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RESEARCH PLAN AND PROTOCOL:  Implementation and Effectiveness of a Decision 
Aid for Patients with Ulcerative Colitis Considering Surgery 
Please note that the entire proposal has been revised in response to the reviewer comments 
and to decrease the funding request to 1 year. Therefore, there are no marks to indicate 
changes from the previous submission. 
 

1. STATEMENT OF PURPOSE AND SPECIFIC AIMS 
Ten to thirty percent of patients with ulcerative colitis will require surgery during the course of 
their illness (1). There are two surgical options: J-pouch and ileostomy. Both are options for 
most patients, but they differ in the associated risks and impact on quality of life.  Because there 
is no objective medical benefit to either surgery, the decision should  incorporate  the  patient’s  
preferences and values through a process of shared decision-making with their physician (2).  

Shared decision-making is a way to improve healthcare outcomes, reduce costs, and 
increase patient satisfaction (3).  Most patients with ulcerative colitis wish to actively participate 
in shared decision-making regarding medical management of their disease (4).  It is therefore 
likely that patients want to be involved in shared decision-making regarding surgical 
management as well.  However, a barrier is that patients do not feel completely informed about 
the complex treatments (5).  This lack of knowledge is especially problematic if it causes bias in 
the choices patients make about surgery.   

There is a strong bias towards J-pouch reconstruction in the literature (1, 6) and upon review 
of cases performed at our institution [Figure 2].  While it is not clear that this is related to lack of 
knowledge, there is concern that patients may focus so much on avoiding a permanent 
ileostomy that they assume J-pouch is the procedure of choice without considering the whole 
picture.  A fully informed patient will understand that this choice entails lifestyle changes and 
potential risks that could make J-pouch less desirable, depending on his or her values and 
preferences.  Patients get most of their information through discussion with their surgeon, 
however, because the options are complex and patients come from diverse educational 
backgrounds, true shared decision-making can be challenging in everyday surgical practice. 
Therefore, a decision aid would be a helpful adjunct to the patient-physician interaction. 

A decision aid is a tool used to facilitate shared decision-making by providing evidence-
based information about the disease and its treatments as well as exercises that clarify values 
(7).  They are designed to provide balanced information and do not promote one option over 
another.  The effectiveness of decision aids has been shown in a variety of other clinical 
scenarios (8, 9).  However, there has been no research to determine the feasibility or efficacy of 
a decision aid in ulcerative colitis patients who need surgery. In addition, race/ethnicity, 
socioeconomic status, and language have not been studied in the context of shared decision-
making in this population. If these variables impact  a  patient’s  ability  to  participate  in  shared  
decision-making, a decision aid is an appropriate tool to reduce disparities over the diverse 
population of patients with ulcerative colitis.   

Using interviews with patients and clinicians, our group extensively modified an existing 
decision aid for patients with ulcerative colitis who need surgery.  We also created a specific 
and carefully designed series of instruments to measure the  decision  aid’s  feasibility and 
effectiveness.  We now propose a multi-center study to evaluate the decision aid in a diverse 
population of patients with ulcerative colitis who are considering surgery.   

 

Hypotheses: 
1. Ulcerative colitis patients desire participation in decision-making about surgery. 
2. Patients and surgeons will be satisfied with the decision aid.  
3. The decision aid will prepare patients to participate in shared decision-making.  
4. Age, race, language, education, and socioeconomic status play a role in the desire for 

shared decision-making and the utility of the decision aid. 
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Figure 1: Surgical options for patients with Ulcerative Colitis.   
= Ileostomy surgery pathway 
= J-pouch surgery pathway 

 

Specific Aims: 

1. Implement the decision aid in three distinct colorectal surgery practices.   
1.1 Translate the decision aid into Spanish and Chinese 
1.2 Implement the decision aid in a diverse group of ulcerative colitis patients who are 

considering surgery in university-, managed-care-, and healthcare safety-net-based 
colorectal surgery practices. 

2. Assess the feasibility of the decision aid in ulcerative colitis patients. 
2.1 Describe the surgical decision-making  process  from  the  patient’s  perspective, including 

reasons for their choice, resources used to make the choice, and reliance on others.   
2.2 Measure patient satisfaction with the decision aid.  
2.3 Stratify results by demographic and socioeconomic factors to determine if these 

variables impact the decision-making process and desire to participate in shared 
decision making. 

3. Measure the effectiveness of the decision aid in ulcerative colitis patients. 
3.1 Determine to what extent the decision aid increases patient knowledge about the 

fundamental differences between J-pouch and ileostomy surgery. 
3.2 Measure the impact of the decision aid on preparing the patient for shared decision- 

making. 
3.3 Stratify results by demographic and socioeconomic factors to determine which patients 

benefit most. 
4. Assess the feasibility of the decision aid in surgical practices. 

4.1 Measure surgeon satisfaction with the decision aid using the physician satisfaction 
survey. 

 
2. BACKGROUND  
Surgical options for patients with ulcerative colitis.  In the United States, 700,000 people 
are affected by ulcerative colitis and up to 48,000 patients are diagnosed each year (10).  Ten to 
thirty percent of patients will develop severe disease requiring surgery. In the elective setting, 
surgery is indicated for symptoms refractory to medical management, when medications are not 
tolerated, and when there is evidence of high-grade dysplasia or colorectal cancer (1). The most 
common operation is proctocolectomy [Figure1: A and B], in which both the colon and rectum 
are removed.  The resulting loss of the colon and rectum, which function in forming and storing 
stool, is overcome using one of two reconstructive options: ileostomy or J-pouch. The ileostomy 
procedure involves removing the anus and securing the small intestine to the abdominal wall 
where stool is released into an appliance worn on the skin [Figure 1: A].  The J-pouch is a 
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reservoir created from the small bowel that allows the storage of bowel movements and 
passage through the anus.  This usually requires a temporary, protective ileostomy that is 
removed at a later surgery [Figure 1: B]. In patients who require urgent surgery for fulminant 
colitis, toxic megacolon, uncontrollable bleeding, or perforation, the initial operation is split into 
two separate procedures to reduce surgical stress [Figure 1: C].  This strategy may also be 
used in frail outpatients or in patients with indeterminant colitis in whom pathologic evaluation of 
the surgical specimen will guide decision making.  All patients who need surgery ultimately must 
decide between reconstruction with a J-pouch or end-ileostomy.  Most patients are candidates 
for either reconstructive procedure, both of which result in similar control of disease.   
 
The surgical decision for patients with ulcerative colitis is complicated by bias against 
ileostomy.  A study measuring  theoretical preference showed that patients exhibited a strong 
bias towards J-pouch surgery, with 23/26 (89%) reporting that they would trade life expectancy 
to undergo J-pouch instead of ileostomy (6).  When the same question was asked of physicians, 
69% of gastroenterologists and 55% of colorectal surgeons reported that they would trade life 
expectancy to undergo J-pouch instead of ileostomy.  This study was limited by the fact that it 
measured theoretical bias by asking patients and physicians not currently faced with surgery to 
rate their decision preferences.  However, it may indicate that increasing knowledge and 
familiarity with the surgical options is associated with decreased bias towards J-pouch.   
 

This bias is evident among patients undergoing surgery for ulcerative colitis as well.  At our 
institution, 2/3 patients undergo J-pouch reconstruction compared with 1/3 undergoing ileostomy 
[Figure 2].  In addition, there are differences in the patients undergoing each procedure. 
Patients undergoing J-pouch were on average older than those undergoing ileostomy (39 vs 51 
years old), and patients requiring a subtotal colectomy were more likely to undergo J-pouch 
reconstruction than ileostomy surgery (80% vs 20%, n=20).  There are many possible 
explanations for these differences.  Unfortunately, very little is known about the decision-making 
process ulcerative colitis patients undergo when considering surgery.  We aim to study this 
process in detail and intervene with a decision aid to determine if the process can be improved.  
 
Shared decision-making in the surgical management of ulcerative colitis is a priority.  
Shared decision-making is a mechanism to improve healthcare outcomes, reduce costs, and 
increase patient satisfaction (3).  Although most patients with ulcerative colitis (UC) wish to 

actively participate in shared 
decision-making regarding 
medical management of their 
disease (4), the majority of 
patients report not having enough 
knowledge of their illness and its 
treatments (5).  This may result in 
patients who make decisions 
based on uninformed 
assumptions.     
 

One concern is that patients (and 
in some cases, their treating 
physicians) may focus so much 
on avoiding a permanent 
ileostomy that they assume J-
pouch is the procedure of choice 
without consideration of the 
whole picture.  J-pouch surgery 

Figure 2: Percent of UC patients undergoing J-pouch or 
ileostomy surgery at UCSF 1/2013-12/2013; n = 36 



Cohan 4 
 

entails significant tradeoffs, including increased complication rates, more procedures, and 
abnormal bowel habits (1, 11, 12). It is acceptable for patients to choose J-pouch as long as it 
does not represent a biased effort to avoid an ileostomy, but instead is indicative of a completely 
informed patient who has weighed the risks and benefits of each surgery in the context of his or 
her values and preferences.  The decision aid we propose to study provides balanced, 
comprehensive information about both surgical options.  Although this may not result in a 
change of preference for surgery, we hypothesize that patients will be more knowledgeable, and 
therefore more prepared, to participate in the decision-making process with their surgeon. 
 

Cultural and socioeconomic factors may  further  complicate  patients’  ability  to  participate  
meaningfully in clinical decision making.  Several publications, including a systematic review 
authored by Justin Sewell (13), a collaborator in our group, showed significant inequalities 
based on race and socioeconomic status among patients with inflammatory bowel disease (13-
17). These disparities were evident in treatment adherence, care utilization, and disease 
knowledge and perceptions. However, the effects of race/ethnicity, insurance type, 
socioeconomic status, and language have not been studied in relation to shared decision-
making in ulcerative colitis patients.  If  these  factors  impact  a  patient’s  ability  to  participate  in  
shared decision-making, a decision aid is an appropriate tool for intervention. 
 
Our previous work resulted in a refined decision aid and knowledge questionnaire ready 
for implementation in colorectal surgery clinics. In the first six months of her research 
fellowship, Dr. Cohan dedicated considerable time to working with ulcerative colitis patients and 
their treating physicians to develop a refined decision aid and knowledge questionnaire in 
preparation for the proposed study. This work was based on a meta-analysis and prototype 
decision aid created by another group (18).  During a rigorous 4-step process, Dr. Cohan:   
 

1. Added evidence-based educational information to the decision aid and developed a 
prototype knowledge questionnaire.   

2. Elicited intensive content review by seven clinicians, including gastroenterologists, 
colorectal surgeons, and enterostomal therapists, and updated the decision aid and 
knowledge questionnaire accordingly.   

3. Conducted semi-structured interviews with six ulcerative colitis patients to ensure the 
decision aid and knowledge questionnaire were relevant, understandable, and 
acceptable to patients. The decision aid and questionnaire were modified in response to 
feedback from these participants.   

4. Subjected the decision aid to the International Patient Decision Aid Standards 
Instrument (IPDASi) (7) and added additional content based on this evaluation. 
 

Dr.  Cohan’s  work  resulted in a high quality decision aid and knowledge questionnaire that are 
reflective of best medical evidence and patient values.  The decision aid is a booklet that starts 
by briefly describing ulcerative colitis, why patients might be referred for surgery, and what to 
expect during the decision-making process. It then describes the two surgical options (J-pouch 
and ileostomy), how they are similar and different, the possible complications of each surgery, 
and how surgery might affect a  patient’s  life.  The  final  section  focuses  on  patient  values  and  
how they relate to surgery, helping patients directly apply their individual preferences to the 
information they received in the decision aid. We also incorporated a section for patients to write 
down questions for reference during the discussion with the surgeon to improve the decision 
aid’s  use as an adjunct to the patient-doctor interaction.  The 13-item knowledge questionnaire 
is the first tool to address the needs of ulcerative colitis patients considering surgery.  It will be 
used to help assess the effectiveness of the decision aid under specific aim 3.1. 
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We have assembled a team of experts with the background and interest to provide 
excellent mentorship to Dr. Cohan and ensure the success of this research.   
The mentorship team is experienced and diverse, consisting of a colorectal surgeon, two 
gastroenterologists, a decision scientist, and a public policy expert.  Dr. Finlayson, the study 
mentor, is an R01-funded colorectal surgeon at UCSF who has expertise in the surgical 
management of ulcerative colitis and will be instrumental in refining the decision aid and 
recruiting patients for the study. Dr. Mahadevan, a senior IBD gastroenterologist at UCSF and 
accomplished clinical researcher, has expertise in the care of IBD patients as well as leadership 
and research experience with the CCFA.  Dr. Sewell is a gastroenterologist at the San 
Francisco General Hospital (SFGH), a safety-net healthcare system hospital, who specializes in 
IBD and has written extensively on the impact of deomgraphic and socioeconomic factors on 
medical care for these patients (13-15, 19). He is also active in the CCFA as a member of the 
Northern California Community Medical Advisory Committee.  He is the SFGH study site 
collaborator and will be instrumental in patient recruitment.  Dr. Ozanne is an experienced 
decision scientist who has contributed substantially to the field. She was involved in the 
development the International Patient Decision Aid Standards and has successfully developed 
and implemented decision aids in other clinical contexts (7, 20, 21).  She will provide invaluable 
guidance in implementing and evaluating the decision aid. Dr. Dohan is a Professor of Health 
Policy and Social Medicine and is Associate Director for Training and Development at the Philip 
R. Lee Institute for Health Policy Studies. He is an R01-funded researcher who has expertise in 
qualitative methods and health policy.  He will provide guidance in study design and statistical 
analysis. All five collaborators have successful mentoring track records and are dedicated to 
mentoring Dr. Cohan (see letters of support).  This team combines expertise in ulcerative colitis 
treatment, the study of patient demographics on outcomes, and implementation of decision aids 
in clinical practice.  These complimentary experiences make our team especially well-suited to 
successfully complete the proposed research. 
 
3. EXPERIMENTAL DESIGN 
Dr. Cohan has already subjected the decision aid to rigorous review by patients, physicians, 
enterostomal therapists, and the IPDASi standardized quality checklist (7).  This resulted in an 
evidence-based, patient-centered tool ready for implementation in colorectal surgery clinics.  
We now propose a prospective multi-center study to test the feasibility and effectiveness of a 
decision aid in a diverse patient population with ulcerative colitis. 
   

Instruments and Measures:  Because a major goal of this work is to describe the decision-
making  process  and  the  impact  of  the  decision  aid  from  the  patient’s  and  physician’s  
perspective, this work will utilize several survey and self-report instruments.  Where possible, 
we have incorporated previously validated tools.  Please see Table 2 for a timeline of when 
each instrument will be used.   

As previously mentioned, the knowledge questionnaire was developed through a rigorous 
process of clinician and patient feedback.  It will be used as a measure of decision aid 
effectiveness under aim 3.1.  Included  on  the  knowledge  questionnaire  is  the  “Stage of 
Decision Making”  instrument,  which  has  been  published  and  previously  validated in several 
groups including patients with coronary artery disease and terminal illness (22).  Also included 
on the knowledge questionnaire is a question asking what the current choice of surgery is and 
why.  Answers to these questions will be incorporated into the study of the decision making 
process as described in Aim 2.1.   

The demographics questionnaire was developed specifically by our group for this project. 
It is designed to measure sociodemographic variables required for specific aims 2.3 and 3.3.  In 
addition, we incorporated the Control Preferences Scale, a validated, published instrument 
designed to measure the degree to which an individual wishes to participate in shared decision-
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making (23), as well as a series of questions to describe the process of decision making with 
regards to reliance on others and resources used.  This information will be incorporated into 
the description of the decision-making process as outlined in Aim 2.1.   

The patient and physician satisfaction surveys were based on previously validated 
instruments (24) designed to measure the extent to which the patient and the surgeon felt the 
decision aid had a positive impact on the decision-making process and the clinical encounter.  
They have been used by patients making treatment decisions about atrial fibrillation, hormone 
replacement therapy, lung cancer, and osteoporosis (24).  The results will be analyzed in Aims 
2.2 and 4.1, respectively.   

The  “Preparation for Decision Making Scale”  is  a  previously  published  and  validated  
instrument  that  assesses  a  patient’s  perceived  readiness  to  meet  with  their  physician.  It has 
been validated in patients undergoing cardiac and orthopedic surgery and shown to have an 
excellent test reliability of .944 and an alpha coefficient of .92-.96 (25).   This will be used as a 
measure of effectiveness under Specific Aim 3.2. 

 
Table 2: Timing for participant completion of study materials, organized by instrument.   
Instrument Measure Aim Before 

DA 
After 
DA 

Day of Surgical 
Appointment 

Demographics Survey Demographics  2.4,3.3 x   
Reliance on Others 2.2 x   
Resources Used 2.2 x   
Control Preferences 
Scale 

2.1 x   

Knowledge Survey Knowledge 3.1 x x x 
Surgical Choice 2.2 x x x 
Stage of Decision 
Making 

3.2 x x x 

Patient Satisfaction 
Survey 

Patient Satisfaction  2.3  x  

Preparation for Decision 
Making Scale 

Preparation for 
Decision Making  

3.2  x  

Physician Satisfaction 
Survey 

Surgeon Satisfaction  4.1   x 

DA = Decision aid 
 
Study Overview:  In Aim 1, we will translate the decision aid and study materials into Spanish 
and Chinese to make them accessible to the most diverse patient population possible.  Our 
study sites include the UCSF tertiary care center, the Kaiser San Francisco managed care 
organization, and San Francisco General Hospital, a safety net hospital.  This multicenter 
approach was chosen in order to incorporate a representative population of ulcerative colitis 
patients in San Francisco.  The decision aid will be implemented in these three distinct 
colorectal surgical practices by recruiting ulcerative colitis patients who have been referred to 
one of our six surgeons.  Participants will be mailed a packet containing the decision aid and a 
series of surveys which they will complete in succession.  Participants will complete surveys 
before and immediately after using the decision aid, and on the day of their surgical 
consultation.  These surveys will allow us to measure the outcomes in Aims 2 and 3.  After the 
surgical consultation, the surgeon will also complete a survey that will allow us to measure the 
outcomes in Aim 4.    

In Aim 2, we will assess the feasibility of the decision aid.  Before using the decision aid, 
patients will complete the control preferences scale, which will allow us to measure the extent to 
which ulcerative colitis patients desire to participate in shared decision making.  To describe the 
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decision-making process, patients will report the resources they have used to guide their 
decision.  They will also report their choice for surgery and the reasons for that choice at three 
time points: before using the decision aid, immediately after using the decision aid, and on the 
day of the surgical consultation.  A self-report scale will be used to measure satisfaction after 
using the decision aid.  A demographics survey will allow the results to be stratified by cultural 
and socioeconomic factors. 

In Aim 3, we will measure the effectiveness of the decision aid by assessing its impact on 
knowledge, preparation for decision making, and stage of decision making.  Results will be 
stratified by cultural and socioeconomic factors to determine if these variables impact decision 
making in ulcerative colitis patients.   

In Aim 4, we will report the feasibility of the decision aid from  the  physician’s  perspective  
using a satisfaction survey that will be completed after the interaction with each study patient.   
 
4. MATERIALS AND METHODS 
Institutional review board approval has been obtained from all three sites.  All appropriate 
approvals have been obtained for the decision aid, artwork, and photos used for this project. 

A) Study procedures 
AIM1: Implement the decision aid in three distinct colorectal surgery practices.   
All study materials will be translated into Chinese and Spanish by ISI Translation Services, a 
reputable medical translation service used by UCSF for all its patient-care materials.  After 
translation, the materials will be reviewed by native Chinese- and Spanish-speaking physicians 
to ensure that the translation has not affected the cultural issues regarding this type of surgery.  
Finally, we will implement the decision aid in a diverse group of ulcerative colitis patients who 
are considering surgery in university-, managed-care-, and healthcare safety net-based 
colorectal surgery practices.   
 
AIMS 2 & 3: Assess the feasibility and effectiveness of the decision aid. 

Inclusion criteria:  Eligible  patients  will  be  ≥  18  years old with a diagnosis of ulcerative colitis 
who are referred to a colorectal surgeon for evaluation regarding proctectomy or 
proctocolectomy with ileostomy or J-pouch. This includes patients who have never had surgery 
and those who previously underwent subtotal colectomy with ileostomy and now require 
proctectomy with either end-ileostomy or conversion to J-pouch. Patients must understand 
English, Chinese, or Spanish and have the capacity to provide informed consent.  

Exclusion criteria:  We will exclude patients younger than age 18, patients who do not have the 
capacity to provide informed consent, who choose not to participate, and those who cannot 
understand written English, Spanish, or Chinese.   

Methods:  Patients who have a referral diagnosis of ulcerative colitis and no indication that they 
have previously undergone protectomy or proctocolectomy will be contacted by telephone and 
invited to participate in the study using a standardized script.  The Institutional Review Boards at 
Kaiser, UCSF, and SFGH have waived written informed consent in leiu of a patient information 
sheet (please see appendix).   

Patients who agree to participate will be mailed a packet containing the information sheet and 
surveys, which will be divided into envelopes to facilitate accurate self-administration.  Envelope 
1 will contain the instruments to be completed before using the decision aid, including the 
demographics survey and knowledge questionnaire 1.  Envelope 2 will contain the instruments 
to be completed after using the decision aid, including knowledge questionnaire 2, the patient 
satisfaction survey, and the preparation for decision making scale.  Instructions will indicate that 
the participant should complete the surveys in envelope 1 and when completed, seal the 
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surveys in the envelope.  They will then use the decision aid and complete and seal the surveys 
in envelope 2.  Dr. Cohan will call each patient after they receive the packet in the mail to help 
answer any questions and an additional call will be placed 1 day before the clinic appointment to 
remind the patient to bring the materials to clinic. 

On the day of the surgical appointment, the participant will arrive 15 minutes before the 
appointment and complete one additional knowledge survey.  All completed study materials will 
be collected and the patient will bring their decision aid, along with any questions or notes they 
made, to the appointment with the surgeon.   

Data Collection and Storage.  Study materials will not contain patient identifiers. Each 
participant will be assigned an alphanumeric code that will be used to identify study documents. 
Hard copies of all surveys will be stored in a secure filing cabinet and converted to electronic 
format on an encrypted computer for data analysis. The nurse manager at each site has been 
trained to collect and store patient data. Dr. Cohan will conduct monthly site visits to collect data 
and address any staff concerns. 

AIM 4: Assess the feasibility of the decision aid in surgical practices 

Inclusion Criteria:  Eligible physicians include the 6 colorectal surgeons at the 3 study sites. 

Exclusion Criteria:  Colorectal surgeons who choose not to participate.  Currently, all six 
surgeons have confirmed their participation and we do not anticipate this will change. 

Methods:  Surgeons will be given the surgeon satisfaction survey immediately after each 
encounter with a study patient.  The questionnaire is designed to measure whether the surgeon 
felt the decision aid had a positive impact on the encounter and whether the surgeon feels that 
the patient benefitted from using the decision aid.   

Data Collection and Storage:  The physician satisfaction survey will contain the patient 
participant’s alphanumeric  code  and  will  be  stored  along  with  the  rest  of  the  participant’s  study  
materials in a secure filing cabinet.  The process of data collection and electronic conversion will 
be the same as described for Aim 3. 

B) Data Analysis 
We will report important clinical and sociodemographic characteristics of our study population 
including, but not limited to, age, gender, race/ethnicity, income, educational background, and 
duration and severity of disease using descriptive statistics. In addition, we will describe the 
surgical decision-making  process  from  the  patient’s  perspective  including  reasons  for  their  
choice, resources used, and reliance on others.  We will also report interest in shared decision 
making as measured by the control preferences scales and acceptance of the decision aid as 
measured by both patient and physician satisfaction surveys. Last, the scores on the 
preparedness for decision-making scale, stage of decision making scale, and knowledge 
questionnaire will be reported as a measure of effectiveness.  We will test for significant 
differences in the responses by patient characteristics.  

Analyses of knowledge before and after using the decision aid (the primary outcome) will 
consist of paired analyses using two-sided hypothesis tests with a p-value of 0.05 to reject the 
null hypothesis that there is no difference between pre- and post-test. With power set at 80%, 
and assuming that patient knowledge will increase by 15% after the decision aid is used, the 
required sample size is 40 patients.  T-tests, Analysis of Variance, and non-parametric tests will 
be used where appropriate for continuous variables and chi-squared tests will be used for 
categorical variables.  All analyses will be performed using STATA version 13.   
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We anticipate that the required sample size will be achieved using an enrollment period of 9 
months.  A review of our practice patterns indicated that we can expect 27 eligible patients from 
UCSF, 5 from SFGH, and 20 from Kaiser San Francisco for a total of 52 participants over a 9-
month period.  Assuming an 80% participation rate, the expected sample size is 42 patients 
(compared to the required sample size of 40).   

C) Study Limitations 
 

Although a randomized design would be ideal, the proposed project was designed as a pilot 
study for a future randomized controlled trial.  We felt a pilot study was the most appropriate 
design given the one-year time constraint and because this aid has never been tested in 
patients.  This will allow us to refine the decision aid and then test the effect sizes for the 
outcomes of interest in this patient population.  The preliminary data from this research will allow 
our group to follow this study with a well-powered multi-center randomized controlled clinical 
trial in the future. 
     Our projected sample size of 42 patients is adequate to address our aims, but if enrollment 
falls below expected levels it will reduce the power of the study.  We have created a time buffer 
both before and after the anticipated enrollment date so that if this issue arises, there will be 
room to expand the enrollment period.  In addition, we expect enrollment to be higher than 
projected because two study sites (SFGH and UCSF) have added an additional colorectal 
surgeon in the past six months.   

D) Time Required 
 

This  study  will  take  place  from  7/1/2014  to  6/30/2015,  during  the  second  year  of  Dr.  Cohan’s  
protected research time.  The first month will be spent getting the materials translated and 
preparing the three study sites for enrollment.  This is a reasonable amount of time because the 
ISI translation company already has the materials, has provided a quote for the costs, and 
guarantees a five-day  turnaround  after  the  project  is  funded.    In  addition,  because  Dr.  Cohan’s  
first year of protected research was dedicated to developing and refining the decision aid and 
knowledge questionnaire for this study, all study sites have undergone preliminary preparations 
and full involvement of the nurse managers at each site has been assured.  Please see Figure 3 
for a project timeline.  
  
Figure 3:  Project Timeline 

   
 

E) Summary and Future Directions 
When ulcerative colitis patients need surgery, the choice between surgical options is complex 
and appropriate for shared decision-making.  Decision aids facilitate shared decision making by 
providing patient-centered education and values clarification exercises.  Our group refined an 
existing decision aid using an intensive process based on input from patients and physicians, 
resulting in a high quality tool ready for implementation and testing in ulcerative colitis patients 
who need surgery.   
 

We now propose a multi-center feasibility and efficacy study of the decision aid.  This study fills 
the important gap in the inflammatory bowel disease literature by implementing an evidence-
based patient education tool that will improve the ability of ulcerative colitis patients to 
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participate meaningfully in their care.  Until now, decision aids have served a very limited role in 
the management of inflammatory bowel disease.  This research will pave the way for the study 
of new and effective patient education tools for these patients, who are often faced with 
complicated decisions about their medical care.  The results of this project will provide the 
necessary background for a future multicenter study to validate the knowledge questionnaire 
and a randomized controlled trial to quantify the effectiveness of the decision aid compared to 
standard care.   
 

F) Career Development 
The CCFA Research Fellowship Award will allow Dr. Cohan to dedicate a second year to a 
project that is important for patients, physicians, and the research community.  During this year, 
she will have the opportunity to participate in the training and professional development required 
for a solid foundation for a successful career in IBD, shared decision making, and colorectal 
surgery. The training she will receive while  pursuing  a  Master’s  Degree  in  clinical  research  will  
include study design, data management, and statistical analysis, all of which are applicable to 
both the proposed research and to her future research endeavors. The proposed research will 
provide the practical experience that will directly contribute to her professional development.   
     In addition, she has established excellent institutional support.  The Department of Surgery 
has allowed her two years of protected time to dedicate to research and education from 7/2013-
6/2015. She is currently a Fellow in the Philip R. Lee Institute for Health Policy Studies (IHPS) at 
UCSF. Through this program, she will  obtain  a  master’s  degree  in  clinical  research  and  
dedicated research mentoring during weekly Works in Progress meetings with health policy 
faculty and peers.  A structured mentorship program, consisting of weekly meetings with Dr. 
Finlayson and monthly meetings with the other study collaborators, will ensure constant 
attention to both the conduct of research and career planning.  She will have facilities provided 
through the Department of Surgery, IHPS, and the colorectal surgery clinics at UCSF to conduct 
her research. 

In summary, Dr. Cohan is an accomplished, focused young surgeon with a bright future who 
has designed a period of intensive training and innovative research that is directly applicable to 
the mission of the CCFA.  She will benefit immensely from the CCFA Research Fellowship 
Award. 

 
5. RELEVANCE TO INFLAMMATORY BOWEL DISEASE 
One in five with ulcerative colitis will need surgery to treat their disease. Two types of surgery 
are available, and the best option depends on individual patient factors and preferences. 
Previous research has shown that patients with ulcerative colitis wish to be more educated 
about their disease and more involved in decision-making about treatment. Decision aids are a 
type of educational tool designed to promote shared decision making and have been proven to 
work in many other clinical situations. However, a decision aid has never been studied in 
ulcerative colitis patients who need surgery.  

The proposed research fills several important gaps in the inflammatory bowel disease 
literature by evaluating the feasibility and effectiveness of a decision aid for a diverse population 
of  patients  with  ulcerative  colitis.  This  research  is  directly  applicable  to  the  CCFA’s  mission  
because we expect to improve quality of life by empowering patients during this potentially 
overwhelming time in their lives. This study will provide the foundation needed for a larger 
randomized trial to quantify the effectiveness of the decision aid.  In addition, it will also pave the 
way for this relatively new type of educational tool to be applied to other challenging clinical 
situations faced by patients with inflammatory bowel disease.   
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