Pilot E-ADNI - Execution Phase (E-ADNI)

Registry

Participant:

Visit:  


Participant ID

Site name

	


Center:

Copenhagen, DENMARK
(01)
Stockholm, SWEDEN 

(02)

Toulouse, FRANCE

(03)

Münich, GERMANY 

(04)

Brescia, ITALY
 

(05)

Rome, ITALY


(06)

Amsterdam, NETHERLANDS
(07)
Investigator name
	


Examination Date

Month    Day
Year

Patient (participant) identification number

	


        Please use the ID number form as follows:


XX_YYY_U_Z_WW

The CRF ID number will consist only by the first three codes:


XX – site number (use the numbering of the center above)

YYY – cumulative number of a subject (001- first subject, 002 – second subject, …)

U – subject diagnosis:
SN – Healthy subject





SA – AD subject





SM – MCI subject

Current Diagnosis

NL

MCI

AD
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Pilot E-ADNI - Execution Phase (E-ADNI)

Participant Demographic Information  1/2
Participant:

Visit:  


Participant ID

Information Source

Participant Visit

Telephone Call

1.  Participant Gender

Male

Female

2.  Participant Date of Birth

Month    Day
Year

3.  Participant Handedness

Right

Left

4.  Participant Marital Status

Married

Widowed

Divorced

Never married

Unknown

5.  Participant Education
     Number of years of formal education (including primary school):
	


If less than 6 years...

5a. Does the participant have a work history sufficient to exclude mental retardation?

NOTE: If No, the participant must be excluded from the study.

Yes

No

6. Participant Occupation

6a. Primary occupation during most of adult life



6b.  Most recent occupation


7.  Participant Retired?

Yes

No

Retirement Date

Month    Day
Year
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Pilot E-ADNI - Execution Phase (E-ADNI)

Participant Demographic Information  2/2
Participant:

Visit:  

Participant ID

8.  Type of Participant residence

House

Condo/Co-op (owned)

Apartment (rented)

Mobile Home

Retirement Community

Assisted Living

Skilled Nursing Facility

Other (specify) 
If Other, specify:

9.  Language to be used for testing the Participant

Danish
Dutch
English

French
German

Italian
Swedish
10.  Participant's Primary Language

Danish
Dutch

English

French
German

Italian
Swedish
Other (specify) 
If Other, specify:
	


11.  Year of onset of Alzheimer's disease symptoms (best estimate)

NOTE: Field is not applicable for MCI and NL participants.
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Pilot E-ADNI - Execution Phase (E-ADNI)

Study Partner Demographic Information  1/2
Participant:

Visit:  


Participant ID


1.  Study Partner Initials

2.  Study Partner Gender

Male

Female

3.  Study Partner Date of Birth

Month    Day
Year

4.  Study Partner Marital Status

Married

Widowed

Divorced

Never married

Unknown

5.  Study Partner Education

      Number of years of formal education (including primary school):

	


6. Study Partner Occupation

6a. Primary occupation during most of adult life



6b.  Most recent occupation

7.  Study Partner Retired?

Yes

No

Study Partner Retirement Date

If Month and/or Day are unknown, enter '- -' in their place.  A valid Year must be provided.

Month    Day
Year
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Pilot E-ADNI - Execution Phase (E-ADNI)

Study Partner Demographic Information  2/2
Participant:

Visit: 


Participant ID

8.  Relationship of the Study Partner to the Participant

Husband

Wife

Son

Daughter

Son-in-Law

Daughter-in-Law

Other relative (specify)

Friend/companion

Paid caregiver (specify)

Other (specify)

If Other relative, Paid Caregiver, or Other, specify:

9.  How many hours per week does the Study Partner spend with the Participant?

(Range 1-168)

hours
10.  Do the Study Partner and Participant live together?

Yes

No

11.  Language to be used for testing the Study Partner

Danish
Dutch

English
French
German

Italian
Swedish
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Pilot E-ADNI - Execution Phase (E-ADNI) 
Family History Questionnaire Participant:

Visit: 


Participant ID
Instructions:

Ask the participant and study partner about the presence of dementia and Alzheimer's disease for the following biological (blood) relatives. Dementia should be indicated if a relative has a history of senility or progressive memory problems over time. 

NOTE: Alzheimer's Disease should only be answered when Dementia is answered "Yes."

Information Souce

Participant Visit

Telephone Call

Indicate below who provided the information collected for this questionnaire:

Participant only

Study Partner only

Both Participant and Study Partner

1. Mother

Dementia

Yes

No

2. Father

Dementia

Yes

No

3.  Does the participant have any siblings?


Alzheimer's Disease

Yes

No

Alzheimer's Disease

Yes

No

Yes

No

Sibling 1
Gender



Dementia


Alzheimer’s Disease
   □ Male

   
   □ Yes



   □ Yes
   □ Female

   
   □ No




   □ No
Sibling 2

Gender



Dementia


Alzheimer’s Disease

   □ Male

   
   □ Yes



   □ Yes
   □ Female

   
   □ No




   □ No
Sibling 3

Gender



Dementia


Alzheimer’s Disease

   □ Male

   
   □ Yes



   □ Yes
   □ Female

   
   □ No




   □ No
Sibling 4

Gender



Dementia


Alzheimer’s Disease

   □ Male

   
   □ Yes



   □ Yes
   □ Female

   
   □ No




   □ No
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  Pilot E-ADNI - Execution Phase (E-ADNI)

Vital Signs

Participant:

Visit:  


Participant ID

Instructions:

Units used to report weight and temperature must be consistent across all visits for each participant.

NOTE: An exception (to Inclusion #19b) is required if any vital signs are not obtained.


1a.  Weight
1b.  Weight Units

pounds

kilograms

2a.  Height
2b.  Height Units

inches

centimeters

3. Seated Blood Pressure

Systolic – mmHg _____________
Diastolic – mmHg _______________
4.  Seated Pulse Rate (per minute) ______
5.  Respirations (per minute) _______

6a.  Temperature

degrees
7.  Comments regarding vital signs:


6b.  Temperature Source

Oral

Tympanic

Other


6c.  Temperature Units

Fahrenheit

Celsius
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Pilot E-ADNI - Execution Phase (E-ADNI) 
Logical Memory IA – Immediate Recall Participant:

Visit:  


Participant ID

Instructions:

Say, “I am going to read to you a little story of just a few lines.  Listen carefully and try to remember it just the way I say it, as close to the same words as you can remember.  When I am through I want you to tell me everything I read to you.  You should tell me all you can remember even if you are not sure.  Are you ready?” Read the story (below).

Anna / Thompson / of South / Boston, / employed / as a cook / in a school / cafeteria, / reported / at the City Hall / Station / that she had been held up / 
on State Street / the night before /and robbed / of fifty-six dollars. / 
She had four / small children, / the rent was due, / and they had not eaten / 
for two days. / The police, / touched by the woman’s story, / 
took up a collection / for her.

Instructions continued:

When you are finished reading, say to the subject “Now what did I read to you?  Tell me everything and begin at the beginning.” Always permit the subject to include additional information by prompting with, “Anything Else?”
Record the subject’s story on this form between the lines of the text above.  To simplify the recording, underline each unit that is reported verbatim and write in (above text) units that are reported, but NOT verbatim.

Say, “Later on I will ask you to tell me this story again, so try not to forget it.”
Scoring: 

The phrases and words separated by diagonal lines in the passage (above) are treated as items, and each item correctly repeated is worth one point.

Immediate Recall Total Score

Enter total number of units recalled by the subject (verbatim and acceptable non verbatim) (Range = 0-25)
	
	


	
	
	
	


TIME ENDED:  
  (24-hour clock)
Note: The Logical Memory II - Delayed Recall must be administered at least 30 and no more than 40 minutes after this exam.
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Pilot E-ADNI - Execution Phase (E-ADNI) 
Logical Memory IIA – Delayed Recall Participant:

Visit:  


Participant ID

	
	
	
	


TIME BEGAN:  
   (24-hour clock)
Note:
This exam is to be administered at least 30 and no more than 40 minutes after Logical Memory I - Immediate Recall.

Instructions:
Say: “Do you remember the little story I read to you a few minutes ago?  Now I want you to tell me the story again.  Tell me everything; begin at the beginning.”
If the subject does not recall the story, it is permissible to offer a reminder as follows.  Say, “The story was about a woman who was robbed,” but do not give any further help other than general encouragement.  Note on this form whether a reminder was given. After the subject has recalled the story, prompt with, “Anything else?”
Record the subject’s story on this form between the lines of the text below.  Underline each unit that is reported verbatim and write in (above text) units that are reported, but NOT verbatim.
Anna / Thompson / of South / Boston, / employed / as a cook / in a school / cafeteria, / reported / at the City Hall / Station / that she had been held up / on State Street / the night before /and robbed / of fifty-six dollars. / 
She had four / small children, / the rent was due, /and they had not eaten / for two days. / The police, / touched by the woman’s story, / 
took up a collection / for her.
Scoring
The phrases and words separated by diagonal lines in the passage (above) are treated as items, and each item correctly recalled is worth one point.
Y 
N

(1)
(2)

Reminder given?
□
□  (check one)
Delayed Recall  Total Score
Enter total number of units recalled by the subject (verbatim and acceptable non- verbatim) (Range = 0-25)
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Pilot E- ADNI - Execution Phase (E-ADNI)
Mini Mental State Exam 1/2
Participant:

Visit:  


Participant ID

Check the appropriate box, correct or incorrect, for each of the 30 items and record the subject’s verbatim response in the space provided.
Orientation
Correct
Incorrect


1.
What is today’s date?  

2.
What is the year?  

3.
What is the month?  

4.
What day is today?  

5.
What season is it?  

6.
What is the name of this hospital (clinic, place)?

7.
What floor are we on?  

8.
What town or city are we in?  

9.
What county (district, borough, area) are you in?  

10.  What state are we in?  

Immediate Recall
Tell the subject, “I’m going to name three objects.  After I have said them, I want you to
          repeat them.  Remember what they are, because I’m going to ask you to name them
          again in a few minutes.” The first repetition determines his/her score (0-3), but keep saying
          them until he/she can repeat all three, up to six trials.
Correct
Incorrect


11. Ball

12. Flag

13. Tree



[image: image1]
13a. Number of trials (Range = 1-6)
ALZHEIMER’S  DISEASE  NEUROIMAGING  INITIA TIVE 
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Pilot E-ADNI - Execution Phase (E-ADNI)
Mini Mental State Exam 2/2
Participant:

Visit:  

Participant ID

Correct
Incorrect



14.   D

15.   L

16.   R

17.   O



Attention
 

Ask the subject to spell the word “world” backwards.
 

Say: “The word WORLD is spelled W-O-R-L-D.
 

Spell ‘world’ backwards.” Record the actual letters
 

of the subject’s final response starting on line 14.
Correct
Incorrect

Correct
Incorrect

18.   W   

19.  Ball
20.  Flag

21.  Tree



Delayed Recall
Ask the subject to recall the three words you previously asked him/her to remember. (There must be a 3-minute delay from Immediate Recall.)
Language


Correct
Incorrect


MMSE Total Score
(Range: 0-30)

22.  Show the subject a wrist watch and ask “What is this?”  If subject gives a function say, “Yes, but what is this called?” or “What is its name?”
23.  Repeat for pencil.
24.  Say: “Repeat after me: no ifs, ands, or buts.”
Give the subject a plain piece of paper and say, “Take the paper in your right hand, fold it in half and put it on the floor.”
25.  Takes paper in right hand.
26.  Folds paper in half.
27.  Puts paper on floor.
28.  Present the piece of paper which reads, “Close your eyes,” and say:
“Read this and do what it says.”  Score correct only if the subject actually closes his/her eyes.
29.  Give the subject a blank piece of paper and say: “Write a sentence.”
If needed, prompt the subject: “Write a sentence about the weather.”
Construction
30.  Present the subject with the Construction Stimulus page.  Say,
“Copy this design.”  Do not allow erasure.  The subject may request a second attempt.  (Clearly label the first and second attempts.)
SCORING: Count total number of correct responses for items 1-30. Total score must be between 24 and 30 (inclusive) for NL and MCI; 20-26 (inclusive) for AD, for subject to be eligible for study.
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Pilot E-ADNI - Execution Phase (E-ADNI)
Concurrent Medications Log 
Participant:

Visit: 


Participant ID


Medication

Dose
Frequency

Route
Reason Prescribed

Date Began

If Month and/or Day are unknown, enter '- -' in their place.  A valid Year must be provided.

Month    Day
Year

Is the medication continuing?

Yes

No

Date Ended

If Month and/or Day is unknown, enter '--' in their place. A valid year must be provided. If Medication is ongoing, leave Date Ended blank.

Month    Day
Year

Comments
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Pilot E-ADNI - Execution Phase (E-ADNI)
Clinical Dementia Rating 1/2
Participant:

Visit: 


Participant ID

Information Source

Participant Visit

Telephone Call

MEMORY:

0 = Healthy - No memory loss or slight inconsistent forgetfulness

0.5 = Questionable Dementia - Consistent slight forgetfulness; partial recollection of events; "benign" forgetfulness

1: Mild Dementia - Moderate memory loss; more marked for recent events;

defect interferes with everyday activities.

2 = Moderate Dementia - Severe memory loss; only highly learned material retained; new material rapidly lost

3 = Severe - Severe memory loss, only fragments remain

Score

ORIENTATION:

0 = Healthy - Fully oriented

0.5 = Questionable Dementia - Fully oriented except for slight difficulty with time relationships

1 = Mild Dementia - Moderate difficulty with time relationships; oriented for place at examination; may have geographic disorientation elsewhere

2 = Moderate Dementia - Severe difficulty with time relationships;

usually disoriented in time, often to place

3 = Severe Dementia - Oriented to person only

Score

JUDGMENT AND PROBLEM SOLVING:
0 = Healthy - Solves everyday problems and business and financial affairs well; judgment good in relation to past performannce

0.5 = Questionable Dementia - Slight impairment in solving problems, similarities, differences

1 = Mild Dementia - Moderate difficulty in handling problems, similarities, differences; social judgment usually maintained

2 = Moderate Dementia - Severely impaired in handling problems, similarities, differences; social judgment usually impaired

3 = Severe Dementia - Unable to make judgments or solve problems.

Score
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Pilot E-ADNI - Execution Phase (E-ADNI)
Clinical Dementia Rating 2/2

Participant:

Visit:  


Participant ID

COMMUNITY AFFAIRS:

0 = Healthy - Independent function at usual level in job, shopping, volunteering, and social groups

0.5 = Questionable Dementia - Slight impairment in these activities

1 = Mild Dementia - Unable to function independently at these activities though may still be engaged in some; appears normal to casual inspection

2 = Moderate Dementia - No pretense of independent function outside home. Appears well enough to be taken to functions outside a family home.

3 = Severe Dementia - No pretense of independent function outside home. Appears too ill to be taken to functions outside a family home.

Score

HOME AND HOBBIES:

0 = Healthy - Life at home, hobbies, intellectual interests well maintained

0.5 = Questionable Dementia - Life at home, hobbies, intellectual interests slightly impaired

1 = Mild Dementia - Mild but definite impairment of function at home; more difficult chores abandoned; more complicated hobbies and interests abandoned

2 = Moderate Dementia - Only simple chores preserved; very restricted interests, poorly maintained

3 = Severe Dementia - No significant function in home

Score

PERSONAL CARE:

0 = Healthy - Fully capable of self care

0.5 = Questionable Dementia - Fully capable of self care

1 = Mild Dementia - Needs prompting

2 = Moderate Dementia - Requires assistance in dressing, hygiene, keeping of personal effects

3 = Severe Dementia - Requires much help with personal care; frequent incontinence

Score

  GLOBAL CLINICAL DEMENTIA  RATING SCORE
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Pilot E-ADNI - Execution Phase (E-ADNI)
Geriatric Depression Scale 1/2
Participant:

Visit: 


Participant ID

Instructions:

Instruct the subject: "In the next part of this interview, I will ask you questions about your feelings. Some of the questions I will ask you may not apply, and some may make you feel uncomfortable. For each question, please answer "yes" or "no", depending on how you have been feeling in the past week, including today."

Information Source

Participant Visit

Telephone Call

Check here if:

Participant is unable to complete the GDS, based on the clinician's best judgement. If unable, explain:

1.  Are you basically satisfied with your life?

Yes(0)

No(1)

2.  Have you dropped many of your activities and interests?

Yes(1)

No(0)

3.  Do you feel that your life is empty?

Yes(1)

No(0)

4.  Do you often get bored?

Yes(1)

No(0)

5.  Are you in good spirits most of the time?

Yes(0)

No(1)

6.  Are you afraid that something bad is going to happen to you?

Yes(1)

No(0)

7.  Do you feel happy most of the time?

Yes(0)

No(1)

8.  Do you often feel helpless?

Yes(1)

No(0)

9.  Do you prefer to stay at home, rather than going out and doing new things?

Yes(1)

No(0)
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Pilot E-ADNI - Execution Phase (E-ADNI)
Geriatric Depression Scale 2/2

Participant:

Visit: 


Participant ID

10.  Do you feel you have more problems with memory than most?

Yes(1)

No(0)

11.  Do you think its wonderful to be alive now?

Yes(0)

No(1)

12.  Do you feel pretty worthless the way you are now?

Yes(1)

No(0)

13.  Do you feel full of energy?

Yes(0)

No(1)

14.  Do you feel that your situation is hopeless?

Yes(1)

No(0)

15.  Do you think that most people are better off than you are?

Yes(1)

No(0) 
Total GDS Score
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Pilot E-ADNI - Execution Phase (E-ADNI)
Medical History 1/7
Participant:

Visit:  


Participant ID

Instructions:

* Indicate whether or not the participant has a clinically significant history of problems in any of the areas listed below.

* If the participant is currently taking medication for a condition, the system should be entered below as Yes.

Information Source

Participant Visit

Telephone Call
1.  Psychiatric

Yes

No

Details

Description of problem (including date of onset)

	


Is the problem current?

Yes

No

If Yes, is the problem stable?

Yes

No
2.  Neurologic (other than AD)

Yes

No

Details
Description of problem (including date of onset)

	


Is the problem current?

Yes

No

If Yes, is the problem stable?

Yes

No
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Pilot E-ADNI - Execution Phase (E-ADNI)
Medical History 2/7

Participant:

Visit:  


Participant ID

3.  Head, Eyes, Ears, Nose and Throat

Yes

No

Details
Description of problem (including date of onset)

	


Is the problem current?

Yes

No

If Yes, is the problem stable?

Yes

No
4.  Cardiovascular

Yes

No

Details
Description of problem (including date of onset)

	


Is the problem current?

Yes

No

If Yes, is the problem stable?

Yes

No
5.  Respiratory

Yes

No

Details
Description of problem (including date of onset)

	


Is the problem current?

Yes

No

If Yes, is the problem stable?

Yes

No
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Pilot E-ADNI - Execution Phase (E-ADNI)
Medical History 3/7

Participant:

Visit:  


Participant ID

6.  Hepatic

Yes

No

Details
Description of problem (including date of onset)

	


Is the problem current?

Yes

No

If Yes, is the problem stable?

Yes

No
7.  Dermatologic-Connective Tissue

Yes

No

Details

Description of problem (including date of onset)

	


Is the problem current?

Yes

No

If Yes, is the problem stable?

Yes

No
8.  Musculoskeletal

Yes

No

Details
Description of problem (including date of onset)

	


Is the problem current?

Yes

No

If Yes, is the problem stable?

Yes

No
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Pilot E-ADNI - Execution Phase (E-ADNI)
Medical History 4/7

Participant:

Visit:  


Participant ID

9.  Endocrine-Metabolic

Yes

No

Details
Description of problem (including date of onset)

	


Is the problem current?

Yes

No

If Yes, is the problem stable?

Yes

No
10.  Gastrointestinal

Yes

No

Details

Description of problem (including date of onset)

	


Is the problem current?

Yes

No

If Yes, is the problem stable?

Yes

No
11.  Hematopoietic-Lymphatic

Yes

No

Details

Description of problem (including date of onset)

	


Is the problem current?

Yes

No

If Yes, is the problem stable?

Yes

No
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Pilot E-ADNI - Execution Phase (E-ADNI) 
Medical History 5/7
Participant:

Visit:  


Participant ID

12.  Renal-Genitourinary

Yes

No

Details
Description of problem (including date of onset)

	


Is the problem current?

Yes

No

If Yes, is the problem stable?

Yes

No
13.  Allergies or Drug Sensitivities

Yes

No

Details
Description of problem (including date of onset)

	


Is the problem current?

Yes

No

If Yes, is the problem stable?

Yes

No
14.  Alcohol Abuse

Yes

No

Details
Description of problem (including date of onset)

	


Is the problem current?

Yes

No

If Yes, is the problem stable?

Yes

No
22
Pilot E-ADNI - Execution Phase (E-ADNI) 
Medical History 6/7

Participant:

Visit:  


Participant ID

15.  Drug Abuse

Yes

No

Details
Description of problem (including date of onset)

	


Is the problem current?

Yes

No

If Yes, is the problem stable?

Yes

No
16.  Smoking

Yes

No

Details
Description of problem (including date of onset)

	


Is the problem current?

Yes

No

If Yes, is the problem stable?

Yes

No
17.  Malignancy

Yes

No

Details
Description of problem (including date of onset)

	


Is the problem current?

Yes

No

If Yes, is the problem stable?

Yes

No
23

Pilot E-ADNI - Execution Phase (E-ADNI) 
Medical History 7/7

Participant:

Visit:  


Participant ID

18.  Major Surgical Procedures

Yes

No

Details
Description of problem (including date of onset)

	


Is the problem current?

Yes

No

If Yes, is the problem stable?

Yes

No
19.  Other (if none, select "No")

Yes

No

Details

Description of problem (including date of onset)

	


Is the problem current?

Yes

No

If Yes, is the problem stable?

Yes

No
General Comments
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Pilot E-ADNI - Execution Phase (E-ADNI)
Physical Exam 1/2
Participant:

Visit: 


Participant ID

Instructions:

If any item is abnormal, provide a brief description or comment about the finding. If there are no other findings, please check

#12 (Other) as "Normal".

 1.  General Appearance

Normal

Abnormal

2.  Head, Eyes, Ears, Nose and Throat

Normal

Abnormal

3.  Neck

Normal

Abnormal

4.  Chest

Normal

Abnormal

5.  Heart

Normal

Abnormal

6.  Abdomen

Normal

Abnormal

7.  Extremities

Normal

Abnormal

8.  Edema

Normal

Abnormal

9.  Peripheral Vascular

Normal

Abnormal

10.  Skin and Appendages

Normal

Abnormal

11.  Musculoskeletal

Normal

Abnormal




Details

(Must be provided if Abnormal.)

Details

(Must be provided if Abnormal.)

Details

(Must be provided if Abnormal.)

Details

(Must be provided if Abnormal.)

Details

(Must be provided if Abnormal.)

Details

(Must be provided if Abnormal.)

Details

(Must be provided if Abnormal.)

Details

(Must be provided if Abnormal.)

Details

(Must be provided if Abnormal.)

Details

(Must be provided if Abnormal.)

Details

(Must be provided if Abnormal.)
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Pilot E-ADNI - Execution Phase (E-ADNI)

Physical Exam 2/2
Participant:

Visit:  


Participant ID

12.  Other

Normal

Abnormal

13.  General Comments



Details

(Must be provided if Abnormal.)

14.  Based on the Physical Examination, clinician must check appropriate box below: NOTE: If the participant is not eligible, he/she may not be enrolled without an exception from the Project Principal Investigator.
Findings consistent with eligibility for study

Participant is not eligible for study
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Pilot E-ADNI - Execution Phase (E-ADNI)
Neurological Exam 1/2

Participant:

Visit:  


Participant ID

Instructions:

If any item is present or abnormal, provide a brief description or comment about the finding. If there are no other findings, please check #12 (Other) as "Normal".

1.  Significant Visual Impairment

Absent

Present

2.  Significant Auditory Impairment

Absent

Present

3.  Tremor

Absent

Present

4.  Level of Consciousness

Normal

Abnormal

5.  Cranial Nerves

Normal

Abnormal

6.  Motor Strength

Normal

Abnormal

7a.  Cerebellar - Finger to Nose

Normal

Abnormal

7b.  Cerebellar - Heel to Shin

Normal

Abnormal

8.  Sensory

Normal

Abnormal

9.  Deep Tendon Reflexes

Normal

Abnormal

10.  Plantar Reflexes

Normal

Abnormal




Details

(Must be provided if Present.)

Details

(Must be provided if Present.)

Details

(Must be provided if Present.)

Details

(Must be provided if Abnormal.)

Details

(Must be provided if Abnormal.)

Details

(Must be provided if Abnormal.)

Details

(Must be provided if Abnormal.)

Details

(Must be provided if Abnormal.)

Details

(Must be provided if Abnormal.)

Details

(Must be provided if Abnormal.)

Details

(Must be provided if Abnormal.)
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Pilot E-ADNI - Execution Phase (E-ADNI) 
Neurological Exam 2/2

Participant:

Visit:  


Participant ID

11.  Gait

Normal

Abnormal

12.  Other

Normal

Abnormal

13.  General Comments



Details

(Must be provided if Abnormal.)

Details

(Must be provided if Abnormal.)

14.  Based on Neurological Examination, clinician must check appropriate box below: NOTE: If the participant is not eligible, he/she may not be enrolled without an exception from the Project Principal Investigator.

Findings consistent with eligibility for study

Participant is not eligible for study
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Pilot E-ADNI - Execution Phase (E-ADNI) 
Modified Hachinski 
Participant:

Visit: 


Participant ID

Instructions:

Select "Absent" or "Present" for each of the clinical features of cognitive impairment listed below.

1.  Abrupt Onset of Dementia

Present - 2 points

Absent

2.  Stepwise Deterioration of Dementia

Present - 1 point

Absent

3.  Somatic Complaints

Present - 1 point

Absent

4.  Emotional Incontinence

Present - 1 point

Absent

5.  History of Hypertension

Present - 1 point

Absent

6.  History of Stroke

Present - 2 points

Absent

7.  Focal Neurologic Symptoms

Present - 2 points

Absent

8.  Focal Neurologic Signs

Present - 2 points

Absent

TOTAL SCORE
	


Sum the values assigned to the items answered "Present" (Range: 0-12)

NOTE: Total score must be less than or equal to 4 for the participant to be included in the study.
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Pilot E-ADNI - Execution Phase (E-ADNI)
Inclusion Criteria AD 1/3
Participant:

AD Subjects

Visit: 


Participant ID

Instructions:

If the answer to any question 1-19 is NO, the participant MAY

NOT be enrolled in the study without an exception from the Project Principal Investigator.
1.  Have the participant and study partner signed the Informed Consent form?

Yes

No

If Yes, date signed

Month    Day
Year

Check the following to indicate the participant is suitable for and consents to:

1.5 Tesla MRI

PET Scan

3 Tesla MRI

Lumbar Puncture
2.  Does the participant have memory complaints that are verified by an informant?

Yes

No

3. Does the participant have abnormal memory function documented by scoring below the education adjusted cutoff on the Logical Memory II subscale (Delayed Paragraph Recall) from the Wechsler Memory Scale

- Revised (the maximum score is 25):
a) less than or equal to 8 for 16 or more years of education
b)less than or equal to 4 for 8-15 years of education
c)less than or equal to 2 for 0-7 years of education

Yes

No
4.  Does the participant have a Mini-Mental State Exam score between 20 and 26 (inclusive)?

Yes

No
Note: Exceptions may be made for subjects with less than 8 years of education at the discretion of the study Principal Investigator.

5.  Does participant have a Clinical Dementia rating of 0.5 or 1.0?

Yes

No

6.  Does the participant meet NINCDS/ADRDA criteria for probable AD?

Yes

No

7.  Does the participant have a Modified Hachinski score less than or equal to 4?

Yes

No

8.  Is the participant between 55 and 90 years of age inclusive?

Yes

No
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Pilot E-ADNI - Execution Phase (E-ADNI) 
Inclusion Criteria AD 2/3

Participant:

AD Subjects

Visit:  


Participant ID

9. Has the participant been on stable doses of permitted medications for at least 4 weeks prior to screening?
9a.   Did the subject take stable doses of antidepressants lacking significant anticholinergicside effect (if the subject is not currently depressed and do not have a history of major depression within the past 1 year)?

Yes

No

9b. Estrogen replacement therapy.

Yes

No
  9c. Gigko biloba (is permissible, but discouraged).
Yes

No
9d. Washout from psychoactive medication (e.g. excluded anti-depressants, neuroleptics, chronic anxiolytics or sedative hypnotics, etc.) for at least 4 weeks prior to the visit.

Yes

No
  9e. Cholinesterase inhibitors and memantine (are allowable if stable for 4 weeks prior to screen).

Yes

No
10.  Does the participant have a Geriatric Depression Scale score of <6?

Yes

No

11. Does the participant have an informant available who they have frequent contact with (e.g. an average of 10 hours per week or more), and can accompany the participant to all clinic visits and imaging sessions for the duration of the protocol?

Yes

No

12. Does the participant have adequate visual and auditory acuity to allow neuropsychological testing?

Yes

No

13. Is the participant in good general health with no additional diseases expected to interfere with the study?

Yes

No

14. If female, is the participant not pregnant, lactating, or of childbearing potential (i.e. women must be two years post-menopausal or surgically sterile)?

Yes

No

N/A

15. Is the participant willing and able to complete all baseline assessments and participate in a 2-year protocol?

Yes

No
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Pilot E-ADNI - Execution Phase (E-ADNI)
Inclusion Criteria AD3/3
Participant:

AD Subjects

Visit:  


Participant ID

16. Is the participant willing to undergo MRI 1.5 Tesla neuroimaging (PET and MRI 3 Tesla are optional) and provide DNA for ApoE assessments and banking as well as plasma samples at protocol specified time points?

Yes

No

17. Has the participant completed 6 grades of education (or had a good work history sufficient to exclude mental retardation)?

Yes

No

18.  Is the participant fluent in Danish, Dutch, French, German, Italian, Swedish or English?

Yes

No
19. Is the participant physically acceptable for this study as confirmed by the:

19a.  Medical History

Yes

No

19b.  Physical Examination?

Must be answered "No" if any screening Vital Signs are missing.

Yes

No

19c.  Neurological Examination?

Yes

No

19d.  Laboratory Tests?

Yes

No
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Pilot E-ADNI - Execution Phase (E-ADNI) 
Exclusion Criteria AD 1/2

Participant:

AD Subjects

Visit:  


Participant ID

Instructions:

If the answer to any question 1-11 is YES, the participant MAY NOT be enrolled in the study without an exception from the Project Principal Investigator.

1. Does the participant have a significant neurologic disease other than Alzheimer's disease including Parkinson's disease, multi-infarct dementia, Huntington's disease, normal pressure hydropcephalus, brain tumor, progressive supranuclear palsy, seizure disorder, subdural hematoma, multiple sclerosis, or history of significant head trauma followed by persistent neurologic defaults or known structural brain abnormalities?

Yes

No

2. Does the participant's MRI scans have evidence of infection, infarction, or other focal lesions? Participants with multiple lacunes or lacunes in a critical memory structure are excluded.

This item should be left unanswered until after the MRI scan has been conducted.

Yes

No
3. Does the participant have a pacemaker, aneurysm clips, artificial heart valves, ear implants, metal fragments or foreign objects in the eyes, skin or body.

Yes

No
4. Has the participant had major depression or bipolar disorder as described in DSM-IV within the past year, a history of schizophrenia (DSM IV citeria), or psychotic features, agitation or behavioral problems within the last 3 months which could lead to difficulty complying with the protocol?

Yes

No
5. Does the participant have a history of alcohol or substance abuse or dependence within the past 2

years (DSM IV criteria)?

Yes

No
6. Does the participant have a significant systemic illness or unstable medical condition which could lead to difficulty complying with the protocol?

Yes

No
7. Does the participant have any clinically significant abnormalities in B12, RPR, or TFTs that might interfere with the study.

Yes

No
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Pilot E-ADNI - Execution Phase (E-ADNI) 
Exclusion Criteria AD 2/2

Participant:

AD Subjects

Visit:  


Participant ID

8.  Does the participant reside in a skilled nursing facility?

Yes

No
9. Is the participant currently taking, or has he/she taken in the last 4 weeks, any excluded medication(s)

as described in the Appendix?
Yes

No
10.  Has the participant used another investigational agent within one month prior to screening?
Yes

No
11. Is the participant participating in a clinical study involving neuropsychological measures being collected more than one time per year?

Yes

No
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Pilot E-ADNI - Execution Phase (E-ADNI) 
Inclusion Criteria MCI 1/3

Participant:

MCI Subjects

Visit: 


Participant ID

Instructions:

If the answer to any question 1-19 is NO, the participant MAY

NOT be enrolled in the study without an exception from the Project Principal Investigator.
1.  Have the participant and study partner signed the Informed Consent form?

Yes

No

If Yes, date signed

Month    Day
Year

Check the following to indicate the participant is suitable for and consents to:

1.5 Tesla MRI

PET Scan

3 Tesla MRI

Lumbar Puncture

2.  Does the participant have memory complaints that are verified by an informant?

Yes

No

3. Does the participant have abnormal memory function documented by scoring below the education adjusted cutoff on the Logical Memory II subscale (Delayed Paragraph Recall) from the Wechsler Memory Scale

- Revised (the maximum score is 25):
a) less than or equal to 8 for 16 or more years of education
b)less than or equal to 4 for 8-15 years of education
c)less than or equal to 2 for 0-7 years of education

Yes

No
4.  Does the participant have a Mini-Mental State Exam score between 24 and 30 (inclusive)?

Yes

No
Note: Exceptions may be made for subjects with less than 8 years of education at the discretion of the study Principal Investigator.

5.  Does participant have a Clinical Dementia rating of 0.5? (Memory Box score must be at least 0.5)
Yes

No

6.  Is the general cognition and functional performance of the participant sufficiently preserved such that a  diagnosis of Alzheimer’s disease cannot be made by the site physician at the time of the visit.
Yes

No

7.  Does the participant have a Modified Hachinski score less than or equal to 4?

Yes

No

8.  Is the participant between 55 and 90 years of age inclusive?

Yes

No
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Pilot E-ADNI - Execution Phase (E-ADNI) 
Inclusion Criteria MCI 2/3

Participant:

MCI Subjects

Visit:  


Participant ID

9. Has the participant been on stable doses of permitted medications for at least 4 weeks prior to screening?
9a.   Did the subject take stable doses of antidepressants lacking significant anticholinergicside effect (if the subject is not currently depressed and do not have a history of major depression within the past 1 year)?

Yes

No

9b. Estrogen replacement therapy.

Yes

No
  9c. Gigko biloba (is permissible, but discouraged).
Yes

No
9d. Washout from psychoactive medication (e.g. excluded anti-depressants, neuroleptics, chronic anxiolytics or sedative hypnotics, etc.) for at least 4 weeks prior to the visit.

Yes

No
  9e. Cholinesterase inhibitors and memantine (are allowable if stable for 4 weeks prior to screen).

Yes

No
10.  Does the participant have a Geriatric Depression Scale score of <6?

Yes

No

11. Does the participant have an informant available who they have frequent contact with (e.g. an average of 10 hours per week or more), and can accompany the participant to all clinic visits and imaging sessions for the duration of the protocol?

Yes

No

12. Does the participant have adequate visual and auditory acuity to allow neuropsychological testing?

Yes

No

13. Is the participant in good general health with no additional diseases expected to interfere with the study?

Yes

No

14. If female, is the participant not pregnant, lactating, or of childbearing potential (i.e. women must be two years post-menopausal or surgically sterile)?

Yes

No

N/A

15. Is the participant willing and able to complete all baseline assessments and participate in a 3-year protocol?

Yes

No
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Pilot E-ADNI - Execution Phase (E-ADNI)
Inclusion Criteria MCI 3/3

Participant:

MCI Subjects

Visit:  


Participant ID

16. Is the participant willing to undergo MRI 1.5 Tesla neuroimaging (PET and MRI 3 Tesla are optional) and provide DNA for ApoE assessments and banking as well as plasma samples at protocol specified time points?

Yes

No

17. Has the participant completed 6 grades of education (or had a good work history sufficient to exclude mental retardation)?

Yes

No

18.  Is the participant fluent in Danish, Dutch, French, German, Italian, Swedish or English?

Yes

No
19. Is the participant physically acceptable for this study as confirmed by the:

19a.  Medical History

Yes

No

19b.  Physical Examination?

Must be answered "No" if any screening Vital Signs are missing.

Yes

No

19c.  Neurological Examination?

Yes

No

19d.  Laboratory Tests?

Yes

No
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Pilot E-ADNI - Execution Phase (E-ADNI)
Inclusion Criteria NL 1/3

Participant:

NL Subjects

Visit: 


Participant ID

Instructions:

If the answer to any question 1-18 is NO, the participant MAY

NOT be enrolled in the study without an exception from the Project Principal Investigator.
1.  Have the participant and study partner signed the Informed Consent form?

Yes

No

If Yes, date signed

Month    Day
Year

Check the following to indicate the participant is suitable for and consents to:

1.5 Tesla MRI

PET Scan

3 Tesla MRI

Lumbar Puncture

2. Does the participant have abnormal memory function documented by scoring below the education adjusted cutoff on the Logical Memory II subscale (Delayed Paragraph Recall) from the Wechsler Memory Scale

- Revised (the maximum score is 25):
a) more than or equal to 9 for 16 or more years of education
b) more than or equal to 5 for 8-15 years of education
c) more than or equal to 3 for 0-7 years of education

Yes

No
3.  Does the participant have a Mini-Mental State Exam score between 24 and 30 (inclusive)?

Yes

No
Note: Exceptions may be made for subjects with less than 8 years of education at the discretion of the study Principal Investigator.

4.  Does participant have a Clinical Dementia rating of 0? (Memory Box score must be 0)
Yes

No

5.  Is the subject cognitively normal, based on an absence of significant impairment in cognitive functions or activities of daily living. 
Yes

No

6.  Does the participant have a Modified Hachinski score less than or equal to 4?

Yes

No

7.  Is the participant between 55 and 90 years of age inclusive?

Yes

No
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Pilot E-ADNI - Execution Phase (E-ADNI) 
Inclusion Criteria NL 2/3

Participant:

NL Subjects

Visit:  


Participant ID

8. Has the participant been on stable doses of permitted medications for at least 4 weeks prior to screening?
8a.   Did the subject take stable doses of antidepressants lacking significant anticholinergicside effect (if the subject is not currently depressed and do not have a history of major depression within the past 2 year)?

Yes

No

8b. Estrogen replacement therapy.

Yes

No
  8c. Gigko biloba (is permissible, but discouraged).
Yes

No
8d. Washout from psychoactive medication (e.g. excluded anti-depressants, neuroleptics, chronic anxiolytics or sedative hypnotics, etc.) for at least 4 weeks prior to the visit.

Yes

No
9.  Does the participant have a Geriatric Depression Scale score of <6?

Yes

No

10. Does the participant have an informant available who they have frequent contact with (e.g. an average of 10 hours per week or more), and can accompany the participant to all clinic visits and imaging sessions for the duration of the protocol?

Yes

No

11. Does the participant have adequate visual and auditory acuity to allow neuropsychological testing?

Yes

No

12. Is the participant in good general health with no additional diseases expected to interfere with the study?

Yes

No

13. If female, is the participant not pregnant, lactating, or of childbearing potential (i.e. women must be two years post-menopausal or surgically sterile)?

Yes

No

N/A

14. Is the participant willing and able to complete all baseline assessments and participate in a 3-year protocol?

Yes

No
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Pilot E-ADNI - Execution Phase (E-ADNI)
Inclusion Criteria NL 3/3

Participant:

NL Subjects

Visit:  


Participant ID

15. Is the participant willing to undergo MRI 1.5 Tesla neuroimaging (PET and MRI 3 Tesla are optional) and provide DNA for ApoE assessments and banking as well as plasma samples at protocol specified time points?

Yes

No

16. Has the participant completed 6 grades of education (or had a good work history sufficient to exclude mental retardation)?

Yes

No

17.  Is the participant fluent in Danish, Dutch, French, German, Italian, Swedish or English?

Yes

No
18. Is the participant physically acceptable for this study as confirmed by the:

18a.  Medical History

Yes

No

18b.  Physical Examination?

Must be answered "No" if any screening Vital Signs are missing.

Yes

No

18c.  Neurological Examination?

Yes

No

18d.  Laboratory Tests?

Yes

No
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Pilot E-ADNI - Execution Phase (E-ADNI)
Symptoms Checklist 
Participant:

Visit:  


Participant ID

Instructions:

Considering the preceding three months, check "Absent" or "Present" for each symptom 
listed below. If "Present," in the "Details"  provide the required information.
1.  Nausea

Absent

Present
Details

Description of Symptom

	


Severity

Mild

Moderate

Severe

Chronicity

Single occurrence

Intermittent

Persistent

Date of Onset

If Month and/or Day is unknown, enter '--' in their place. A valid year must be provided.

Month    Day
Year

Is the symptom ongoing?

Yes

No

Date Ceased

If Month and/or Day is unknown, enter '--' in their place. A valid year must be provided. If Event is ongoing, leave Cease Date blank.

Month    Day
Year

2.  Vomiting

Absent

Present

Details

Description of Symptom

	


Severity

Mild

Moderate

Severe

Chronicity

Single occurrence

Intermittent

Persistent

Date of Onset

If Month and/or Day is unknown, enter '--' in their place. A valid year must be provided.

Month    Day
Year

Is the symptom ongoing?

Yes

No
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Date Ceased

If Month and/or Day is unknown, enter '--' in their place. A valid year must be provided. If Event is ongoing, leave Cease Date blank.

                   Month    Day
Year
3.  Diarrhea

Absent

Present
Details

Description of Symptom

	


Severity

Mild

Moderate

Severe

Chronicity

Single occurrence

Intermittent

Persistent

Date of Onset

If Month and/or Day is unknown, enter '--' in their place. A valid year must be provided.

Month    Day
Year

Is the symptom ongoing?

Yes

No

Date Ceased

If Month and/or Day is unknown, enter '--' in their place. A valid year must be provided. If Event is ongoing, leave Cease Date blank.

Month    Day
Year

4.  Constipation

Absent

Present

Details

Description of Symptom

	


Severity

Mild

Moderate

Severe

Chronicity

Single occurrence

Intermittent

Persistent

Date of Onset

If Month and/or Day is unknown, enter '--' in their place. A valid year must be provided.

Month    Day
Year

Is the symptom ongoing?

Yes

No
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Date Ceased

If Month and/or Day is unknown, enter '--' in their place. A valid year must be provided. If Event is ongoing, leave Cease Date blank.

Month    Day
Year

5.  Abdominal discomfort

Absent

Present

Details

Description of Symptom

	


Severity

Mild

Moderate

Severe

Chronicity

Single occurrence

Intermittent

Persistent

Date of Onset

If Month and/or Day is unknown, enter '--' in their place. A valid year must be provided.

Month    Day
Year

Is the symptom ongoing?

Yes

No

Date Ceased

If Month and/or Day is unknown, enter '--' in their place. A valid year must be provided. If Event is ongoing, leave Cease Date blank.

Month    Day
Year

6.  Sweating

Absent

Present

Details

Description of Symptom

	


Severity

Mild

Moderate

Severe

Chronicity

Single occurrence

Intermittent

Persistent

Date of Onset

If Month and/or Day is unknown, enter '--' in their place. A valid year must be provided.

Month    Day
Year

Is the symptom ongoing?

Yes

No

43
Date of Onset

If Month and/or Day is unknown, enter '--' in their place. A valid year must be provided.

Month    Day
Year

7.  Dizziness

Absent

Present

Details

Description of Symptom

	


Severity

Mild

Moderate

Severe

Chronicity

Single occurrence

Intermittent

Persistent

Date of Onset

If Month and/or Day is unknown, enter '--' in their place. A valid year must be provided.

Month    Day
Year

Is the symptom ongoing?

Yes

No

Date Ceased

If Month and/or Day is unknown, enter '--' in their place. A valid year must be provided. If Event is ongoing, leave Cease Date blank.

Month    Day
Year

8.  Low energy

Absent

Present
Details

Description of Symptom

	


Severity

Mild

Moderate

Severe

Chronicity

Single occurrence

Intermittent

Persistent

Date of Onset

If Month and/or Day is unknown, enter '--' in their place. A valid year must be provided.

Month    Day
Year

Is the symptom ongoing?

Yes

No
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Date of Onset

If Month and/or Day is unknown, enter '--' in their place. A valid year must be provided.

Month    Day
Year

9.  Drowsiness

Absent

Present
Details

Description of Symptom

	


Severity

Mild

Moderate

Severe

Chronicity

Single occurrence

Intermittent

Persistent

Date of Onset

If Month and/or Day is unknown, enter '--' in their place. A valid year must be provided.

Month    Day
Year

Is the symptom ongoing?

Yes

No

Date Ceased

If Month and/or Day is unknown, enter '--' in their place. A valid year must be provided. If Event is ongoing, leave Cease Date blank.

Month    Day
Year

10.  Blurred vision

Absent

Present

Details

Description of Symptom

	


Severity

Mild

Moderate

Severe

Chronicity

Single occurrence

Intermittent

Persistent

Date of Onset

If Month and/or Day is unknown, enter '--' in their place. A valid year must be provided.

Month    Day
Year

Is the symptom ongoing?

Yes

No

Date Ceased

If Month and/or Day is unknown, enter '--' in their place. A valid year must be provided.

Month    Day
Year
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11.  Headache

Absent

Present

Details

Description of Symptom

	


Severity

Mild

Moderate

Severe

Chronicity

Single occurrence

Intermittent

Persistent

Date of Onset

If Month and/or Day is unknown, enter '--' in their place. A valid year must be provided.

Month    Day
Year

Is the symptom ongoing?

Yes

No

Date Ceased

If Month and/or Day is unknown, enter '--' in their place. A valid year must be provided. If Event is ongoing, leave Cease Date blank.

Month    Day
Year

12.  Dry mouth

Absent

Present

Details

Description of Symptom

	


Severity

Mild

Moderate

Severe

Chronicity

Single occurrence

Intermittent

Persistent

Date of Onset

If Month and/or Day is unknown, enter '--' in their place. A valid year must be provided.

Month    Day
Year

Is the symptom ongoing?

Yes

No

Date Ceased

If Month and/or Day is unknown, enter '--' in their place. A valid year must be provided. If Event is ongoing, leave Cease Date blank.

Month    Day
Year
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13.  Shortness of breath

Absent

Present

Details

Description of Symptom

	


Severity

Mild

Moderate

Severe

Chronicity

Single occurrence

Intermittent

Persistent

Date of Onset

If Month and/or Day is unknown, enter '--' in their place. A valid year must be provided.

Month    Day
Year

Is the symptom ongoing?

Yes

No

Date Ceased

If Month and/or Day is unknown, enter '--' in their place. A valid year must be provided. If Event is ongoing, leave Cease Date blank.

Month    Day
Year

14.  Coughing

Absent

Present
Details

Description of Symptom

	


Severity

Mild

Moderate

Severe

Chronicity

Single occurrence

Intermittent

Persistent

Date of Onset

If Month and/or Day is unknown, enter '--' in their place. A valid year must be provided.

Month    Day
Year

Is the symptom ongoing?

Yes

No

Date Ceased

If Month and/or Day is unknown, enter '--' in their place. A valid year must be provided. If Event is ongoing, leave Cease Date blank.

Month    Day
Year
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15.  Palpitations

Absent

Present
Details

Description of Symptom

	


Severity

Mild

Moderate

Severe

Chronicity

Single occurrence

Intermittent

Persistent

Date of Onset

If Month and/or Day is unknown, enter '--' in their place. A valid year must be provided.

Month    Day
Year

Is the symptom ongoing?

Yes

No

Date Ceased

If Month and/or Day is unknown, enter '--' in their place. A valid year must be provided. If Event is ongoing, leave Cease Date blank.

Month    Day
Year

16.  Chest pain

Absent

Present
Details

Description of Symptom

	


Severity

Mild

Moderate

Severe

Chronicity

Single occurrence

Intermittent

Persistent

Date of Onset

If Month and/or Day is unknown, enter '--' in their place. A valid year must be provided.

Month    Day
Year

Is the symptom ongoing?

Yes

No

Date Ceased

If Month and/or Day is unknown, enter '--' in their place. A valid year must be provided. If Event is ongoing, leave Cease Date blank.

Month    Day
Year
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17.  Urinary discomfort (e.g., burning)

Absent

Present
Details

Description of Symptom

	


Severity

Mild

Moderate

Severe

Chronicity

Single occurrence

Intermittent

Persistent

Date of Onset

If Month and/or Day is unknown, enter '--' in their place. A valid year must be provided.

Month    Day
Year

Is the symptom ongoing?

Yes

No

Date Ceased

If Month and/or Day is unknown, enter '--' in their place. A valid year must be provided. If Event is ongoing, leave Cease Date blank.

Month    Day
Year

18.  Urinary frequency

Absent

Present
Details

Description of Symptom

	


Severity

Mild

Moderate

Severe

Chronicity

Single occurrence

Intermittent

Persistent

Date of Onset

If Month and/or Day is unknown, enter '--' in their place. A valid year must be provided.

Month    Day
Year

Is the symptom ongoing?

Yes

No

Date Ceased

If Month and/or Day is unknown, enter '--' in their place. A valid year must be provided. If Event is ongoing, leave Cease Date blank.

Month    Day
Year
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19.  Ankle swelling

Absent

Present
Details

Description of Symptom

	


Severity

Mild

Moderate

Severe

Chronicity

Single occurrence

Intermittent

Persistent

Date of Onset

If Month and/or Day is unknown, enter '--' in their place. A valid year must be provided.

Month    Day
Year

Is the symptom ongoing?

Yes

No

Date Ceased

If Month and/or Day is unknown, enter '--' in their place. A valid year must be provided. If Event is ongoing, leave Cease Date blank.

Month    Day
Year

20.  Musculoskeletal pain

Absent

Present
Details

Description of Symptom

	


Severity

Mild

Moderate

Severe

Chronicity

Single occurrence

Intermittent

Persistent

Date of Onset

If Month and/or Day is unknown, enter '--' in their place. A valid year must be provided.

Month    Day
Year

Is the symptom ongoing?

Yes

No

Date Ceased

If Month and/or Day is unknown, enter '--' in their place. A valid year must be provided. If Event is ongoing, leave Cease Date blank.

Month    Day
Year
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21.  Rash

Absent

Present
Details

Description of Symptom

	


Severity

Mild

Moderate

Severe

Chronicity

Single occurrence

Intermittent

Persistent

Date of Onset

If Month and/or Day is unknown, enter '--' in their place. A valid year must be provided.

Month    Day
Year

Is the symptom ongoing?

Yes

No

Date Ceased

If Month and/or Day is unknown, enter '--' in their place. A valid year must be provided. If Event is ongoing, leave Cease Date blank.

Month    Day
Year

22.  Insomnia

Absent

Present
Details

Description of Symptom

	


Severity

Mild

Moderate

Severe

Chronicity

Single occurrence

Intermittent

Persistent

Date of Onset

If Month and/or Day is unknown, enter '--' in their place. A valid year must be provided.

Month    Day
Year

Is the symptom ongoing?

Yes

No

Date Ceased

If Month and/or Day is unknown, enter '--' in their place. A valid year must be provided. If Event is ongoing, leave Cease Date blank.

Month    Day
Year
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23.  Depressed mood

Absent

Present
Details

Description of Symptom

	


Severity

Mild

Moderate

Severe

Chronicity

Single occurrence

Intermittent

Persistent

Date of Onset

If Month and/or Day is unknown, enter '--' in their place. A valid year must be provided.

Month    Day
Year

Is the symptom ongoing?

Yes

No

Date Ceased

If Month and/or Day is unknown, enter '--' in their place. A valid year must be provided. If Event is ongoing, leave Cease Date blank.

Month    Day
Year

24.  Crying

Absent

Present
Details

Description of Symptom

	


Severity

Mild

Moderate

Severe

Chronicity

Single occurrence

Intermittent

Persistent

Date of Onset

If Month and/or Day is unknown, enter '--' in their place. A valid year must be provided.

Month    Day
Year

Is the symptom ongoing?

Yes

No

Date Ceased

If Month and/or Day is unknown, enter '--' in their place. A valid year must be provided. If Event is ongoing, leave Cease Date blank.

Month    Day
Year
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25.  Elevated mood

Absent

Present

Details

Description of Symptom

	


Severity

Mild

Moderate

Severe

Chronicity

Single occurrence

Intermittent

Persistent

Date of Onset

If Month and/or Day is unknown, enter '--' in their place. A valid year must be provided.

Month    Day
Year

Is the symptom ongoing?

Yes

No

Date Ceased

If Month and/or Day is unknown, enter '--' in their place. A valid year must be provided. If Event is ongoing, leave Cease Date blank.

Month    Day
Year

26.  Wandering

Absent

Present
Details

Description of Symptom

	


Severity

Mild

Moderate

Severe

Chronicity

Single occurrence

Intermittent

Persistent

Date of Onset

If Month and/or Day is unknown, enter '--' in their place. A valid year must be provided.

Month    Day
Year

Is the symptom ongoing?

Yes

No

Date Ceased

If Month and/or Day is unknown, enter '--' in their place. A valid year must be provided. If Event is ongoing, leave Cease Date blank.

Month    Day
Year
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27.  Fall

Absent

Present

Details

Description of Symptom

	


Severity

Mild

Moderate

Severe

Chronicity

Single occurrence

Intermittent

Persistent

Date of Onset

If Month and/or Day is unknown, enter '--' in their place. A valid year must be provided.

Month    Day
Year

Is the symptom ongoing?

Yes

No

Date Ceased

If Month and/or Day is unknown, enter '--' in their place. A valid year must be provided. If Event is ongoing, leave Cease Date blank.

Month    Day
Year

28.  Other

Absent

Present

Details

Description of Symptom

	


Severity

Mild

Moderate

Severe

Chronicity

Single occurrence

Intermittent

Persistent

Date of Onset

If Month and/or Day is unknown, enter '--' in their place. A valid year must be provided.

Month    Day
Year

Is the symptom ongoing?

Yes

No

Date Ceased

If Month and/or Day is unknown, enter '--' in their place. A valid year must be provided. If Event is ongoing, leave Cease Date blank.

Month    Day
Year
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Pilot E-ADNI - Execution Phase (E-ADNI)
ADAS-Cognitive Behavior  1/9

Participant:

Visit:  

Participant ID

ADAS Initial Conversation Notes
Instructions:
The first 10 minutes are spent in open-ended conversation in order to assess various aspects of expressive and receptive speech.  Then the remaining cognitive tests are administered.  Language abilities are evaluated throughout the interview and on specific tests.  Questions eliciting “yes” and “no” answers assess comprehension on a very basic level.  Other questions should require specific information and well-developed communication skills.
Engage the subject in a short conversation about neutral topics (for example: weather, the subject's trip to the clinic, or what the subject had for breakfast).  This conversation will help to put the subject at ease before the testing begins and will give the examiner an opportunity to observe how well the subject can use and understand language.  There are three clinical ratings of language ability on the cognitive part of the ADAS.  Use this page to record your interview notes.  Documentation should be evident on this form to support rating of Spoken Language Ability (Item 10), Word Finding Difficulty (Item 11) and Comprehension (Item 12). Any rating of impairment must be supported by notes documented on this page.

Possible Topics:
Appetite
Sleep
Exercise
Other

1) Comprehension
2) Spoken Language
3) Word Finding
Testing Comments: ____________________________________________________________
___________________________________________________________________________
___________________________________________________________________________
___________________________________________________________________________
___________________________________________________________________________
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Participant:

Visit:  
Participant ID

1.   Word-recall (Word Recall List 1)
To begin testing, say: “I am going to show you some words printed on these white cards.  Please read each word out loud and try to remember it, because later I will ask you to try to remember all of the words I have shown you.  Ready, read the word and try to remember it.”
Present each word to the subject and ask him/her to say it aloud.  After all 10 words have been presented, say: “Good, now tell me all the words you can remember that were on that list.”  Prompt with “Any others?” as necessary.  For trials 2 and 3 say: “Now I am going to show you that same list again.  Read each word out loud and try to remember it.”  Examiner should check “yes” for every word recalled correctly.
Word recalled?
Trial 1
Yes
Butter Arm Shore Letter Queen Cabin Pole
Ticket
Grass
Engine
Total:


Word recalled?
Trial 2
Yes
Pole Letter Butter Queen Arm Shore Grass Cabin Ticket Engine
Total:


Word recalled?
Trial 3
Yes
Shore Letter Arm Cabin Pole Ticket Engine Grass Butter Queen
Total:
TIME ENDED:



(24-hour clock)
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Participant:

Visit:  


Participant ID

2.   Commands
This item is designed to assess receptive speech. The subject is asked to carry out five separate commands with 1 to 5 steps per command.  Each command should be read once.  If the subject does not respond or looks confused, or asks for a repetition, the examiner should give the entire command one more time.  Then go on to the next command. All commands should be given to every subject. Examiner should check a response (yes/no) for every command.
To begin testing, say: “Now I am going to ask you to do a few things.  First...”
Response correct?
Yes
No
a.   “Make a fist.“ .....................................................................................................

b.   “Point to the ceiling, and then to the floor.” .......................................................
Line up a pencil, watch and card (in that order) on the table.
c.   “Put the pencil on top of the card and then put it back.” ...................................
d.   “Put the watch on the other side of the pencil and then turn over the card.” .........
e.   “Tap each shoulder twice with two fingers, keeping your eyes shut.” ...............
3.   Constructional Praxis
This test assesses the subject’s ability to copy 4 geometric forms. The forms should be presented one at a time. If the subject looks confused or dissatisfied with the drawing, or asks to try again, the subject should be allowed a second attempt for each shape. If a second attempt is made, ask the subject to indicate which one is better, and score only that attempt. Examiner should check a response (yes/no) for every form.
To begin testing, say: “On this piece of paper is a shape. Try to draw another one that looks just like this, somewhere on the page.”
Drawn correctly?
Yes
No
a.   Circle: ...............................................................................................................
A closed curved figure.
b.   Two overlapping rectangles: ..........................................................................
Forms must be four-sided, and overlap must be similar to presented form. Changes in size are not scored.
c.   Diamond: ..........................................................................................................
Figure must be four-sided, oriented so that the points are at the top and bottom, and the sides approximately equal in length (e.g., longest side is not > 1.5 times the length of the shortest side).
d.   Cube: ................................................................................................................
The form is 3-dimensional, with front face in the correct orientation, internal lines drawn correctly between corners. Opposite sides of faces should be approximately parallel.
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Participant:

Visit: 


Participant ID


TIME BEGAN:
  (24-hour clock)
4. Delayed Word-recall task  (Word Recall List 1)
Ask the subject to recall as many words as possible from the words presented in the Immediate
Word Recall task.
To begin testing, say: “A few minutes ago I had you read some words printed on these cards. (point to word list)  Tell me all of the words you can remember that were on the cards.”  Prompt with “Any others?” as necessary.  Discontinue if no response or if the subject indicates he/she cannot recall any more after prompting.  Examiner should check “yes” for every word recalled correctly.
Butter Arm Shore Letter Queen Cabin
Pole
Ticket
Grass
Engine



Word recalled?
Yes
Total:
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Participant:

Visit:  


Participant ID

5.   Naming Objects / Fingers
In 5A, the subject is asked to name 12 randomly presented real objects. Objects should be presented in random order. Give the subject instructions similar to the following: “Now I am going to show you some objects. I want you to tell me what their names are. What is this called?” (present object). If the subject responds with the object’s function say: “Yes, that's what it does, but what is its name?” If the subject does not respond, the examiner should give the semantic cue for that item (provided below). If the subject still does not respond or makes an error, proceed to the next object. Examiner should check a response (yes/no) for every object/finger.
        Response correct?
5A: Object Names - (Semantic Cues)
Flower - (grows in a garden) Bed - (used for sleeping)
Whistle - (makes a sound when you blow on it) Pencil - (used for writing)
Rattle - (a baby’s toy) Mask - (hides your face)
Scissors - (cuts paper) Comb - (used on hair)

Wallet - (holds your money)
Harmonica - (a musical instrument)
Stethoscope - (doctors use it to listen to your heart) Tongs - (picks up food)


Yes
No
In 5B, the subject is asked to name the fingers on his/her dominant hand. Say:“Please place your right (or left) hand on the table.  Now I am going to point to a part of your hand and I want you to tell me what it is called.  What is this finger called?”
5B: Fingers Thumb Middle
Ring Index/Pointer Pinky



Response correct?
Yes
No
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Participant:

Visit: 


Participant ID

6. Ideational Praxis
This item is designed to determine whether the subject can perform a familiar but complex sequence of actions. There are 5 tasks to this item. Place a long envelope, an 8½" × 11" sheet of paper and a pencil in front of the subject.
Give the subject the following instructions: “I want you to pretend you have written yourself a letter.  Take this piece of paper, fold it so that it will fit into the envelope, and then put it into the envelope.  Then, seal the envelope, address the envelope to yourself, and show me where the stamp goes.”
If the subject forgets part of the task, or is having difficulty, the examiner should repeat the instruction for the task where the subject is having difficulty.  After the complete instruction is given, only ONE additional reminder should be given for each task.  Examiner should check a response (yes/no) for every task.
Task
Action correct?
Yes
No
a.   Fold the paper ...................................................................................................
b.   Put the paper in the envelope ...........................................................................
c.   Seal the envelope .............................................................................................
d.   Address the envelope to yourself ......................................................................
e.   Show me where the stamp goes .......................................................................
7.   Orientation
This item is designed to determine how well oriented the subject is with regard to time and place.  Ask the subject for each of these pieces of information one at a time.
One restatement of each question is allowed (e.g., if subject confuses day and date.)
Examiner should check a response (yes/no) for every question.
Response correct?
Yes
No
a.   Full name (must be exact) .......................................................................................
b.   Month (must be exact) ............................................................................................

c.   Date (+ 1 day) .........................................................................................................
d.   Year (must be exact) ...............................................................................................
e.   Day of the week (must be exact) ............................................................................
f.
Season (within 1 week of upcoming season or within 2 weeks of previous season) ...
g.   Place (partial names are acceptable, but generic terms are not) ...........................
(Say: “Where are we now?” or “What is the name of this place?”)
h.   Clock Time (+ 1 hour) ..............................................................................................
(Say: “Without looking at your watch, tell me approximately what time it is.”)
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Participant:

Visit: 


Participant ID

8.   Word Recognition (List 1)
In the learning portion of this test, the subject is given one trial to learn a list of 12 words.  Say: “I am going to show you some words printed on these white cards.  I want you to read each word out loud and try to remember it.”
In the recognition portion of this test, the examiner should say: “Now I'm going to show you another set of words.  Some of the words were on the list I just showed you and others are new.  For each word I want you to tell me whether it is one of the words I just showed you.”
The examiner shows the first word and says either “Is this one of the words I showed you before, yes or no?”, or “Did I show you this word before?”  The same instruction is given before the second test word.  For the remaining test words the examiner should say: “How about this one?” or “Just take your best guess.”
Check the subject’s response to each word Yes or No. If the subject needs to be reminded of the task during the exam, the examiner should repeat the question and place a check in the reminder column.


Word Nurse Magazine Wizard Van Leopard Sale
Sea
Train
Coin
Ship
Institution
Map Axe Board Carrot Milk
Volume
Forest
Anchor
Gem
Cat
Fund
Edge
Cake


Check subject response
Yes
No
*R

*R = Reminder given
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Participant:

Visit: 


Participant ID

9.
Remembering Test Instructions (based only on observations during Word Recognition task): This item evaluates the subject’s ability to remember the requirements of the Word Recognition task. The number of reminders given on the Word Recognition task are counted to rate this item. If the Word Recognition task was not completed or not attempted, then this item must not be scored. Each instance of memory failure for the test instructions after the first two items is scored.
None - subject never needs extra reminders of instructions
Very mild - forgets once

Mild - must be reminded 2 times
Moderate - must be reminded 3 or 4 times
Moderately severe - must be reminded 5 or 6 times
Severe - must be reminded 7 or more times
10.  Comprehension: This item evaluates the subject’s ability to understand speech. To rate this item the examiner should consider how well the subject was able to understand the examiner’s speech during the opening discussion and during the test session. Do not include responses to commands.
None - no evidence of poor comprehension
Very mild - one or two instances of misunderstanding
Mild - 3-5 instances of misunderstanding

Moderate - requires several repetitions and rephrasing
Moderately severe - subject only occasionally responds correctly; i.e., yes/no questions
Severe - subject rarely responds to questions appropriately, not due to poverty of speech
11.
Word Finding Difficulty: To rate this item, the examiner must determine whether the subject has difficulty in finding the desired word in spontaneous speech during the interview and test session. Do not include finger and object naming in this rating.  Documentation should be evident on Page 1/9 to support any rating above zero. 
None - no evidence of word finding difficulty in spontaneous speech
Very mild - 1 or 2 instances, not clinically significant
Mild - noticeable circumlocution or synonym substitution
Moderate - loss of words without compensation on occasion
Moderately severe - frequent loss of words without compensation
Severe - nearly total loss of content of words; speech sounds empty; 1-2 word utterances
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Participant:

Visit:  


Participant ID

12.
Spoken Language Ability: This item is a global rating of the quality of speech, i.e., clarity, difficulty in making oneself understood. In rating this item the examiner should consider all of the speech produced by the subject in the initial interview and the test session. Documentation should be evident on Page 1/9 to support any rating above zero. 
None - no instances where it is difficult to understand the subject
Very mild - one instance of lack of understandability
Mild - subject has difficulty less than 25% of the time

Moderate - subject has difficulty 25-50% of the time
Moderately severe - subject has difficulty 50% of the time
Severe - one or two word utterance; fluent, but empty speech; mute
13.  Number Cancellation
Instructions for Example:
Place the practice form face up in front of the subject. Say, "On the top of this page are two numbers. Throughout this page you will find these numbers mixed in with other numbers. I'd like you to begin here..." (point to the beginning of the first line) "...and going  across line by line, cross off each number that matches either of the two numbers at the top of the page. Please work as quickly as you can." Discontinue the example after 30 seconds.
Instructions for Task:
Place the form face up in front of the subject and say: “On the top of this page are two numbers. Throughout this page you will find these numbers mixed in with other numbers. I’d like you to begin here...” (point to the beginning of the first line), “...and going across line by line, cross off the numbers that  match the numbers at the top of the page. Please work as quickly as you can.”
If the first cancellation done by the subject is incorrect, say: “These are the correct numbers to cross out,” and point to the target numbers at the top of the page. If the subject becomes confused or stops while doing the test, repeat the standard instructions as needed. Discontinue the test after 45 seconds.
13a. Number Cancellation: Number of targets hit
13b. Number Cancellation: Number of errors

13c. Number Cancellation: Number of times reminded of task
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“6” and “1”

1 2 2 4 5 9 5 6 6 9 1 9 6 7 8 3 2 4 3 7 2 1 4 2 2 1 2 6 6 3



Example for use with version A,B and C
“2” and “8”
6 2 6 7 2 3 1 3 8 5 5 5 8 1 7 9 1 7 2 7 4 5 7 6 1 3 9 6 2 1

9 4 6 9 5 7 1 8 9 5 6 5 4 2 7 1 5 2 7 9 1 7 1 1 1 4 2 8 5 8

1 9 7 9 7 1 6 7 8 6 5 5 7 2 9 6 5 9 5 4 7 3 2 4 5 6 1 4 3 4

4 6 8 4 1 4 1 7 2 4 7 1 7 6 7 5 4 9 8 7 5 6 2 1 6 9 3 1 4 8

7 8 6 7 1 7 1 3 4 3 9 8 6 5 1 8 3 4 2 6 9 9 6 1 6 4 3 9 3 4

4 9 3 8 7 2 5 4 4 8 7 6 4 1 4 7 2 6 8 7 5 6 3 2 6 4 4 6 8 4

4 8 3 4 7 5 4 4 7 9 7 3 6 8 6 5 4 7 4 3 4 9 2 5 3 5 4 7 3 5

4 9 3 3 8 1 8 4 2 6 5 6 6 1 7 2 4 2 9 7 9 7 6 1 5 1 4 1 9 8

A

Pilot E-ADNI - Execution Phase (E-ADNI)
Clock Drawing Test 
Participant:

Visit: 


Participant ID

1. Clock Drawing


Instructions:
Hand the subject a blank piece of paper and a pencil. Say to the subject: “Draw the face of a clock showing the numbers and the two hands, set to ten after eleven.” If the subject is confused or asks for another try, allow the subject two attempts to complete the task.  If a second attempt is done, ask the subject to indicate which one is better and score only that attempt.  If requested, the examiner may remind the subject of the specific time to be shown on the clock face.
Scoring:
Correct
Incorrect



1.
Approximately circular face
2.
Symmetry of number placement
3.
Correctness of numbers
4.
Presence of the two hands
5.
Presence of the two hands, set to ten after eleven
Total Correct (Range = 0-5)
Count the number of CORRECT responses.
2. Clock Copying
Instructions:
Immediately after the Clock drawing command condition is completed, present the subject with the response form with the model clock drawn at the top and say, "Copy this clock..." (point to the model) "...in the space provided below." Allow the subject to work without feedback; interrupt only if the subject starts to scratch out or destroy any of their drawing. If the subject tries to erase or scratch out an error, immediately intervene and gently instruct them to try again. Allow only two attempts on the Clock Copying test.
Scoring:
Correct
Incorrect



1.
Approximately circular face
2.
Symmetry of number placement
3.
Correctness of numbers
4.
Presence of the two hands
5.
Presence of the two hands, set to ten after eleven
Total Correct (Range = 0-5)
      
Count the number of CORRECT responses.
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Pilot E-ADNI - Execution Phase (E-ADNI) Category Fluency Test  1/3
Participant:

Visit: 


Participant ID

Task Instructions:
Say, "I am going to give you a category and I want you to name, as fast as you can, all of the things that belong in that category. For example, if I say 'articles of clothing,' you could say, 'shirt', 'tie', or 'hat'. Can you think of other articles of clothing?"
Allow up to 20 seconds for the subject to produce two responses. On the below table, check the responses and read the associated instruction.
Response
Instruction
No response
" You could have said 'shoes' or 'coat' since they are articles of clothing."
One or more incorrect responses,
" No, _________ is (are) not an article of clothing.
no correct response.
You could have said 'shoes' or 'coat' since they are articles of clothing."
One or more correct responses,
" That's right. You could also have said 'shoes' or
no incorrect responses.
'coat'."

One or more correct responses,
" __________ is (are) correct, but _________ is (are)
one or more incorrect responses.
not an article of clothing. You also  could have said
'shoes' or coat'."
Two or more correct responses.
" That's right."
PROCEED TO 'ANIMAL' AND 'VEGETABLE' CATEGORY WORK SHEETS
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Participant:

Visit: 


Participant ID

Animal Category:
Say, "Now I want you to name things that belong to another category: Animals. You will have one minute. I want you to tell me all the animals you can think of in one minute. Ready? Begin."
( Start timer as you say 'Begin'. Write actual responses as legibly as possible.
( Stop the procedure at 60 seconds.
1.
_____________________
21.  ______________________
41. _____________________
2.
_____________________
22.  ______________________
42. _____________________
3.
_____________________
23.  ______________________
43. _____________________
4.
_____________________
24.  ______________________
44. _____________________
5.
_____________________
25.  ______________________
45. _____________________
6.
_____________________
26.  ______________________
46. _____________________
7.
_____________________
27.  ______________________
47. _____________________
8.
_____________________
28.  ______________________
48. _____________________
9.
_____________________
29.  ______________________
49. _____________________
10. _____________________
30.  ______________________
50. _____________________
11. _____________________
31.  ______________________
51. _____________________
12. _____________________
32.  ______________________
52. _____________________
13. _____________________
33.  ______________________
53. _____________________
14. _____________________
34.  ______________________
54. _____________________
15. _____________________
35.  ______________________
55. _____________________
16. _____________________
36.  ______________________
56. _____________________
17. _____________________
37.  ______________________
57. _____________________
18. _____________________
38.  ______________________
58. _____________________
19. _____________________
39.  ______________________
59. _____________________
20. _____________________
40.  ______________________
60. _____________________
Animal Total:
_____ Perseverations:
_____ Intrusions:
_____
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Participant:
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Vegetable Category:
Say, "Now I want you to name things that belong to another category: Vegetables. You will have one minute. I want you to tell me all the vegetables you can think of in one minute. Ready? Begin."
( Start timer as you say 'Begin'. Write actual responses as legibly as possible.
( Stop the procedure at 60 seconds.
1.
_____________________
21.  ______________________
41. _____________________
2.
_____________________
22.  ______________________
42. _____________________
3.
_____________________
23.  ______________________
43. _____________________
4.
_____________________
24.  ______________________
44. _____________________
5.
_____________________
25.  ______________________
45. _____________________
6.
_____________________
26.  ______________________
46. _____________________
7.
_____________________
27.  ______________________
47. _____________________
8.
_____________________
28.  ______________________
48. _____________________
9.
_____________________
29.  ______________________
49. _____________________
10. _____________________
30.  ______________________
50. _____________________
11. _____________________
31.  ______________________
51. _____________________
12. _____________________
32.  ______________________
52. _____________________
13. _____________________
33.  ______________________
53. _____________________
14. _____________________
34.  ______________________
54. _____________________
15. _____________________
35.  ______________________
55. _____________________
16. _____________________
36.  ______________________
56. _____________________
17. _____________________
37.  ______________________
57. _____________________
18. _____________________
38.  ______________________
58. _____________________
19. _____________________
39.  ______________________
59. _____________________
20. _____________________
40.  ______________________
60. _____________________
Vegetable Total:
_____ Perseverations:
_____ Intrusions:
_____
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Participant:

Visit: 


Participant ID

Part A Instructions: Place the Part A sample form in front of the subject. Read aloud the instructions. 
Say, "There are numbers in circles on this page. Please take the pencil and draw a line from one number to the next, in order. Start at 1 (point to the number), then go to two (point to the number), then go to three (point to the number) and so on. Please try not to lift the pencil as you move from one circle to the next. Work as quickly as you can."
If the subject makes an error, mark through the line and go back to the point at which the error was made and say, for example, "You were at number two. What is the next number?" Wait for the subject's response and say, "Please start here and continue."
If the subject completes the sample correctly, got to test A. Repeat the instructions given for the sample. Start timing as soon as the instruction is given to begin.
( Stop timing when Trail is completed or stop subject when maximum time is reached.
( Allow 150 seconds for the test.
Scoring:
Part A time to complete:
_________ 

Part A errors of Comission:
_________ 

Part A errors of Omission:
_________
Part B Instructions: Place the Part B sample form in front of the subject. Read aloud the instructions. 
Say, "There are numbers and letters in circles on this page. Please take the pencil and draw a line, alternating in order between the numbers and letters. Start at number 1 (point to the number), then go to the first letter, A (point to the letter), then go to the next number, 2 (point to the number), and then the next letter, B (point to the letter), and so on. Please try not to lift the pencil as you move from one circle to the next. Work as quickly as you can."
If the subject makes an error, mark through the line and go back to the point at which the error was made and say, for example, "You were at number two. What is the next letter?" Wait for the subject's response and say, "Please start here and continue."
If the subject completes the sample correctly, got to test B. Repeat the instructions given for the sample. Start timing as soon as the instruction is given to begin.
( Stop timing when Trail is completed or stop subject when maximum time is reached.
( Allow 300 seconds for the test.
Scoring:
Part B time to complete:
_________ 

Part B errors of Comission:
_________ 

Part B errors of Omission:
_________
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Participant:

Visit: 


Participant ID

Instructions: Place the response form in front of the subject. Read aloud the instructions.
Say, "Look at these boxes. Notice that each has a number in the upper part and a special mark in the lower part. Each number has its own mark. Now look down here where the boxes have numbers in the top part but the squares at the bottom are empty (point to the sample items).
"You are to put in each of the empty squares the mark that should go there, like this: Here is a 2; the 2 has this mark, so I put it in this square like this. Here is a 1; the 1 has this mark, so I put it in this square. This number is 3; the 3 has this mark, so I put it in this square (examiner fills in first three boxes to demonstrate).
"Now you fill in the squares up to this heavy line. (If subject makes errors, continue to help until all sample items are filled in correctly.) Yes, now do you know how to do them?
"When I tell you to start, you do the rest of them. Begin here and fill in as many squares as you can, one after the other, without skipping any. Keep working until I tell you to stop. Work as quickly as you can without making any mistakes. When you finish this line, go on to this one. Ready? Begin."

(   Allow 90 seconds for the test.

Digit symbol substitution test score: _______
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SCORE                          1
2
3
4
5
6
7
8
9
SAMPLES
2
1
3
7
2
4
8
2
1
3
2
1
4
2
3
5
2
3
1
4
5
6
3
1
4
1
5
4
2
7
6
3
5
7
2
8
5
4
6
3
7
2
8
1
9
5
8
4
7
3
6
2
5
1
9
2
8
3
7
4
6
5
9
4
8
3
7
2
6
1
5
4
6
3
7
9
2
8
1
7
9
4
6
8
5
9
7
1
8
5
2
9
4
8
6
3
7
9
8
6
Pilot E-ADNI - Execution Phase (E-ADNI) 
Boston Naming Test  1/2 

Participant:

Visit: 


Participant ID

Instructions: Begin at item 1 and present all 30 items in order. Place the test booklet in front of the subject.
Say, "I am going to show you some pictures in this book, one at a time. I would like you to tell me the name of the object that you see." Expose the first item and say, "Tell me what this is called."
(
Allow 20 seconds for each response, unless the subject says they do not know the word before 20 seconds has elapsed.

(
If the answer is correct, check the first column on the Worksheet for Boston Naming Test - 30 (Odd-numbered items).

(
Record any response other than the correct one.


Scoring:
1.  Total correct without a cue:
_____
2.  Total semantic cues given:
_____
3.  Total correct with a semantic cue:
_____
4.  Total phonemic cues given:
_____
(clinical use only; not to be used in scoring)
5.  Total correct with a phonemic cue:
_____
(clinical use only; not to be used in scoring)
6.  Total correct = sum of 1+3 above:
_____
/30
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Pilot E-ADNI - Execution Phase (E-ADNI) 
Boston Naming Test  2/2 

Participant:

Visit: 


Participant ID


Uncued
Semantic Cue
Phonemic Cue
Items
Response
Correct   Correct  Incorrect Correct  Incorrect
1.   bed (a piece of furniture)

3.   pencil (used for writing)
5.   whistle (used for blowing)
7.   comb (used for fixing hair)
9.   saw (used by a carpenter)
11.  helicopter (used for air travel)
13.  octopus (an ocean animal)
15.  hanger (found in a closet)
17.  camel (an animal)
19.  pretzel (something to eat)
21.  racquet (used for sports)
23.  volcano (a kind of mountain)
25.  dart (you throw it)
27.  globe (a kind of map)
29.  beaver (an animal)
31.  rhinoceros (an animal)
33.  igloo (a type of house)
35.  dominoes (a type of game)
37.  escalator (you go up on it)
39.  hammock (you lie on it)
41.  pelican (a bird)
43.  pyramid (found in Egypt)
45.  unicorn (mythical animal)
47.  accordion (a musical instrument)
49.  asparagus (something to eat)
51.  latch (part of a door)
53.  scroll (a document)
55.  sphynx (it's found in Egypt)
57.  trellis (used in a garden)
59.  protractor (measures angles)
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Pilot E-ADNI - Execution Phase (E-ADNI)
Neuropsychiatric Inventory Q 1/3
Participant:

Visit:  


Participant ID

Instructions:

For each question, use the participant's name where {P} appears. Ask the participant's Study Partner to indicate whether any of the {P}'s behaviors listed below occurred during the previous four weeks. If so, use the following rating scales to rate the severity of the behavior.

Information Source

Participant Visit

Telephone Call

A. DELUSIONS

Does {P} believe that others are stealing from him/her, or planning to harm him/her in some way?

No

Yes

N/A

Severity Ratings

1 - Mild (noticeable, but not a significant change).

2 - Moderate (significant, but not a dramatic change).

3 - Severe (very marked or prominent. A dramatic change). 
B. HALLUCINATIONS

Does {P} act as if he/she hears voices? Does he/she talk to people who are not there?

No

Yes

N/A

Severity Ratings

1 - Mild (noticeable, but not a significant change).

2 - Moderate (significant, but not a dramatic change).

3 - Severe (very marked or prominent. A dramatic change). 
C. AGITATION/AGGRESSION

Is {P} stubborn and resistive to help from others?

No

Yes

N/A

Severity Ratings

1 - Mild (noticeable, but not a significant change).

2 - Moderate (significant, but not a dramatic change).

3 - Severe (very marked or prominent. A dramatic change). 
D. DEPRESSION/DYSPHORIA

Does {P} act as if he/she is sad or in low spirits? Does he/she cry?

No

Yes

N/A

Severity Ratings

1 - Mild (noticeable, but not a significant change).

2 - Moderate (significant, but not a dramatic change).

3 - Severe (very marked or prominent. A dramatic change). 
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Pilot E-ADNI - Execution Phase (E-ADNI) Neuropsychiatric Inventory Q  2/3
Participant:

Visit:  


Participant ID

E. ANXIETY

Does {P} become upset when separated from you? Does he/she have any other signs of nervousness, such as shortness of breath, sighing, being unable to relax, or feeling excessively tense?

No

Yes

N/A

Severity Ratings

1 - Mild (noticeable, but not a significant change).

2 - Moderate (significant, but not a dramatic change).

3 - Severe (very marked or prominent. A dramatic change).
 F. ELATION/EUPHORIA

Does {P} appear to feel too good or act excessively happy?

No

Yes

N/A

Severity Ratings

1 - Mild (noticeable, but not a significant change).

2 - Moderate (significant, but not a dramatic change).

3 - Severe (very marked or prominent. A dramatic change). 
G. APATHY/INDIFFERENCE

Does {P} seem less interested in his/her usual activities and in the activities and plans of others?

No

Yes

N/A

Severity Ratings

1 - Mild (noticeable, but not a significant change).

2 - Moderate (significant, but not a dramatic change).

3 - Severe (very marked or prominent. A dramatic change). 
H. DISINHIBITION

Does {P} seem to act impulsively? For example, does {P} talk to strangers

as if he/she knows them, or does {P} say things that may hurt people's feelings?

No

Yes

N/A

Severity Ratings

1 - Mild (noticeable, but not a significant change).

2 - Moderate (significant, but not a dramatic change).

3 - Severe (very marked or prominent. A dramatic change).
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Pilot E-ADNI - Execution Phase (E-ADNI) 
Neuropsychiatric Inventory Q  3/3 
Participant:

Visit:  


Participant ID

I. IRRITABILITY/LABILITY

Is {P} impatient or cranky? Does he/she have difficulty coping with delays or waiting for planned activities?

No

Yes

N/A

Severity Ratings

1 - Mild (noticeable, but not a significant change).

2 - Moderate (significant, but not a dramatic change).

3 - Severe (very marked or prominent. A dramatic change). 
J. ABERRANT MOTOR BEHAVIOR

Does {P} engage in repetitive activities, such as pacing around the house, handling buttons, wrapping strings, or doing other things repeatedly?

No

Yes

N/A

Severity Ratings

1 - Mild (noticeable, but not a significant change).

2 - Moderate (significant, but not a dramatic change).

3 - Severe (very marked or prominent. A dramatic change).
K. SLEEP

Does {P} awaken you during the night, rise too early in the morning, or take excessive naps during the day?

No

Yes

N/A

Severity Ratings

1 - Mild (noticeable, but not a significant change).

2 - Moderate (significant, but not a dramatic change).

3 - Severe (very marked or prominent. A dramatic change). 
L. APPETITE AND EATING DISORDERS

Has {P} lost or gained weight, or had a change in the food he/she likes?

No

Yes

N/A

Severity Ratings

1 - Mild (noticeable, but not a significant change).

2 - Moderate (significant, but not a dramatic change).

3 - Severe (very marked or prominent. A dramatic change). 
Total NPI Q Score
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Pilot E-ADNI - Execution Phase (E-ADNI)
Functional Assessment Questionnaire  1/2
Participant:

Visit:  


Participant ID

Instructions:

Select the most accurate representation of the participant's level of ability to perform each activity over the preceding four weeks, based on the Study Partner's assessment.

Information Source

Participant Visit

Telephone Call

1.  Writing checks, paying bills, or balancing checkbook.

Normal (0)

Never did, but could do now (0)

Never did, would have difficulty now (1)

Has difficulty, but does by self (1)

Requires assistance (2)

Dependent (3)

2.  Assembling tax records, business affairs, or other papers.

Normal (0)

Never did, but could do now (0)

Never did, would have difficulty now (1)

Has difficulty, but does by self (1)

Requires assistance (2)

Dependent (3)

3.  Shopping alone for clothes, household necessities, or groceries.

Normal (0)

Never did, but could do now (0)

Never did, would have difficulty now (1)

Has difficulty, but does by self (1)

Requires assistance (2)

Dependent (3)

4.  Playing a game of skill such as bridge or chess, working on a hobby.

Normal (0)

Never did, but could do now (0)

Never did, would have difficulty now (1)

Has difficulty, but does by self (1)

Requires assistance (2)

Dependent (3)

5.  Heating water, making a cup of coffee, turing off the stove.

Normal (0)

Never did, but could do now (0)

Never did, would have difficulty now (1)

Has difficulty, but does by self (1)

Requires assistance (2)

Dependent (3)
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Pilot E-ADNI - Execution Phase (E-ADNI)
Functional Assessment Questionnaire  2/2
Participant:

Visit:  


Participant ID

6.  Preparing a balanced meal.

Normal (0)

Never did, but could do now (0)

Never did, would have difficulty now (1)

Has difficulty, but does by self (1)

Requires assistance (2)

Dependent (3)

7.  Keeping track of current events.

Normal (0)

Never did, but could do now (0)

Never did, would have difficulty now (1)

Has difficulty, but does by self (1)

Requires assistance (2)

Dependent (3)

8.  Paying attention to and understanding a TV program, book, or magazine.

Normal (0)

Never did, but could do now (0)

Never did, would have difficulty now (1)

Has difficulty, but does by self (1)

Requires assistance (2)

Dependent (3)

9.  Remembering appointments, family occasions, holidays, medications.

Normal (0)

Never did, but could do now (0)

Never did, would have difficulty now (1)

Has difficulty, but does by self (1)

Requires assistance (2)

Dependent (3)

10.  Traveling out of the neighborhood, driving, or arranging to take public transportation.

Normal (0)

Never did, but could do now (0)

Never did, would have difficulty now (1)

Has difficulty, but does by self (1)

Requires assistance (2)

Dependent (3) 
Total Score
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Pilot E-ADNI - Execution Phase (E-ADNI)
Neuroimaging Questionnaire

Participant:

Visit:  


Participant ID

Date of MRI acquisition


Time of scanning









 :
Month    Day
Year

Neuroradiologist Initials


Technician Initials

Subject Scan complete




Yes
No
Phantom complete




Yes





No

Comments on scan:

	


Total scan time
	


minutes
Date of shipment to Image Analysis Centre:

Month    Day
Year

MRI is stored on local database

  
Yes
No

Local Radiological Report has been made:
Yes
No
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Pilot E-ADNI - Execution Phase (E-ADNI)
ApoE Genotyping – Local Laboratory Test 
Participant:

Participant ID
Visit:  

Phlebotomist Initials

Date of Blood Draw




Time of Blood Draw










   :


Month    Day
Year

Date Test Performed

Month    Day
Year

ApoE status (fill with the “X” mark):
	
	0
	1
	2

	Allele  ε2
	
	
	

	Allele  ε3
	
	
	

	Allele  ε4
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Pilot E-ADNI - Execution Phase (E-ADNI)
Biomarker Samples   1/3
Participant:

Visit:  


Participant ID

Instructions:

FedEX the biomarker samples the SAME DAY at ROOM TEMPERATURE. 
This form must be completed ASAP once the FedEx information is available so that Dr. Hampel/Dr. Blennow can be notified of the shipment via e-mail.

Which of the following was collected at this visit?

Blood

CSF

None

1. Cerebrospinal fluid collection

The exact date and time entered below must be noted on the specimen labels.

Date of Collection



Time of Collection










 :

Month    Day
Year



CSF Collector Initials

	


CSF sample ID number
	


Overnight fast from midnight?

Yes

No

Needle Used:

Sprotte: ________ gauge
Sharp:   ________ gauge
Method of Collection:

gravity

syringe suction

Amount collected





mL



     

Transfer time (from collection to laboratory)



min
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Pilot E-ADNI - Execution Phase (E-ADNI)
Biomarker Samples  2/3
Participant:

Visit:  


Participant ID

Centrifuge velocity entity:

rpm
g
Centrifuge

Velocity:   

  rpm/g
Temperature:      +4 °C


 Room temp.

Time: 
   
  10
 min
Amount of CSF shipped to Munich center (Germany) immediately: 1,0 mL of CSF in 1,0 mL vial sent at ROOM TEMPERATURE
Date of shipment to the Munich center


Month    Day
Year

Amount of CSF stored in local laboratory and sent later in one batch: 4,0 mL of CSF aliquoted in: 

8 vials X 0,5 mL of CSF stored at – 80 °C  
Date of shipment to the Munich center


Month    Day
Year

2. Blood and plasma collection
The exact date and time entered below must be noted on the specimen labels.

Date of Collection



Time of Collection










 :

Month    Day
Year



Phlebotomist Initials

	


Blood sample ID number
	


Overnight fast from midnight?

Yes

No

Amount of blood collected


Vial 1       
   mL
          Vial 2
 
mL
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Pilot E-ADNI - Execution Phase (E-ADNI)
Biomarker Samples  3/3

Participant:

Visit:  


Participant ID

Transfer Time (from the collection to the laboratory


min





Blood sample centrifuged (to obtain 5ml of plasma):
Centrifuge velocity entity:

rpm
g
1st centrifuge

Velocity:   

rpm/g
Temperature:      +4 °C


 Room temp.

Time: 

  10
 min
2nd centrifuge

Velocity:   

rpm/g
Temperature:      +4 °C


 Room temp.

Time: 


 min
3rd centrifuge

Velocity:   

rpm/g
 Temperature:      +4 °C


 Room temp.

Time: 


 min
Note: Use the 2nd and 3rd centrifuge only if it is really necessary for the transparency of the sample. Do not forget to put down a note about the reasons of the use of another centrifuging in the space provided below ("Biomarker comments").
Amount of plasma shipped to Göteborg center (Sweden) immediately: 1,0 mL of plasma in 1,0 mL vial sent at ROOM TEMPERATURE
Date of shipment to the Göteborg center


Month    Day
Year

Amount of plasma stored in local laboratory and sent later in one batch: 4,0 mL of plasma aliquoted in: 

8 vials X 0,5 mL of plasma stored at – 80 °C  
Date of shipment to the Göteborg center


Month    Day
Year

Biomarker comments:
	


Note: Please, make sure that ANY STRICTLY UNAVOIDABLE VARIATION from the lines of the biomarker protocol is accurately specified in the space above.
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Pilot E-ADNI - Execution Phase (E-ADNI)
Diagnostic Summary 1/4
Participant:

Visit: 


Participant ID

Instructions:

This form should be completed by a physician at every in-clinic visit to confirm the participant's current diagnosis and whether a conversion has occurred.

Date Form Completed

Month    Day
Year

Physician Initials

1.  Current Diagnosis

NL

MCI

AD

2. Physician Diagnosis

Normal

Yes

Mild Depression

Yes

Mild Cognitive Impairment

Yes

If Mild Cognitive Impairment, select any that apply:

MCI (Memory features)

MCI (Non-memory features) Petersen Criteria:

1.  Subjective memory complaint

Yes

No

2.  Informant memory complaint

Yes

No
3.  Normal general cognitive function

Yes

No

Marginal

4.  Normal activities of daily living

Yes

No

Marginal

5.  Objective memory impairment for age and education

Yes

No

6.  Not demented by diagnostic criteria

Yes

No
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Pilot E-ADNI - Execution Phase (E-ADNI) 
Diagnostic Summary  2/4

Participant:

Visit:  


Participant ID

If MCI



MCI due to Alzheimer's Disease

MCI due to other etiology

If MCI due to other etiology, select box(es) to indicate reason:

Frontal Lobe Dementia

Parkinson's Disease

Huntington's Disease

Progressive Supranuclear Palsy

Corticobasal Degeneration

Vascular Dementia

Prion-Associated Dementia

Other (specify) Other (specify)

Alzheimer's Disease

Yes

If Alzheimer's Disease, select box that indicates best description:

Mild

Moderate

Severe

If Alzheimer's Disease

Probable

Possible

If Probable AD, select box(es) for other symptoms present:

None

Stroke(s)

Depression

Delirium

Parkinsonism

Metabolic/Toxic Disorder (specify)

Other (specify)

Metabolic/Toxic Disorder (specify)

Other (specify)

95
Pilot E-ADNI - Execution Phase (E-ADNI) 
Diagnostic Summary  3/4

Participant:

Visit: 


Participant ID

If Possible AD, select box(es) to indicate reason:

Atypical clinical course or features (specify)

Stroke(s)

Depression

Delirium

Parkinsonism

Metabolic / Toxic Disorder (specify)

Other (specify)

Atypical clinical course or features (specify)

Metabolic / Toxic Disorder (specify)

Other (specify)

Parkinsonism

Yes

If Parkinsonism, select box which indicates best diagnosis:

Parkinsonism without cognitive impairment

Parkinsonism with cognitive impairment, not demented

Parkinsonism with cognitive impairment, demented

Atypical Parkinsonism

If Parkinsonism with cognitive impairment, demented

PD

PDD

DLB

PDAD

If Atypical Parkinsonism

PSP

CBGD

OPCA

SND

Shy Drager

Vascular

Other (specify) Other (specify)

Other Dementia (not Alzheimer's Disease)

Yes
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Pilot E-ADNI - Execution Phase (E-ADNI) Diagnostic Summary  4/4
Participant:

Visit: 


Participant ID

If Other Dementia, select box which indicates best diagnosis:

Frontal

Huntington

Alcohol

NPH

Major Depression

Down's Syndrome

Vascular Dementia

Prion

HIV

Primary Progressive Aphasia

Posterior Cortical Dysfunction

Other (specify) Other (specify)

Physician Confidence in Diagnosis:

Uncertain

Mildly Confident

Moderately Confident

Highly Confident
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Appendix –Excluded Medications
EXCLUDED MEDICATIONS

1. Antidepressants with anti-cholinergic properties are excluded.
2. Regular use of narcotic analgesics (>2 doses per week) within 4 weeks of screening.
3. Use of neuroleptics with anti-cholinergic properties (e.g., chlorpromazine, thioridazine) within 4 weeks of screening.
4. Chronic use of other medications with significant central nervous system anticholinergic activity within 4 weeks of screening (e.g., diphenhydramine).
5. Use of Anti-Parkinsonian medications (including Sinemet, amantadine, bromocriptine, pergolide, selegeline) within 4 weeks of screening.
6. Participation in any other investigational drug study within 4 weeks of screening (individuals may not participate in any drug study while participating in this protocol).
7. Diuretic drugs should not be started or discontinued within 4 weeks prior to screening. Any change in diuretic medication during the study should be reported.

PERMITTED MEDICATIONS
1. Cholinesterase inhibitors and memantine are permitted if the dose is stable for 4 weeks prior to screening for subjects in the MCI and AD groups only.
2. Use of estrogen and estrogen-like compounds is allowed if the dose has been stable for 4 weeks prior to screening.
3. Use of vitamin E is allowed if the dose has been stable for 4 weeks prior to screening (no cap on amount allowed).
Exceptions to these criteria may be considered on a case-by-case basis 

at the discretion of the Protocol PI (Dr. Frisoni).

Change in Medication After Enrollment
Any change in medication (including dose or frequency) should be recorded on the ‘Concurrent Medications Log’ for the visit it is reported. If a subject begins an excluded medication, the site must document this by requesting an exception from the Protocol PI (Dr. Frisoni). If a subject begins a cholinesterase inhibitor or memantine after being approved for enrolment into the study, this should be documented by completing an additional comment form describing the reason for the protocol deviation.
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LIST OF EXCLUDED MEDICATIONS:
Please note: This is not a complete list of excluded medications. For drugs not on this list, query the Study PI (Dr. Frisoni).

· NARCOTIC ANALGESICS: Not allowed within 4 weeks prior to screening:
	General Name

	Hydromorphone

	Oxycodone/Acetaminophen

	Oxycodone/Aspirin

	Propoxyphene Darvon and its variations

	Narcotics that contain codeine or morphine


· NEUROLEPTICS: Not allowed within 4 weeks prior to screening:
	General Name

	Chlorpromazine

	Fluphenazine

	Loxapine

	Perphenazine

	Thioridazine

	Thiothixene

	Trifluoperazine

	Clozapine

	Haloperidol



Use of followings is permitted if dose is stable for 4 weeks prior to visit
	General Name

	Aripiprazole

	Olanzapine

	Quetiapine

	Risperidone

	Ziprasidone


· ANTICHOLINERGIC AGENTS: Not allowed within 4 weeks prior to screening:

	General Name

	Amantadine

	Benztropine

	Cyproheptadine

	Dicyclomine

	Diphenhydramine

	Diphenoxylate with atropine

	Hydroxyzine

	Hyoscyamine

	Meclizine

	Prochlorperazine

	Trihexyphenidyl

	Trimethobenzamide
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· ANTIPARKINSONIAN MEDICATIONS: Not allowed within 4 weeks prior to screening:

	General Name

	Bromocriptine

	Deprenyl/Selegiline

	Levodopa

	Pergolide

	Pramipexole


· INVESTIGATIONAL DRUGS: Not allowed within 4 weeks prior to screening.

· SEDATIVES/BENZODIAZEPINES: Not allowed within 4 weeks prior to screening:

	General Name

	Chlordiazepoxide

	Clonazepam

	Diazepam

	Flurazepam

	Meprobamate

	Triazolam



Allowed if on stable doses 4 weeks prior to screening:

	General Name

	Alprazolam

	Buspirone

	Chloral Hydrate

	Lorazepam

	Oxazepam

	Temazepam

	Trazodone

	Zaleplon

	Zolpidem


· ANTIHYPERTENSIVE AGENTS WITH FREQUENT CNS SIDE-EFFECTS: Not allowed 4 weeks prior to screening:
	General Name

	Clonidine


· ANTIDEPRESSANTS: Not allowed within 4 weeks prior to screening:
	General Name

	Amitriptyline

	Amoxapine

	Clomipramine

	Desipramine

	Doxepin

	Imipramine

	Isocarboxazide

	Lithium
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	General Name

	Maprotiline

	Nortriptyline

	Phenelzine

	Protriptyline

	Tranylcypromine

	Trimipramine



Use of the following is permitted if dose is stable 4 weeks prior to screening:

	General Name

	Bupropion

	Citalopram

	Escitalopram

	Fluoxetine

	Mirtazapine

	Nefazodone

	Paroxetine

	Sertraline

	Trazodone

	Venlafaxine


· PRN RECOMMENDATIONS
If a subject requires medications for various conditions during the protocol, the following are recommended:

	Condition
	Recommendation

	Analgesia
	Tylenol (acetaminophen) 325mg-650mg orally every 4hrs as needed

	Back Pain
	Tylenol; 325mg-650mg orally every 4hrs as needed

	Constipation
	Dulcolax suppository 10 mg once daily

	Diarrea
	No treatment unless severe

	Fever
	Use clinical judgement for fever work-up

	Hypertension
	Observe - unless it increases to medically dangerous levels

	Sleep / Insomnia
	Tylenol (for pain); warm milk; counting backwards; (it is preferred not to prescribe hypnotic agents.)
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