衛生福利部國民健康署「罕見疾病個案通報審查基準機制」(送審資料表)

-多發性硬化症[Multiple Sclerosis, MS]-

1.□病歷摘要中包含足以佐證之臨床資料(含臨床相關的2次發病之病歷紀錄)及實驗室數據。 
   (必要)

2.□附上MRI之報告 (中樞神經系統之影像報告)。(必要)

3.□無更適合的解釋(no better explanation)。

4.□符合McDonald criteria(2010)之項目且符合DIT及DIS的要件。

	
	臨床表現
Clinical Presentation
	MS診斷所需之附加資料
Additional Data Needed for MS Diagnosis

	□
	≧2 attacks；objective clinical evidence of ≧2 lesion or objective clinical evidence of 1 lesion with reasonable historical evidence of a prior attack
	None

	□
	≧2 attacks；objective clinical evidence of 1 lesion
	Dissemination in space, demonstrated by: ≧1 T2 lesion in at least 2 to 4 MS-typical regions of the CNS (periventricular, juxtacortical, infratentorial, or spinal cord)；or Await a further clinical attack implicating a different CNS site

	□
	1 attack；objective clinical evidence of ≧2 lesions
	Dissemination in time, demonstrated by: Simultaneous presence of asymptomatic gadolinium-enhancing and nonenhancing lesions at any time；or A new T2 and/or gadolinium-enhancing lesion(s) on follow-up MRI, irrespective of its timing with reference to a baseline scan；or Await a second clinical attack

	□
	1 attack；objective clinical evidence of 1 lesion 

(clinically isolated syndrome)
	Dissemination in space and time, demonstrated by: For DIS:≧1 T2 lesion in at least 2 of 4 MS-typical regions of the CNS (periventricular, juxtacortical,  infratentorial, or spinal cord)；or Await a second clinical attack implicating a different CNS site；and For DIT: Simultaneous presence of asymptomatic gadolinium-enhancing and nonenhancing lesions at any time; or A new T2 and/or gadolinium-enhancing lesion(s) on follow-up MRI, irrespective of its timing with reference to a baseline scan；or Await a second clinical attack

	□
	Insidious neurological progression suggestive of MS (PPMS)
	1 year of disease progression (retrospectively or prospectively determined) plus 2 of 3 of the following criteria:

1. Evidence for DIS in the brain based on ≧1 T2 lesions in the MS-characteristic (periventricular, juxtacortical, or infratentorial) regions

2. Evidence for DIS in the spinal cord based on ≧2 T2 lesions in the cord

3. Positive CSF (isoelectric focusing evidence of oligoclonal bands and/or elevated IgG index)

	□
	備註(病人為非典型之表現，不完全符合以上之診斷標準，但仍診斷為此疾病之理由)
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衛生福利部國民健康署「罕見疾病個案通報審查基準機制」(審查基準表)
-多發性硬化症[Multiple Sclerosis, MS]-

1.□病歷摘要中包含足以佐證之臨床資料(含臨床相關的2次發病之病歷紀錄)及實驗室數據。
2.□MRI之報告 (中樞神經系統之影像報告)足以佐證。

3.□無更適合的解釋(no better explanation)。

4.□符合McDonald criteria(2010)且符合DIT及DIS的要件。

	
	臨床表現
Clinical Presentation
	MS診斷所需之附加資料
Additional Data Needed for MS Diagnosis

	□
	≧2 attacks；objective clinical evidence of ≧2 lesion or objective clinical evidence of 1 lesion with reasonable historical evidence of a prior attack
	None

	□
	≧2 attacks；objective clinical evidence of 1 lesion
	Dissemination in space, demonstrated by: ≧1 T2 lesion in at least 2 to 4 MS-typical regions of the CNS (periventricular, juxtacortical, infratentorial, or spinal cord)；or Await a further clinical attack implicating a different CNS site

	□
	1 attack；objective clinical evidence of ≧2 lesions
	Dissemination in time, demonstrated by: Simultaneous presence of asymptomatic gadolinium-enhancing and nonenhancing lesions at any time；or A new T2 and/or gadolinium-enhancing lesion(s) on follow-up MRI, irrespective of its timing with reference to a baseline scan；or Await a second clinical attack

	□
	1 attack；objective clinical evidence of 1 lesion 

(clinically isolated syndrome)
	Dissemination in space and time, demonstrated by: For DIS:≧1 T2 lesion in at least 2 of 4 MS-typical regions of the CNS (periventricular, juxtacortical,  infratentorial, or spinal cord)；or Await a second clinical attack implicating a different CNS site；and For DIT: Simultaneous presence of asymptomatic gadolinium-enhancing and nonenhancing lesions at any time; or A new T2 and/or gadolinium-enhancing lesion(s) on follow-up MRI, irrespective of its timing with reference to a baseline scan；or Await a second clinical attack

	□
	Insidious neurological progression suggestive of MS (PPMS)
	1 year of disease progression (retrospectively or prospectively determined) plus 2 of 3 of the following criteria:

1. Evidence for DIS in the brain based on ≧1 T2 lesions in the MS-characteristic (periventricular, juxtacortical, or infratentorial) regions

2. Evidence for DIS in the spinal cord based on ≧2 T2 lesions in the cord
3. Positive CSF (isoelectric focusing evidence of oligoclonal bands and/or elevated IgG index)

	□
	備註(病人為非典型之表現，不完全符合以上之診斷標準，但仍診斷為此疾病之理由)
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