SICCA Follow-up Medical History Questionnaire (FM1)

Study #021 Plate #350 Seq #005

Participant ID # - - Today’s Date

day month year

Follow-up Medical History Questionnaire
Page 1 of 6

Since your last SICCA study visit, have you received a new diagnosis (made by a physician) of any of the fol-

lowing (if you do not recognize the name of any of the following conditions, you most likely have never been

diagnosed with it):

fml 1. Type 1 Diabetes (Insulindependent) ........ ... ... .. .. .. ... . . . . ...

MEDICAL HISTORY

13

(-]
[]

fm2 2. Type 2 Diabetes (Non-insulindependent)................................

[-]
[]

fm3 3. Multiple Sclerosis. . . .. Questions 3:17:Use derived variable - + -« + =+« -+

"other_ai_f". Where Yes = self-reported at least

fm4 4. Behget's Disease. . ... one autoimmune. disease.on follow-up. . . .............
fm5 L
5. PSOMasiS . .. ..ot

fme 6. Myasthenia Gravis. . . ... ...

[]
[~]

T 7 VGO . .o

[-]
[*]

fm8 8. Pemphigus Vulgaris. . . . ...

[-]
[-]

tmd 9. Ulcerative Colitis . . . ... ..o

[-]
[]

M0 10.Crohn’S DISEASE . . . v v oo e e et e e e e e e e e

[-]
[*]

fmll 11.Wegener's Granulomatosis. ... ........... ... ... ... ... ... .. .. . . ...

(]
[~]

fml2 12.DisCOId LUPUS . . . .o

[-]
[~]

fm13 13.Ankylosing Spondylitis. . . . . ... .

L1 [
—
[ [2]

fm14 14.Pernicious or Hemolytic Anemia . .. ....... .. ... ... . . . .. .

[-]
[~]

fm15 15.Graves’ DiSease . . .. ... .o

fml6 16.Hashimoto’s Thyroiditis . . . ... ...

-]
]

fml7 17 Reiter's SYNdrome . . . ... oo it

[-]
[]
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SICCA Follow-up Medical History Questionnaire (FM2)
__________________________________________________________________________________________________________________________________________________|]

Study #021 Plate #351 Seq #005

Participant ID # - - Today’s Date

day month year

Follow-up Medical History Questionnaire
Page 2 of 6

SYSTEMS REVIEW

Please indicate whether or not the following symptoms have significantly affected you in the last year
(symptoms occurring at a greater frequency or severity than you would expect for your age):

Constitutional yes no
fml8 18.Unintentional weight loss over 10 pounds/4.5 kilograms in the lastyear. ... ... ..
Ears, Nose and Throat yes no
fml9  19.RINGING TN @ArS. . . . . oot e
fm20  20.Lossof hearing . ...
fm21 21 NOSEDIEEAS . . .. ..
fm22  22.L0SS Of SMell . .. .o
£123 23 DIYNESS N NOSE . .« . o o v v e ettt e et e e e e e e e e e e
fm24 24 Loss of taste .. ... ...
fm25 25 Hoarse voice without @ cold. . ... ... ...ttt
Respiratory yes no
fm26  26.Frequent coughing withoutacold . ......... ... ... ... ... ... ... ... ......
fm27  27.Coughing of blood . . . .. .. .
fm28  28.Wheezing (asthma) . .. .. ... ...
fm29  29. An abnormal CheSt X-ray . .. ... ... ...\t
fm30  30.Shortness of breath . . . ... ... .
fm31  31.Awakening at night with shortness ofbreath. . .. ....... ... ... ... ... .........
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SICCA Follow-up Medical History Questionnaire (FM3)

Study #021 Plate #352 Seq #005

Participant ID # - - Today’s Date

day month year

Follow-up Medical History Questionnaire
Page 3 of 6

Please indicate whether or not the following symptoms have significantly affected you in the last year
(symptoms occurring at a greater frequency or severity than you would expect for your age):

yes no

fm32  32.Discomfort, pressure, a tight feeling, or paininthechest . ...................

fm33  33.Cramps in your legs whilewalking. . ... ......... . ... ... ... .. ... ...
Gastrointestinal

yes no

134 BANAUSEA. . - o oo oot e e e e e

fm35  35.Vomiting of blood or coffee ground material ... ...........................

SR
] [

fm36  36. Frequentor severe heartburn .. ....... ... ... . ... .. .. ... ...

fm37  37. Stomach pain relieved by foodormilk. . . ...... ... ... ... . . L.

[-]
[~]

38 38.JAUNAICE. . . . ottt

Bl [
] [

fm39  39.Increasing constipation ... ... ... . ...

[-]
[-]

fmd0  40.Persistent diarrhea. . . . . ... . .

Al 41.BIood iN StOOIS . . . oo o e e e e

[-]
[]

Genitourinary
yes no
fm42  42.Gettingup at nighttopassurine .............. ... ... ... ... ... ... ... ...,
Musculoskeletal
yes no
fm43 43, Joint stiffness in the morning, lasting for more thanone hour.................
fmdd 44 Joint pain or joint SWEIlNG . . . ..ot e et e e
fm45 45, Unexplained pain in many areas of both your upper and lower body and both . ..

your right and left sides that lasted 3 months or more

SICCA FM v1.02 - Apr 3, 2007 1110]2
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SICCA Follow-up Medical History Questionnaire (FM4)
__________________________________________________________________________________________________________________________________________________|]

Study #021 Plate #353 Seq #005

Participant ID # - - Today’s Date

day month year
Follow-up Medical History Questionnaire
Page 4 of 6

Please indicate whether or not the following symptoms have significantly affected you in the last year
(symptoms occurring at a greater frequency or severity than you would expect for your age):

Skin

yes  no
fmd6 46.Easy bruising . . ... .. e
F47 47 REANESS. . . . . vttt ettt et e e
£m48 48, RASN ...
fm49  49. Hives (itchy welts caused by allergicreaction) .. ..........................
fm50  50. Sun sensitivity (significant rash after sun exposure, but not sunburn) .. ........
ISl B TIgNtNeSS . . . o ottt
EM52 B2 HAIN10SS. . o o o v e e e e e e e e
fm53  53. Color changes of fingers or toes when exposed to the cold (Raynaud’s) ........
Neurological

yes  no
FM54 B4, DIZZINESS . . o . ottt et e
£m55 55 MEMOIY 0SS . . . o oottt et
fm56 56. Recurring severe headaches. .. ......... .. ... ... . . ... . .

[]

fm57 &7. Fainting or blackoutspells ... ... ... .. . .
Upper Limbs

Do you experience these symptoms to an abnormal degree in one or both sides of your body?

yes no

fm58 58. Weakness of hands (e.g. to zip, button, handle coins, manipulate a key, .......
or other hand weakness)

fm59 59, Weakness of fingers when clasping or graspingobjects. .. ..................
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SICCA Follow-up Medical History Questionnaire (FM5)
__________________________________________________________________________________________________________________________________________________|]

NERIN RN I EREE AN il
Study #021 Plate #354 Seq #005
Participant ID # - - Today’s Date

day month year

Follow-up Medical History Questionnaire
Page 5 of 6

Please indicate whether or not the following symptoms have significantly affected you in the last year
(symptoms occurring at a greater frequency or severity than you would expect for your age):

yes

no
fm60  60.Weakness of shoulders and upper arms, for example, to lift objects from a high.
shelf, to comb your hair, or to bring your hands to your face as in washing or
eating

Lower Limbs

Do you experience these symptoms to an abnormal degree in one or both sides of your body?

yes  no

fm61 61. Weakness of the legs so that you slap your feetin walkingor .. .............
cannot carry your weight on your heels

fm62  62. Weakness of the legs so that you cannot walk on your toes or forefoot. . . ... ..

fm63  63. Weakness of your thighs and hips so that you have difficulty (or inability) .. ...

to climb or descend stairs, arise from a chair, sofa or toilet seat, and in these acts
need to use your arms

Sensory Symptoms

Do you experience these symptoms in one region or over the surface of your body to an abnormal degree?
Do not include the brief symptoms of “prickling” or “asleep numbness” and discomfort which come from lying too
long on an arm, or sitting or lying too long in one position on a leg.

yes  no
fm64 64, Decrease (or inability) to feel the surface features, size, shape,or........ ... Go to
texture of what you touch item 65

64a. Mark all that apply:
e Lo In legs (feet are included) fmé4a_mo In mouth, face, or head

fmoda_ar In arms (hands are included) fm64a_ot In other parts of the body

fm65 65. Decrease (or inability) to recognize hotfromcold ... ..................... 1 [F*goto

65a. Mark all that apply:
fm65a_le In legs (feet are included) ~ fm65a_mo In mouth, face, or head

figbsa_ar In arms (hands are included) fm65a ot In other parts of the body

SICCA FM v1.02 - Apr 3, 2007 1110]2
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SICCA Follow-up Medical History Questionnaire (FM6)
- -~ ]

SENIN IR RN I AREE R ENE
Study #021 Plate #355 Seq #005
Participant ID # - - Today’s Date

day

Follow-up Medical History Questionnaire
Page 6 of 6

month year

Please indicate whether or not the following symptoms have significantly affected you in the last year
(symptoms occurring at a greater frequency or severity than you would expect for your age):

fme6  66. Decrease (or inability) to feel pain, cuts, bruises, orinjuries. ..............

66a. Mark all that apply:
fmé66a_le In legs (feet are included)  fmé6a_mo In mouth, face, or head

fm66a_ar In arms (hands are included) fmé6a_ot In other parts of the body
yes

fmé7 67. A more or less continuous “prickling” or “tingling” feeling with or without. . . . .
an asleep dead feeling

67a. Mark all that apply:

fm67a_le In legs (feet are included) ~ fm67a_mo In mouth, face, or head

Al e In arms (hands are included) ™°7%-°* In other parts of the body

fm68 68, Sharp “jabbing” needle-like pain or pulsesofpain ......................
(lasting seconds or a minute or two)

68a. Mark all that apply:

fmé8a_le In legs (feet are included) ~ fmé8a mo In mouth, face, or head

SIS v In arms (hands are included) fmé8a ot In other parts of the body

no
Go to

item 67
no
Go to
item 68

no
Go to

item 69

yes no
fm69 69, Persistent or frequent burning discomfort. . ............. ... ... ........ End of
Questionnaire
69a. Mark all that apply:
e _le In legs (feet are included)  fm6%a mo In mouth, face, or head
fme9a_ar In arms (hands are included) fmé9%a_ot In other parts of the body
CLINIC USE ONLY
yes no

fm70 | 70. Was this questionnaire administered by study staff? ............... ... ... ......

- Ll [

Staff Staff Signature
SICCA FM v1.02 - Apr 3, 2007 Initials and Date
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	65. Decrease (or inability) to recognize hot from cold
	66. Decrease (or inability) to feel pain, cuts, bruises, or injuries
	67. A more or less continuous rickling or ingling feeling with or without an asleep dead feeling
	14. Pernicious or Hemolytic Anemia
	15. Graves’ Disease
	16. Hashimoto Thyroiditis
	17. Reiter Syndrome
	68. Sharp abbing needle-like pain or pulses of pain (lasting seconds or a minute or two)
	70. Was this questionnaire administered by study staff?
	29. An abnormal chest x-ray
	30. Shortness of breath
	31. Awakening at night with shortness of breath
	32. Discomfort, pressure, a tight feeling, or pain in the chest
	26. Frequent coughing without a cold
	27. Coughing of blood
	28. Wheezing (asthma)
	69. Persistent or frequent burning discomfort
	33. Cramps in your legs while walking
	34. Nausea
	35. Vomiting of blood or coffee ground material
	36. Frequent or severe heartburn
	37. Stomach pain relieved by food or milk
	38. Jaundice
	39. Increasing constipation
	40. Persistent diarrhea
	41. Blood in stools
	42. Getting up at night to pass urine
	43. Joint stiffness in the morning, lasting for more than one hour
	44. Joint pain or joint swelling
	45. Unexplained pain in many areas of both your upper and lower body and both your right and left sides that lasted 3 months or more
	46. Easy bruising
	47. Redness
	48. Rash
	49. Hives (itchy welts caused by allergic reaction)
	50. Sun sensitivity (significant rash after sun exposure, but not sun burn)
	60. Weakness of shoulders and upper arms, for example, to lift objects from a high shelf, to comb your hair, or to bring your hands to your face as in washing or eating
	61. Weakness of the legs so that you slap your feet in walking or cannot carry your weight on your heels
	64. Decrease (or inability) to feel the surface features, size, shape, or texture of what you touch
	54. Dizziness
	55. Memory loss
	56. Recurring severe headaches
	57. Fainting or blackout spells
	51. Tightness
	52. Hair loss
	53. Color changes of fingers or toes when exposed to the cold (Raynaud)
	59. Weakness of fingers when clasping or grasping objects
	63. Weakness of your thighs and hips so that you have difficulty (or inability) to climb or descend stairs, arise from a chair, sofa or toilet seat, and in these acts need to use your arms
	62. Weakness of the legs so that you cannot walk on your toes or forefoot
	58. Weakness of hands (e.g. to zip, button, handle coins, manipulate a key, or other hand weakness)
	1. Type 1 Diabetes (Insulin dependent)
	2. Type 2 Diabetes (Non-insulin dependent)
	3. Multiple Sclerosis
	4. Beht Disease
	5. Psoriasis
	6. Myasthenia Gravis
	7. Vitiligo
	8. Pemphigus Vulgaris
	9. Ulcerative Colitis
	10. Crohn Disease
	11. Wegener Granulomatosis
	12. Discoid Lupus
	13. Ankylosing Spondylitis
	64a. Mark all that apply:
	65a. Mark all that apply:
	66a. Mark all that apply:
	67a. Mark all that apply:
	68a. Mark all that apply:
	69a. Mark all that apply:
	18. Unintentional weight loss over 10 pounds/4.5 kilograms in the last year
	19. Ringing in ears
	20. Loss of hearing
	21. Nosebleeds
	22. Loss of smell
	23. Dryness in nose
	24. Loss of taste
	25. Hoarse voice without a cold


<<
  /ASCII85EncodePages false
  /AllowTransparency false
  /AutoPositionEPSFiles true
  /AutoRotatePages /All
  /Binding /Left
  /CalGrayProfile (Dot Gain 20%)
  /CalRGBProfile (sRGB IEC61966-2.1)
  /CalCMYKProfile (U.S. Web Coated \050SWOP\051 v2)
  /sRGBProfile (sRGB IEC61966-2.1)
  /CannotEmbedFontPolicy /Warning
  /CompatibilityLevel 1.4
  /CompressObjects /Tags
  /CompressPages true
  /ConvertImagesToIndexed true
  /PassThroughJPEGImages true
  /CreateJDFFile false
  /CreateJobTicket false
  /DefaultRenderingIntent /Default
  /DetectBlends true
  /DetectCurves 0.0000
  /ColorConversionStrategy /LeaveColorUnchanged
  /DoThumbnails false
  /EmbedAllFonts true
  /EmbedOpenType false
  /ParseICCProfilesInComments true
  /EmbedJobOptions true
  /DSCReportingLevel 0
  /EmitDSCWarnings false
  /EndPage -1
  /ImageMemory 1048576
  /LockDistillerParams false
  /MaxSubsetPct 100
  /Optimize true
  /OPM 1
  /ParseDSCComments true
  /ParseDSCCommentsForDocInfo true
  /PreserveCopyPage true
  /PreserveDICMYKValues true
  /PreserveEPSInfo true
  /PreserveFlatness true
  /PreserveHalftoneInfo false
  /PreserveOPIComments false
  /PreserveOverprintSettings true
  /StartPage 1
  /SubsetFonts true
  /TransferFunctionInfo /Apply
  /UCRandBGInfo /Preserve
  /UsePrologue false
  /ColorSettingsFile ()
  /AlwaysEmbed [ true
  ]
  /NeverEmbed [ true
  ]
  /AntiAliasColorImages false
  /CropColorImages true
  /ColorImageMinResolution 300
  /ColorImageMinResolutionPolicy /OK
  /DownsampleColorImages true
  /ColorImageDownsampleType /Bicubic
  /ColorImageResolution 300
  /ColorImageDepth -1
  /ColorImageMinDownsampleDepth 1
  /ColorImageDownsampleThreshold 1.50000
  /EncodeColorImages true
  /ColorImageFilter /DCTEncode
  /AutoFilterColorImages true
  /ColorImageAutoFilterStrategy /JPEG
  /ColorACSImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /ColorImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /JPEG2000ColorACSImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /JPEG2000ColorImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /AntiAliasGrayImages false
  /CropGrayImages true
  /GrayImageMinResolution 300
  /GrayImageMinResolutionPolicy /OK
  /DownsampleGrayImages true
  /GrayImageDownsampleType /Bicubic
  /GrayImageResolution 300
  /GrayImageDepth -1
  /GrayImageMinDownsampleDepth 2
  /GrayImageDownsampleThreshold 1.50000
  /EncodeGrayImages true
  /GrayImageFilter /DCTEncode
  /AutoFilterGrayImages true
  /GrayImageAutoFilterStrategy /JPEG
  /GrayACSImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /GrayImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /JPEG2000GrayACSImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /JPEG2000GrayImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /AntiAliasMonoImages false
  /CropMonoImages true
  /MonoImageMinResolution 1200
  /MonoImageMinResolutionPolicy /OK
  /DownsampleMonoImages true
  /MonoImageDownsampleType /Bicubic
  /MonoImageResolution 1200
  /MonoImageDepth -1
  /MonoImageDownsampleThreshold 1.50000
  /EncodeMonoImages true
  /MonoImageFilter /CCITTFaxEncode
  /MonoImageDict <<
    /K -1
  >>
  /AllowPSXObjects false
  /CheckCompliance [
    /None
  ]
  /PDFX1aCheck false
  /PDFX3Check false
  /PDFXCompliantPDFOnly false
  /PDFXNoTrimBoxError true
  /PDFXTrimBoxToMediaBoxOffset [
    0.00000
    0.00000
    0.00000
    0.00000
  ]
  /PDFXSetBleedBoxToMediaBox true
  /PDFXBleedBoxToTrimBoxOffset [
    0.00000
    0.00000
    0.00000
    0.00000
  ]
  /PDFXOutputIntentProfile ()
  /PDFXOutputConditionIdentifier ()
  /PDFXOutputCondition ()
  /PDFXRegistryName ()
  /PDFXTrapped /False

  /Description <<
    /CHS <FEFF4f7f75288fd94e9b8bbe5b9a521b5efa7684002000500044004600206587686353ef901a8fc7684c976262535370673a548c002000700072006f006f00660065007200208fdb884c9ad88d2891cf62535370300260a853ef4ee54f7f75280020004100630072006f0062006100740020548c002000410064006f00620065002000520065006100640065007200200035002e003000204ee553ca66f49ad87248672c676562535f00521b5efa768400200050004400460020658768633002>
    /CHT <FEFF4f7f752890194e9b8a2d7f6e5efa7acb7684002000410064006f006200650020005000440046002065874ef653ef5728684c9762537088686a5f548c002000700072006f006f00660065007200204e0a73725f979ad854c18cea7684521753706548679c300260a853ef4ee54f7f75280020004100630072006f0062006100740020548c002000410064006f00620065002000520065006100640065007200200035002e003000204ee553ca66f49ad87248672c4f86958b555f5df25efa7acb76840020005000440046002065874ef63002>
    /DAN <>
    /DEU <>
    /ESP <>
    /FRA <>
    /ITA <>
    /JPN <>
    /KOR <FEFFc7740020c124c815c7440020c0acc6a9d558c5ec0020b370c2a4d06cd0d10020d504b9b0d1300020bc0f0020ad50c815ae30c5d0c11c0020ace0d488c9c8b85c0020c778c1c4d560002000410064006f0062006500200050004400460020bb38c11cb97c0020c791c131d569b2c8b2e4002e0020c774b807ac8c0020c791c131b41c00200050004400460020bb38c11cb2940020004100630072006f0062006100740020bc0f002000410064006f00620065002000520065006100640065007200200035002e00300020c774c0c1c5d0c11c0020c5f40020c2180020c788c2b5b2c8b2e4002e>
    /NLD (Gebruik deze instellingen om Adobe PDF-documenten te maken voor kwaliteitsafdrukken op desktopprinters en proofers. De gemaakte PDF-documenten kunnen worden geopend met Acrobat en Adobe Reader 5.0 en hoger.)
    /NOR <>
    /PTB <>
    /SUO <>
    /SVE <>
    /ENU (Use these settings to create Adobe PDF documents for quality printing on desktop printers and proofers.  Created PDF documents can be opened with Acrobat and Adobe Reader 5.0 and later.)
  >>
  /Namespace [
    (Adobe)
    (Common)
    (1.0)
  ]
  /OtherNamespaces [
    <<
      /AsReaderSpreads false
      /CropImagesToFrames true
      /ErrorControl /WarnAndContinue
      /FlattenerIgnoreSpreadOverrides false
      /IncludeGuidesGrids false
      /IncludeNonPrinting false
      /IncludeSlug false
      /Namespace [
        (Adobe)
        (InDesign)
        (4.0)
      ]
      /OmitPlacedBitmaps false
      /OmitPlacedEPS false
      /OmitPlacedPDF false
      /SimulateOverprint /Legacy
    >>
    <<
      /AddBleedMarks false
      /AddColorBars false
      /AddCropMarks false
      /AddPageInfo false
      /AddRegMarks false
      /ConvertColors /NoConversion
      /DestinationProfileName ()
      /DestinationProfileSelector /NA
      /Downsample16BitImages true
      /FlattenerPreset <<
        /PresetSelector /MediumResolution
      >>
      /FormElements false
      /GenerateStructure true
      /IncludeBookmarks false
      /IncludeHyperlinks false
      /IncludeInteractive false
      /IncludeLayers false
      /IncludeProfiles true
      /MultimediaHandling /UseObjectSettings
      /Namespace [
        (Adobe)
        (CreativeSuite)
        (2.0)
      ]
      /PDFXOutputIntentProfileSelector /NA
      /PreserveEditing true
      /UntaggedCMYKHandling /LeaveUntagged
      /UntaggedRGBHandling /LeaveUntagged
      /UseDocumentBleed false
    >>
  ]
>> setdistillerparams
<<
  /HWResolution [2400 2400]
  /PageSize [612.000 792.000]
>> setpagedevice




