
	Rasagiline 
	[] yes
	
	

	90
	Selegiline 
	[] yes
	
	

	Amantadine

	91
	Amantidine 
	[] yes
	
	

	Antimuscarinic drugs 

	92
	Orphenadrine 
	[] yes
	
	

	93
	Procyclidine 
	[] yes
	
	

	94
	Trihexyphenidyl hydrochloride
	[] yes
	
	

	Others 

	95
	Haloperidol 
	[] yes
	
	

	96
	Piracetam 
	[] yes
	
	

	97
	Riluzole 
	[] yes
	
	

	98
	Tetrabenazine 
	[] yes
	
	

	99
	Rivastigmine 
	[] yes
	
	

	100
	Risperidone 
	[] yes
	
	

	101
	Olanzapine 
	[] yes
	
	

	102
	SSRI
	[] yes
	
	

	103
	Other antidepressant drugs
	[] yes
	
	


Section 5: Surgical treatment for Parkinson’s disease 

	104
	Deep brain stimulation (DBS) of STN
	[] yes
	
	

	105
	DBS of VIM (thalamus)
	[] yes
	
	

	106
	DBS of GP 
	[] yes
	
	

	107
	Lesional surgery of VIM
	[] yes
	
	

	108
	Lesional surgery of GP
	[] yes
	
	


Section 6: Autopsy
	109
	Vital status 
	[] dead
	[] alive
	

	110
	If dead, autopsy performed (including brain)13
	[] yes 
	[] no
	[] NA

	111
	Histopathological confirmation of PD13
	[] yes
	[] no
	[] NA

	13. Tick NA if alive (Q110) or if autopsy was not performed (Q111)


Section 7: Source of information and quality of data 

	112
	Source of information14
	[] neurological report (specialist)
[] hospital general report (in-patient)

[] hospital general report (out-patient)

[] primary care record

[] other ________________________

	14. Tick all the relevant (even if more than one)

	113
	Amount and quality of data available15
	[] poor (+)

	
	
	[] good (++)

	
	
	[] excellent (+++)

	15. Excellent amount &  quality data are defined as a complete set of clinical data able to give a clear picture of the case (including detailed neurological examinations), with scattered non-essential missing information; good amount & quality data are defined as a set of data giving a fairly complete idea of the case with scattered essential information missing; poor amount & quality data are defined as an incomplete set of data, with many essential information missing


Section 8: EPIC4PD Diagnosis 
	Reviewer’s diagnosis16

	16. The EPIC4PD diagnosis made by the EPIC movement disorder expert on the basis of the clinical information collected (these are mutually exclusive)

	114
	Diagnosis of Parkinson’s disease
	[] yes
	[] no
	

	115
	Diagnosis of multiple system atrophy (MSA)
	[] yes
	[] no
	

	116
	Diagnosis of progressive supranuclear palsy (PSP)
	[] yes
	[] no
	

	117
	Diagnosis of vascular parkinsonism 
	[] yes
	[] no
	

	118
	Diagnosis of dementia with Lewy bodies
	[] yes
	[] no
	

	119
	Diagnosis of essential tremor
	[] yes
	[] no
	

	120
	Diagnosis of Parkinson’s disease + essential tremor 
	[] yes
	[] no
	

	121
	Diagnosis of unclassifiable parkinsonism
	[] yes
	[] no
	

	122
	Other diagnosis
	________________________________

	123
	Degree of confidence  (DoC) of the diagnosis17
	[] high

	
	
	[] medium

	
	
	[] low

	17. Degree of confidence on the diagnosis of the reviewer based on his final judgment of the clinical history of the single case. THIS IS INDEPENDENT FROM THE AMOUNT OF INFORMATION AVAILABLE (one can have a high degree of confidence despite very poor information, or a low degree of confidence despite very detailed information). It applies to any diagnosis reported 

	EPIC4PD diagnosis (based on Q112 and Q121)18

	18. The EPIC4PD diagnosis is automatically calculated from the Degree of Confidence (DoC) and the quality of clinical data following the framework provided (see above). An internal quality check should be put in place in the input data file so it is calculated automatically. It applies to any diagnosis reported in Q114-122

	124
	High DoC + excellent data quality
	[] definite diagnosis

	
	High DoC + good or poor data quality
	[] very likely diagnosis

	
	Medium DoC + excellent or good data quality  
	[] probable diagnosis

	
	Medium DoC + poor data quality 
	[] possible diagnosis

	
	Low DoC + excellent or good or poor data quality 
	[] possible diagnosis

	
	
	[] not suspicion  of parkinsonian symptoms 


	
	Data quality

	DoC
	Excellent 
	Good 
	Poor 

	High 
	
	
	

	Medium 
	
	
	

	Low 
	
	
	


	Legend 

	
	Definite diagnosis

	
	Very likely diagnosis

	
	Probable diagnosis

	
	Possible diagnosis
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