               Utilities in Ulcerative Colitis for Subjects with an Intact Colon
                                     Subject #:______

                                                                                                                                            Initials: ______        

                                                                                                                                                           Date:______                                                                                                                    

	DEMOGRAPHIC HISTORY
	CPI:

	Name: ________________________



	      Visit Date:       __ __ / __ __ / __ __

                              (month/day/year)

	Date of Birth:  __ __ / __ __ / __ __

                         (month/day/year)
	       Gender:       FORMCHECKBOX 
 Male             FORMCHECKBOX 
 Female

	Race:      FORMCHECKBOX 
 White                                        FORMCHECKBOX 
 Native Hawaiian/Pacific Islander               

     FORMCHECKBOX 
 Black                                        FORMCHECKBOX 
 American Indian/Alaskan Native             
                FORMCHECKBOX 
 Asian                                        FORMCHECKBOX 
 Other (  Specify: ______________
                                                     

	Do you consider your ethnicity to be:       FORMCHECKBOX 
 Not Hispanic     FORMCHECKBOX 
 Hispanic


	Highest Level of Education Completed:   

                       FORMCHECKBOX 
 None                                             FORMCHECKBOX 
 Associate’s Degree

                       FORMCHECKBOX 
 Elementary School                      FORMCHECKBOX 
 Bachelor’s  Degree

                       FORMCHECKBOX 
 High School (Diploma/GED)       FORMCHECKBOX 
 Master’s Degree                

                       FORMCHECKBOX 
 Some College, No Degree           FORMCHECKBOX 
 Doctoral/Professional Degree


	Employment Status:         FORMCHECKBOX 
 Full-time              FORMCHECKBOX 
 Part-time              FORMCHECKBOX 
 Retired

                                            FORMCHECKBOX 
 Disabled              FORMCHECKBOX 
 Homemaker



	Marital Status:       FORMCHECKBOX 
 Married           FORMCHECKBOX 
 Living with a Partner     FORMCHECKBOX 
 Separated

                                FORMCHECKBOX 
 Divorced         FORMCHECKBOX 
 Widowed                        FORMCHECKBOX 
 Never been Married
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	ULCERATIVE COLITIS HISTORY

	First Date of Ulcerative Colitis Diagnosis?        __ __ / __ __ __ __
                                                                                 (month/year)
Have you had your colon removed (Colectomy)?     FORMCHECKBOX 
 Yes           FORMCHECKBOX 
 No       

                                                                               __ __ / __ __ __ __
                                                                                 (month/year)

	Extent of Disease  (check one):     
  FORMCHECKBOX 
  Pancolitis (disease extends proximally beyond splenic flexure)

  FORMCHECKBOX 
  Left-Sided (disease is limited to the descending colon and/or rectum)



	Medications Currently Used:

 FORMCHECKBOX 
  5-ASA (Asacol, Colazal, Sulfasalazine) orally

 FORMCHECKBOX 
  5-ASA (Rowasa, Canasa, mesalamine) rectally

 FORMCHECKBOX 
  Steroid enemas or foam (Cortenema, Proctofoam) rectally

 FORMCHECKBOX 
  Thiopurines (Azathioprine, Imuran, 6-MP, Purinethol)

 FORMCHECKBOX 
  Systemic steroids orally (prednisone)

 FORMCHECKBOX 
  Bowel-selective steroids (Budesonide, entocort) orally

 FORMCHECKBOX 
  Intravenous steroids                            FORMCHECKBOX 
 Cyclosporine                                        

 FORMCHECKBOX 
  Methotrexate                                         FORMCHECKBOX 
  Mycophenolate (Cellcept)

 FORMCHECKBOX 
 Infliximab (Remicade)                           FORMCHECKBOX 
  TPN

 FORMCHECKBOX 
  Tacrolimus                                            FORMCHECKBOX 
  Enteral (Tube) Feeds

 FORMCHECKBOX 
  Antibiotics

 FORMCHECKBOX 
  Investigational Therapy



	Over the course of your disease, how many total months have you taken systemic steroids (prednisone, solumedrol)?  __ __
How many times have you been hospitalized due to your ulcerative colitis? __ __


	In the past year, has having ulcerative colitis had a negative effect on your sex life because of physical reasons?

  FORMCHECKBOX 
 Yes                    FORMCHECKBOX 
 No  

In the past year, has having ulcerative colitis had a negative effect on your sex life because of social or emotional reasons such as embarrassment?

  FORMCHECKBOX 
 Yes                    FORMCHECKBOX 
 No  





           1.  The Simple Clinical Colitis Activity Index
Overview: The SCCA Index is a way of scoring disease activity in Ulcerative Colitis based on six simple questions about symptoms that gives a number between 0-19 that corresponds to the severity of disease activity. Traditionally, ulcerative colitis has been described as mild, moderate, or severe. This index gives more detailed information on how active disease is using a number. The SCCA index was designed so that the numbers can be easily obtained during an office visit.

Questions (circle the answer that best fits your symptoms over the past week):

(1) Over the past week, what is your average number of bowel movements during the day (not including night time)?

a. 0-3

b. 4-6

c. 7-9

d. >9
(2) Over the past week, what is your average number of bowel movements during the night?

a. 0

b. 1-3

c. >3
(3) Over the past week, what has been your urgency of defecation?

a. No rush

b. Hurry

c. Immediately

d. Incontinence – stool leaked out before you could get to a toilet
(4) Over the past week, what has been the amount and frequency of blood in your stool?

a. None

b. Small traces

c. Occasionally obviously bloody

d. Usually obviously bloody
(5) General well being

a. Very well

b. Slightly below par

c. Poor

d. Very poor

e. Terrible
(6) During the past week, have you had any of the following?

a. Pyoderma gangrenosum (oozing ulcers, usually on the leg)

b. Erythema nodosum (red, swollen bumps, on the shin

c. Uveitis (red, painful eyes)

d. Arthritis (joint pain)

e. None of the above

2.  SIBDQ
The Short Inflammatory Disease Questionnaire( SIBDQ)

This questionnaire is designed to find out how your colitis has been affecting you during the last 2 weeks. You will be asked about symptoms you are having as a result of your inflammatory bowel disease, the way you have been feeling in general, and how your mood has been.
Questions (circle the answer that best fits how you have been affected in the last 2 weeks):
(1) How often has the feeling of fatigue or of being tired and worn out been a problem for you during the last 2 weeks?

(Systemic)

a. All of the time

b. Most of the time

c. A good bit of the time

d. Some of the time

e. A little of the time

f. Hardly any of the time

g. None of the time

(2) How often during the last 2 weeks have you had to delay or cancel a social engagement because of your bowel problem?

(Social)

a. All of the time

b. Most of the time

c. A good bit of the time

d. Some of the time

e. A little of the time

f. Hardly any of the time

g. None of the time

(3) How much difficulty have you had, as a result of your bowel problems, doing leisure or sports activities you would have liked to have done over the last 2 weeks?

(Social)

a. A great deal of difficulty, activities made impossible

b. A lot of difficulty

c. A fair bit of difficulty

d. Some difficulty

e. A little difficulty

f. Hardly any difficulty

g. No difficulty; the bowel problems did not limit sports or leisure activities


(4) How often during the last 2 weeks have you been troubled by pain in the 

abdomen?
(Bowel)

a. All of the time

b. Most of the time

c. A good bit of the time

d. Some of the time -A little of the time

e. Hardly any of the time

f. None of the time

(5) How often during the last 2 weeks have you felt depressed or discouraged?
(Emotional)

a. All of the time

b. Most of the time

c. A good bit of the time

d. Some of the time

e. A little of the time

f. Hardly any of the time

g. None of the time

(6) Overall, in the last 2 weeks, how much of a problem have you had passing large amounts of gas?

(Bowel)

a. A major problem

b. A big problem

c. A significant problem

d. Some trouble

e. A little trouble

(7) Overall, in the last 2 weeks, how much of a problem have you had maintaining or getting to the weight you would like to be?

(Systemic)

a. A major problem

b. A big problem

c. A significant problem

d. Some trouble

e. A little trouble

f. Hardly any trouble

g. No trouble

 


(8) How often during the last 2 weeks have you felt relaxed and free of tension?

(Emotional)

a. None of the time

b. A little of the time

c. Some of the time

d. A good bit of the time

e. Most of the time
f. Almost all the time

g. All of the time

(9) How much of the time during the last 2 weeks have you been troubled by a feeling of having to go to the toilet even though your bowels were empty?
(Bowel)

a. All of the time

b. Most of the time

c. A good bit of the time

d. Some of the time

e. A little of the time

f. Hardly any of the time

g. None of the time

(10) How much of the time during the last 2 weeks have you felt

angry as a result of your bowel problem?
(Emotional)

a. All of the time

b. Most of the time

c. A good bit of the time

d. Some of the time

e. A little of the time

f. Hardly any of the time

g. None of the time


3. SSDQ

The Social Support and Dependency Questionnaire

The following two questions ask about people in your life who either provide you with help and

support or to whom you provide help and support.  For each question, please list the people you

know who you relate with in the manner described.  Please write each person’s initials and their relationship to you next to the numbers (see example below).

EXAMPLE:

How many people can you really count on to support you when you have difficulties in your life?

No one
1) S.J. (mother)

4) B.K. (friend)
     7)




2) F.P. (brother)

5)


     8)




3) M.M. (friend)

6)


     9)

1) How many people really depend on you to provide an important caregiving or supportive role

in their lives?  That is, how many people do you know whose lives would be disrupted if you were

to become sick or needed to be hospitalized (such as children, parents, spouse, close friends)?

No one
1)



4)


     7)




2)



5)


     8)




3)



6)


     9)

2) How many people can you really count on to support you when you have difficulties in your life,

such as illness or hospitalization?

No one
1)



4) 


     7)




2)



5)


     8)




3)



6)


     9)






Often in medicine, we have to decide whether to accept some risk when trying to treat patients with powerful medications or with surgical procedures. We weigh the potential benefits against the risk before making a decision to proceed with a treatment. This survey asks you to weigh the risks and benefits of a hypothetical (does not really exist) medicine for people with ulcerative colitis.

You currently have ulcerative colitis. Imagine that there is an amazing new pill that can cure ulcerative colitis. It only costs $1, you take it only once, and it resets your immune system so that you no longer have ulcerative colitis at all, and you will never get it again.

  However, it has one side effect – it shortens the life span of the person taking the pill.  The pill speeds up aging processes so that you will lose some time at the end of your life.  If you take the pill, you will die earlier than you would have otherwise.  Imagine that you are the person in this situation and are offered the pill. 
You are male/female and _____ years old.  The average person of your age and gender is expected to live another _____ years.
Please mark the following questions with an X for YES or NO.  If you really can’t decide for a particular question, mark the (=) column.

	If this pill shortened your life by this amount of time, would you take it?
	YES
	=
	NO

	Shortens your life by 1 month
	
	
	

	Shortens your life by 3 months
	
	
	

	Shortens your life by 6 months
	
	
	

	Shortens your life by 1 year
	
	
	

	Shortens your life by 2 years
	
	
	

	Shortens your life by 3 years
	
	
	

	Shortens your life by 4 years
	
	
	

	Shortens your life by 5 years
	
	
	

	Shortens your life by 10 years
	
	
	

	Shortens your life by 15 years
	
	
	

	Shortens your life by 20 years
	
	
	

	Shortens your life by 25 years
	
	
	

	Shortens your life by 30 years
	
	
	

	Shortens your life by 35 years
	
	
	


The person administering these surveys may ask you about a few other time points to try to narrow down exactly how you weigh the risks and benefits of this hypothetical pill.


Often in medicine, we have to decide whether to accept some risk when trying to treat patients with powerful medications or with surgical procedures. We weigh the potential benefits against the risk before making a decision to proceed with a treatment. This survey asks you to weigh the risks and benefits of a hypothetical (does not really exist) medicine for people with ulcerative colitis.

You currently have ulcerative colitis. Imagine that there is an amazing new pill that can cure ulcerative colitis. It only costs $1, you take it only once, and it resets your immune system so that you no longer have ulcerative colitis at all, and you will never get it again.

However, it has one side effect – a small fraction of people who take the pill become sleepy, fall into a coma, and die painlessly within 24 hours. We have no way of predicting which people will suffer from this side effect. 

Please mark the following questions with an X for YES or NO.  If you really can’t decide for a particular question, mark the (=) column.
	If the side effect occurs in this number of people, would you take the pill?
	YES
	=
	NO

	1 in 1 billion people
	
	
	

	1 in 1 million people (0.0001% of the time)
	
	
	

	1 in 100 thousand people (0.001% of the time)
	
	
	

	1 in 10 thousand people (0.01% of the time)
	
	
	

	1 in 1000 people (0.1% of the time)
	
	
	

	1 in 100 people (1% of the time)
	
	
	

	1 in 75 people (about 1.3% of the time)
	
	
	

	1 in 50 people (2% of the time)
	
	
	

	1 in 25 people (4% of the time)
	
	
	

	1 in 10 people (10% of the time)
	
	
	

	1 in 5 people (20% of the time)
	
	
	

	1 in 4 people (25% of the time)
	
	
	

	1 in 3 people (about 33% of the time)
	
	
	

	1 in 2 people (50% of the time)
	
	
	

	3 out of 4 people (75% of the time)
	
	
	

	5 out of 6 people (about 83% of the time)
	
	
	

	9 out of 10 people (90% of the time)
	
	
	


The person administering these surveys may ask you about a few other side effect rates to try to narrow down exactly how you weigh the risks and benefits of this hypothetical pill.


Imagine that you are a patient who has had moderately active ulcerative colitis for the past 5 years.  You have frequent loose bloody stools, from 5 to 8 per day, and for about half of your bowel movements you have to rush to the bathroom to avoid having accidents.  When you have urgent stools, you often get rectal cramping.  You often have 3 to 4 bowel movements in a row first thing in the morning, and spend the first 20 to 30 minutes of your day on the toilet.  You have some blood in most of your stools, and mildly lower blood counts and inflammation that make you easily tired.  You take naps 3 to 5 times per week.  You limit your activities to avoid being anywhere where you cannot easily get to the bathroom.  When you go out for longer periods, you avoid eating, as it brings on bowel movements.  Having to suddenly rush to the bathroom can be embarrassing and the worry about having accidents can cause you a lot of anxiety.  You often carry an emergency kit with spare underpants and pants.  Having moderate ulcerative colitis interferes with your work and normal social activities.

Now imagine that there is an amazing new pill that can cure these symptoms within one day, and will prevent you from ever again being affected by ulcerative colitis.  It only costs $1, you take it only once, and you will be free of symptoms.  This will also restore your stool frequency to about once per day and none at night, and you will no longer experience abdominal pain.

However, the pill has one side effect – it shortens the life span of the person taking the pill.  The pill speeds up aging processes so that you will lose some time at the end of your life.  If you take the pill, you will die earlier than you would have otherwise.  Imagine that you are the person in this situation and you are offered this pill. 
You are male/female and _____ years old.  The average person of your age and gender is expected to live another _____ years.

Please mark the following questions with an X for YES or NO.  If you really can’t decide for a particular question, mark the (=) column.

	If this pill shortened your life by this amount of time, would you take it?
	YES
	=
	NO

	Shortens your life by 1 month
	
	
	

	Shortens your life by 3 months
	
	
	

	Shortens your life by 6 months
	
	
	

	Shortens your life by 1 year
	
	
	

	Shortens your life by 2 years
	
	
	

	Shortens your life by 3 years
	
	
	

	Shortens your life by 4 years
	
	
	

	Shortens your life by 5 years
	
	
	

	Shortens your life by 10 years
	
	
	

	Shortens your life by 15 years
	
	
	

	Shortens your life by 20 years
	
	
	

	Shortens your life by 25 years
	
	
	

	Shortens your life by 30 years
	
	
	

	Shortens your life by 35 years
	
	
	




Imagine that you are a patient who has had moderately active ulcerative colitis for the past 5 years.  You have frequent loose bloody stools, from 5 to 8 per day, and for about half of your bowel movements you have to rush to the bathroom to avoid having accidents.  When you have urgent stools, you often get rectal cramping.  You often have 3 to 4 bowel movements in a row first thing in the morning, and spend the first 20 to 30 minutes of your day on the toilet.  You have some blood in most of your stools, and mildly lower blood counts and inflammation that make you easily tired.  You take naps 3 to 5 times per week.  You limit your activities to avoid being anywhere where you cannot easily get to the bathroom.  When you go out for longer periods, you avoid eating, as it brings on bowel movements.  Having to suddenly rush to the bathroom can be embarrassing and the worry about having accidents can cause you a lot of anxiety.  You often carry an emergency kit with spare underpants and pants.  Having moderate ulcerative colitis interferes with your work and normal social activities.

Now imagine that there is an amazing new pill that can cure these symptoms within one day, and will prevent you from ever again being affected by ulcerative colitis.  It only costs $1, you take it only once, and you will be free of symptoms.  This will also restore your stool frequency to about once per day and none at night, and you will no longer experience abdominal pain.

However, the pill has one side effect – it has a small risk of causing the person taking it to become sleepy, fall into a coma, and die painlessly within 24 hours.  We have no way of determining which people are at risk of this side effect.  Imagine that you are the person in this scenario and you are offered the pill. 

Please mark the following questions with an X for YES or NO.  If you really can’t decide for a particular question, mark the (=) column.

	If the side effect occurs in this number of people, would you take the pill?
	YES
	=
	NO

	1 in 1 billion people
	
	
	

	1 in 1 million people (0.0001% of the time)
	
	
	

	1 in 100 thousand people (0.001% of the time)
	
	
	

	1 in 10 thousand people (0.01% of the time)
	
	
	

	1 in 1000 people (0.1% of the time)
	
	
	

	1 in 100 people (1% of the time)
	
	
	

	1 in 75 people (about 1.3% of the time)
	
	
	

	1 in 50 people (2% of the time)
	
	
	

	1 in 25 people (4% of the time)
	
	
	

	1 in 10 people (10% of the time)
	
	
	

	1 in 5 people (20% of the time)
	
	
	

	1 in 4 people (25% of the time)
	
	
	

	1 in 3 people (about 33% of the time)
	
	
	

	1 in 2 people (50% of the time)
	
	
	

	3 out of 4 people (75% of the time)
	
	
	

	5 out of 6 people (about 83% of the time)
	
	
	

	9 out of 10 people (90% of the time)
	
	
	




Imagine that you are a patient with ulcerative colitis who had a colectomy 6 years ago.  During the operation, your colon was removed, a small internal pouch was formed out of the small bowel and then joined to the anal muscle.  You now no longer have an external bag, and all stool passes through your small intestine and out the anus.  You have problems telling if you are about to pass gas or stool, and about twice per day go to the bathroom and find that you only needed to pass gas.  About once a month you have problems with stool leaking out of the anus.  On average, you have 5 loose bowel movements per day and one bowel movement at night.  You have had 3 episodes of pouchitis (inflammation of the internal pouch) with urgency, bleeding, and some cramping pain (about once every 2 years since the surgery).  Each of these episodes of inflammation has cleared up after taking antibiotics by mouth for two weeks.  You have not had any fistulas, bowel obstruction, or narrowing of the pouch attachment.

Now imagine that there is an amazing new pill that can cause you to grow a new, healthy colon that will never again be affected by ulcerative colitis.  It only costs $1, you take it only once, and your new colon will no longer have ulcerative colitis at all and you will never get it again.  This will also restore your stool frequency to about once per day and none at night, eliminate the possibility of getting pouchitis, and reverse any scarring problems due to the previous surgery.

However, the pill has one side effect – it shortens the life span of the person taking the pill.  The pill speeds up aging processes so that you will lose some time at the end of your life.  If you take the pill, you will die earlier than you would have otherwise.  Imagine that you are the person in this situation and you are offered the pill.
You are male/female and _____ years old.  The average person of your age and gender is expected to live another _____ years.

Please mark the following questions with an X for YES or NO.  If you really can’t decide for a particular question, mark the (=) column.

	If this pill shortened your life by this amount of time, would you take it?
	YES
	=
	NO

	Shortens your life by 1 month
	
	
	

	Shortens your life by 3 months
	
	
	

	Shortens your life by 6 months
	
	
	

	Shortens your life by 1 year
	
	
	

	Shortens your life by 2 years
	
	
	

	Shortens your life by 3 years
	
	
	

	Shortens your life by 4 years
	
	
	

	Shortens your life by 5 years
	
	
	

	Shortens your life by 10 years
	
	
	

	Shortens your life by 15 years
	
	
	

	Shortens your life by 20 years
	
	
	

	Shortens your life by 25 years
	
	
	

	Shortens your life by 30 years
	
	
	

	Shortens your life by 35 years
	
	
	




Imagine that you are a patient with ulcerative colitis who had a colectomy 6 years ago.   During the operation, your colon was removed, a small internal pouch was formed out of the small bowel and then joined to the anal muscle.  You now no longer have an external bag, and all stool passes through your small intestine and out the anus.  You have problems telling if you are about to pass gas or stool, and about twice per day go to the bathroom and find that you only needed to pass gas.  About once a month you have problems with stool leaking out of the anus.  On average, you have 5 loose bowel movements per day and one bowel movement at night.  You have had 3 episodes of pouchitis (inflammation of the internal pouch) with urgency, bleeding, and some cramping pain (about once every 2 years since the surgery).  Each of these episodes of inflammation has cleared up after taking antibiotics by mouth for two weeks.  You have not had any fistulas, bowel obstruction, or narrowing of the pouch attachment.

Now imagine that there is an amazing new pill that can cause you to grow a new, healthy colon that will never again be affected by ulcerative colitis.  It only costs $1, you take it only once, and your new colon will no longer have ulcerative colitis at all and you will never get it again.  This will also restore your stool frequency to about once per day and none at night, eliminate the possibility of getting pouchitis, and reverse any scarring problems due to the previous surgery.

However, the pill has one side effect – it has a small risk of causing the person taking it to become sleepy, fall into a coma, and die painlessly within 24 hours.  We have no way of determining which people are at risk of this side effect.  Imagine that you are the person in this scenario and you are offered the pill. 

Please mark the following questions with an X for YES or NO.  If you really can’t decide for a particular question, mark the (=) column.

	If the side effect occurs in this number of people, would you take the pill?
	YES
	=
	NO

	1 in 1 billion people
	
	
	

	1 in 1 million people (0.0001% of the time)
	
	
	

	1 in 100 thousand people (0.001% of the time)
	
	
	

	1 in 10 thousand people (0.01% of the time)
	
	
	

	1 in 1000 people (0.1% of the time)
	
	
	

	1 in 100 people (1% of the time)
	
	
	

	1 in 75 people (about 1.3% of the time)
	
	
	

	1 in 50 people (2% of the time)
	
	
	

	1 in 25 people (4% of the time)
	
	
	

	1 in 10 people (10% of the time)
	
	
	

	1 in 5 people (20% of the time)
	
	
	

	1 in 4 people (25% of the time)
	
	
	

	1 in 3 people (about 33% of the time)
	
	
	

	1 in 2 people (50% of the time)
	
	
	

	3 out of 4 people (75% of the time)
	
	
	

	5 out of 6 people (about 83% of the time)
	
	
	

	9 out of 10 people (90% of the time)
	
	
	




Administered:    In Person       Over-the-Phone





Y       N





Inpatient:





�





Page 2 of 14





Page 3 of 14





Page 4 of 14





Page 5 of 14





Page 6 of 14





Page 7 of 14





Best imaginable health state





Your own health state today





Visual Analog Scale:


To help people say how good or bad a health state is, we have drawn a scale (rather like a thermometer) on which the best state you can imagine is marked 100 and the worst state you can imagine is marked 0.





Visual Analog Scale:


To help people say how good or bad a health state is, we have drawn a scale (rather like a thermometer) on which the best state you can imagine is marked 100 and the worst state you can imagine is marked 0.





100




















9	0





We would like you to indicate on this scale how good or bad your own health is today, in your opinion. Please do this by drawing a line (please do not circle) from the box below to whichever point on the scale indicates how good or bad your health state is today.





8	0

















7	0





6	0





Your own health state today





5	0





4	0





3	0





2	0





1	0





0


Worst imaginable health state





Start your line from this black box, and connect it to the 0-100 scale at the appropriate point
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Study Coordinator Use Only


The subject’s transition point, within a 1 month range, is:  _____________________
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The subject’s transition point, with approximately 1% accuracy, is:  _____________________
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