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Primary Objective of the FIBROID Registry 

· To collect high quality patient safety and effectiveness data for UAE for treatment of symptomatic uterine leiomyomata.  

Secondary Objectives:

· Assess and benchmark clinical practice patterns.

· Quantitative resource utilization for patients undergoing UAE.

· Measure the volume of patients undergoing UAE. 

Research Interests and Publication Priorities

· Is uterine artery embolization (UAE) a safe treatment for leiomyomata? 

· What is the incidence of minor and serious short-term complications?

· Is UAE an effective treatment for leiomyomata? 

· What is the likelihood of symptom relief?

· How durable is the treatment? 

· What is the likelihood of a subsequent procedure or medical therapy to treat recurrent symptoms of leiomyomata?

· What is the likelihood that a woman who undergoes UAE and plans subsequent pregnancy will be able to conceive and deliver a subsequent intrauterine pregnancy? 

· Are women choosing this procedure content with their selection?

· Is there a difference in outcome based on device (product size, primary and secondary embolic material) or methodology (i.e. complete vs. partial stasis)? 
· Are there certain patient subgroups at higher risk or that have an increased likelihood of treatment benefits?
· What number of procedures should be recommended for training and to maintain skills?

Organizational Structure

CIRREF and SCVIR are providing the necessary oversight and leadership to ensure the successful development and implementation of the registry.   The Registry Steering Committee, chaired by SCVIR Past President, Matthew Mauro, MD, is responsible for defining and prioritizing the objectives and goals of the registry and providing input into the project processes, as well as overseeing access to and publication of registry data.  The Duke Clinical Research Institute (DCRI), the data-coordinating center, will have the primary responsibility for study design, including data collection, analysis and reporting. DCRI will work with the sites to ensure IRB approval and quality assurance issues at the site level.

Sites are a key component of the registry, as they will be contributing all data.  Only through the active participation of the sites will the registry be able to meet its goals.  All SCVIR and CIRSE members performing UAE are encouraged to contribute data to the registry as participating sites.  All sites will designate an individual to participate as a Lead Investigator, who will be responsible for timely and accurate data contribution.  Please see Site Benefits and Expectations for more information.

Approximately twenty-five high-volume sites have been identified to participate in the registry as core sites.  A random sample of patients from these sites will be followed longitudinally.  Core sites have additional requirements for baseline data and are required to complete all of the data elements on the case report form. As such, the core sites will be required to provide greater resources (e.g., provision of study coordinator, travel to meetings) to support the registry than other sites.

An Industry Advisory Committee, comprised of representatives from the industry sponsors, will provide guidance to the Registry Steering Committee as well as input into the design of the registry and analyses. The industry sponsors of the registry are Boston Scientific/MEDI-TECH, Cordis, a Johnson & Johnson Company, Biosphere Medical and Cook Incorporated. 
Study Design

Patient Selection 

· Consecutive patients undergoing UAE for uterine fibroids at participating sites.

· Goal is to capture every patient in which the procedure is being performed for treatment of symptomatic uterine fibroids.

**It is critical to objectives of the project that all patients are approached for consent to participate even if they are in another study.


Primary Measures

· Symptom relief, freedom from subsequent procedure to treat recurrent symptoms of uterine fibroids, adverse events

Study Procedures

· Patient characteristics, procedural data, in-hospital events, and post-discharge events to 30-days will be collected on all consented patients and entered by site personnel onto web-based forms. 

· Patients enrolled through a selected subset of approximately 25 high volume core sites will be consented for participation in the longitudinal follow-up component of this study.   All patients who consent to the long-term study who intend subsequent pregnancy will be followed up.  A random sample of all other patients consenting to follow-up will be included as well.  All patients selected for long-term follow-up will receive the following surveys at 6, 12, and 24 month intervals:

· The Patient Outcome Survey assessing clinical outcomes, satisfaction and fertility history along with the Functional Symptom-Quality of Life survey.

· Note:  as of September 2001, all eligible core site patients indicating consent to follow-up will be included in follow-up operations due to both lower than expected registry enrollment and lower than expected rates of consent for follow-up.  This procedure will help to ensure that there are adequate follow-up numbers for analyses.

Projected Enrollment  
	Core sites 
	2600 patients/year
     (Average of 2 patients/site/week)

	Participating sites 
	 400 patients/year

	Total enrollment
	3000 patients/year

	Longitudinal follow-up:

· Fertility and pregnancy assessment
(approx. 6% of  core site patients)

· Randomized sample
TOTAL
	
 156 patients/year 

 744 patients/year
900  patients/year


Enrollment is currently projected to continue through July 2003.  It is anticipated that CIRREF will seek additional funding in order that the project may be extended to support secondary analyses and patient follow-up through menopause.  Note:  The numbers indicated above are the original enrollment projections prior to commencement of the registry.  Current registry enrollment and projections are somewhat less.

Data Coordinating Center: Data Receipt and Management

· Screening will be performed for data acceptability and completeness.

· Data will be reviewed for unusual patterns or irregularities and data quality and compliance.

· Feedback on data quality at both the site and patient level will be provided to all sites on a monthly basis with the goal of continuous process improvement in data collection and processing.  Sites are expected to review the data quality feedback and resolve patient-specific data quality issues.

Registry Outcomes

Short Term 

· Patient characteristics, symptoms

· Procedural data

· In-hospital events

· Post-discharge events to 30-days


Long term

· Clinical outcomes (symptoms, procedures)

· QOL

· Cost drivers (markers of post-procedure costs)

· Patient satisfaction


Periodically, core enrolling sites will receive copies of their site-specific results and registry aggregate results for comparison.  Participating sites may request copies of the aggregate data from CIRREF.   Core sites will receive their site-specific baseline raw data at the close of each reporting period.  Participating sites will receive their site-specific baseline raw data at the close of the reporting period for the calendar year. Any additional data analysis or reporting requests should be addressed in the FIBRIOD Registry Data Access & Publication Policy. 

Getting Started

System requirements to support the web interface  

Netscape( and Internet Explorer( browsers (version 4.0 and higher) running on Microsoft Windows 95, 98 NT4, or 2000 operating systems are required to support the UAE Registry web-based interface.  The registry website will not function using the MacIntosh( platform.
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Web Database Training: Prior to site activation, all site personnel who will use the web-based forms should complete self-paced training on the registry website.  Following receipt of IRB approval documentation (IRB approval letter and approved consent form) from a site, the DCRI will provide the site with a test user account along with training and entry instructions.  This instruction document is attached in the icon below. Site personnel will need to complete the self-paced training prior to receiving user access to the registry data entry web-site.
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Lead Investigator 

Each site will designate a lead investigator.    Lead investigator responsibilities include:

· Complete the site registration information sheet and submit to DCRI 

· Ensure timely and accurate data contribution to the registry

· Assure that all aspects of the institutional review are conducted in accordance with current Federal regulations 

· Approach every patient for inclusion in the study

· Participate in FIBROID Registry Lead Investigator Meetings  

Institutional Review Board Approval and Patient Informed Consent

The FIBROID protocol and informed consent must be reviewed and approved by the Institutional Review Board (IRB) at each center before subjects are enrolled in the study and this approval must be indicated.   Prior to site activation for enrollment and web entry, the DCRI must receive a site’s IRB approval and approved consent form.  The DCRI reviews all consent forms for appropriateness prior to site activation. Sites may be asked to correct certain aspects of their consent prior to initiation.  Patients must sign an informed consent prior to registry enrollment.  (Signed informed consent must be retained with the study records.) Evidence of IRB approval will be required on an annual basis. The following materials will be useful for IRB submission for the FIBROID Registry:

· FIBROID Registry Protocol, including Sample Informed Consent

· FIBROID Registry Synopsis

· FIBROID Registry Case Report Form (CRF)

· FIBROID Registry Patient Outcome Survey

· Uterine Fibroid Symptom & Health-Related Quality-of-Life Questionnaire

The Registry Protocol, Synopsis and Case Report Form can be found on the CIRREF Registry website at www.fibroidregistry.org.  The Registry Patient Outcome Survey and the Symptom & Health Related Quality-of-Life Questionnaire are attached at the end of this training manual.
The Registry web-site provides helpful materials for sites to begin the IRB application process including a sample letter to submit to the IRB and a template for a sample informed consent with essential elements for inclusion.  The FDA web site: http://www.fda.gov/oc/oha/IRB/toc.html also provides comprehensive information on the IRB process and clinical investigation requirements.  These materials, used in conjunction with guidance from your local IRB should provide all of the necessary details to guide your submission.  Additional materials that you may need to provide your IRB include the CV of the lead investigator and a précis on UAE. 

UAE Registry: Site Registration
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Expectations of All Activated contributing Sites

· Maintain Regulatory Documents in accordance with FDA and Good Clinical Practice Guidelines. 
· Achieve IRB Approval.
· Obtain informed consent on all patients entered into the registry.
· Attempt to enroll all patients into the study.
· Log all UAE procedures performed, regardless of enrollment status, into the registry database toward the overall procedural volume.
· Complete case report form (CRF) data for each patient and enter data within two working days of the procedure/visit.
· Core sites are expected to complete all data elements on the CRF.
· Participating sites are encouraged to complete, at a minimum, the required data fields, indicated with an asterisk on the web-based interface (and indicated with a double asterisk on the paper CRF).    
· Adhere to SCVIR Training Standards.
Registry community newsletter

The Registry Newsletter will be the primary pathway for the registry community of investigators and research coordinators to stay in touch with registry current events.  In it sites will find important information on changes to enrollment and CRF field definitions as they occur and registry events, efforts, status and data quality activities.  The registry will rely on all site personnel to read the newsletter to keep informed.  It is recommended that sites retain the newsletters for future reference. 

The Newsletter will be published once a month during the first year of enrollment and then bi-monthly to quarterly during the second and third years.  

Sites receive the newsletter via e-mail and the archives are also posted on the Registry web-site at www.fibroidregistry.org.
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ENROLLMENT PROCESS

All consecutive patients undergoing UAE for treatment of fibroids should be approached for consent to participate in the registry.  Following this procedure to ensure the highest enrollment rates is critical to the success of the registry.  In addition, all patients who undergo the procedure should be logged to the registry overall volume via the web-based forms regardless of whether they are ultimately enrolled in the registry.  This is important for the registry to be able to assess the true volume of UAE from all contributing sites.

Patient Identifying Information 

Patient name, address and contact information at the DCRI will be maintained and accessed only by the DCRI Follow-up Group.  The registry procedural analysis data will not contain patient identifiers with the exception of site ID, case ID, age and race.  Names and other identifying data are kept separate from the medical and procedure data.  Statistical analysis personnel at the DCRI will have access only to procedural and medical data identified only by site ID, case ID, age and race.  Likewise, DCRI Follow-up Group personnel who conduct the mailing and telephone operations will not have access to any medical and procedure information.  A statement of measures in place to protect patient confidentiality is available to sites by contacting the DCRI Project Coordinator.  NOTE:  non-core sites have the option of blinding patient name, address and contact information since their patients do not participate in long-term follow-up.  Sites wishing to do this should contact the DCRI Project Coordinator for further information

patients who do not consent to the registry
Non-consenting patients undergoing UAE for treatment of fibroids should be logged via the web based forms to the overall volume of the registry.  This is important for the registry to be able to capture the true denominator of procedures being performed by registry sites.   Patients who refuse consent to have their data included in the registry will be counted for procedure volume only.  Sites will indicate non-enrolled patients by leaving blank any applicable field in the inclusion criteria questions on the web-based form.  No patient specific data will be collected for these patients and there are no forms to fill out.

Baseline & Procedural Data Collection Form

General Principles of Data Collection 

Variables for inclusion in the registry were selected based on their potential ability to:

· Characterize the population of women undergoing UAE.

· Characterize practice patterns for UAE.

· Capture important short- and long-term outcomes of UAE.

· Allow for adjustment of variables known to affect the risk of developing fibroids, their severity, or the outcomes of other treatments.

In particular, variables were included if they would provide the basis for meaningful comparison of UAE to surgical treatments for fibroids.
ADMISSION/INCLUSION CRITERIA 

· Questions 1 through 3 must be marked YES for the patient to be eligible for participation.  Responses of “No” to questions #1 through 3 will be counted for procedural volume only.  Since these questions are “check boxes”, a “No” response is indicated by leaving the box blank.


· Patients must be 21 years of age or older at the time the consent is obtained. Participation in registry is indicated for any patient undergoing UAE procedure for treatment of uterine fibroids. 

PATIENT IDENTIFICATION 

· The patient identification screen is available to both participating and core sites.     A search for a record will be accomplished by entering the patient's last name (all or in part).  For those sites not participating in longitudinal follow-up, completion of only the patient's name will support a record search.  Note that something must be entered in the Patient Name field in order for the web system to be able to support a record search by site users.  If no information is entered in the patient name field, you will not receive a case number and you will not be able to retrieve a given case.   If this occurs, please contact the DCRI project coordinator for assistance.
· **Patient information entered in its entirety is essential for longitudinal follow-up for core sites.   Patient contact information should be entered as you would like to see it appear in print, with each word beginning in upper case and all other letters beginning in lower case.  Patient contact information will be available for the DCRI Follow-up Group interviewers only when “Yes” is indicated for “Patient Is Willing to Complete Follow-up” on the Patient Intake Data Page (see the next page).

PATIENT INTAKE DATA

RATIONALE:

1. Operator ID: Operator ID is a code assigned by each individual site for each IR performing UAE at that site.  This field will be used as a blinded identifier for future analysis by IR operator.  Only a given site will have access to the code list for interpretation of results and analysis.  See page 9 of the Website User Instructions for creating an Operator ID codelist at your site.

2. Hospital ID: Hospital ID is code assigned by sites, like Operator ID, to identify a particular hospital where UAE is performed by a participating site.  Some sites may have more than one hospital associated with their institution and should create a code list in this event.  This field will serve as a blinded identifier for analysis by hospital for sites with more than one hospital.  Only a given site will have access to their code list for interpretation of results and analysis. See page 9 of the Website User Instructions for creating an Hospital ID codelist at your site.

3. Date of Birth: Age is related to both the likelihood of patient symptoms or conditions associated with fibroids (menstrual abnormalities, infertility, urinary symptoms) and to the outcomes of therapy (pregnancy, recurrence of symptoms).  This variable will help determine whether age is important in predicting outcome of embolization.  

4. Race:  African-American women appear to have different outcomes of surgical fibroid treatment than white women.   This may be related to differences in the natural history of the condition.    This variable will help determine whether racial background is important in predicting outcome.    NOTE:  Race is a required field for the registry.   Hispanic Ethnicity, per NIH coding guidelines for research and per the most recent U.S. census, is not considered a race category.  Rather, Hispanic Ethnicity should be selected in addition to the race choice if the patient indicated this.  The Registry recognizes and respects the rights of patients who may prefer not to select one of the five race choices.  In this case, select the “Other” race choice on the CRF and when entering via the web-form.  Note that Race must be answered in order for a case to be eligible for analysis.


DEFINITIONS:

	Data Element
	Definitions

	Date of Birth: ___ ___ ___ / ___ ___ ___ ___   
	Date Example:  JAN/2001

	Race (check only one): 
	Patient's self-identified racial/ethnic identity

	 American Indian or Alaska Native   
	Lumbee, other

	 Asian   
	Chinese, Japanese, Korean, Filipino, Vietnamese, South Asian (India, Pakistan, Sri Lanka, Bangladesh, Afghanistan)

	 Black or African American
	African American (other than North African)

	 Native Hawaiian or other Pacific Islander 
	

	 White
	European origin (Eastern European, Western European, Mediterranean, Scandinavian) , Arab/Middle Eastern (Arabia, Middle East, North Africa)

	 Other
	Select “Other” in the event that a patient prefers not to select one of the five defined race choices.

	Ethnicity:

  Hispanic or Latino 
	Central American, Mexican American, South American


BASELINE DATA

	1. Date of last menstrual period: __ __ / __ __ __ / __ __ __  __  

                                                         day          month             year

2. Regularity of menstrual cycle: (check only one)   ( Regular    (  Irregular 

3. Length of time between periods: (check only one)   (  0- 21 days   ( 22 - 35 days   ( over 35 days

4. Bleeding between periods:    ( No  (  Yes  


RATIONALE:

1. Date of Last Menstrual Period: Response to some hormonal treatments for fibroids may vary depending on when in the cycle they are initiated.   This will help determine whether the phase of the menstrual cycle in which embolization is performed is important in predicting outcome.  

2. Regularity of menstrual cycle: This will help determine whether pretreatment cycle regularity is important in predicting outcome.  

3. Length of time between periods: This will help determine whether cycle duration is important in predicting outcome. 

4. Bleeding between periods: This will help determine whether noncyclic bleeding is important in predicting outcome. 
DEFINITIONS:

	Data Element
	Definitions

	Date of last menstrual period: _ _ / _ _ _ / _ _ _ _   
                                                      day/    month/   year
	Date of first day of most recent menstrual period. (Example: 02/JAN/2001)

	Regularity of menstrual cycle: (check only one) 
  Regular      Irregular 
	Regularity as defined by the patient for the past 6 months prior to the procedure.

	Length of time between periods: (check only one)   
  0- 21 days    22 - 35 days    over 35 days
	Length of time, on average, between periods for the past 6 months

	Bleeding between periods:  
	Any noticeable bleeding such as spotting, staining, or requiring the use of pads, tampons or panty shields not associated with menstrual periods that has occurred in at least 2 cycles in the past 6 months


REPRODUCTIVE STATUS:

	1.(Enter a number for each)

 Gravida: ______ Para: _____ Spontaneous Abortion: _____ Induced Abortion: _____ Ectopic: _____


2.Number of pregnancies delivered prior to 37 weeks gestational age: _____

   Number of cesarean sections: _________


3.Heterosexually active: (  No (  Yes ( If Yes, check all contraceptive methods that apply:

     (  None             (  Oral contraceptive                ( Intrauterine device

     (  Diaphragm    ( Injectable/Implantable           ( Condoms

     (  Surgically  sterile( If Yes, (check only one) ( Tubal ligation  ( Oophorectomy  ( Partner vasectomy


4. Postmenopausal: (  No (  Yes


5. Suspected infertile: (  No   (  Yes ( If Yes, (check all that apply):
      (     Previous treatment for infertility

      (    No pregnancies within past 1 year while engaging in unprotected intercourse  

· 3 or more consecutive miscarriages  


6. Plans for future pregnancy? 
      (Yes, likely within the next 2 years     ( Would like to keep as an option    ( No


RATIONALE:

1. Gravida, para: Pregnancy history may be related to the risk of developing fibroids.   Parity can affect the technical difficulty of some surgical treatments for fibroids (such as vaginal hysterectomy).   

2. Spontaneous abortion, induced abortion, and ectopic pregnancy: Differentiating between women who have been able to get pregnant despite having fibroids from those unable to get pregnant at all is important for separating primary from secondary infertility.    Differentiating women who have chosen to have pregnancy terminations from those with recurrent miscarriages is important since one of the mechanisms by which fibroids may contribute to infertility is through recurrent loss.   Ectopic pregnancy may be related to fibroids, or surgery for ectopic pregnancy might lead to adhesions, which in turn would affect the difficulty of surgical management of fibroids.
3. Number of pregnancies delivered prior to 37 weeks: Fibroids may be related to preterm labor and delivery.    Number of c-sections influences adhesion formation, which affects the risk of complications of surgical treatments of fibroids.  
4. Heterosexually active: This helps identify women who are at risk of getting pregnant, an important consideration for estimating fertility rates after treatment.   Contraceptive method is another determinant of pregnancy risk.
5. Postmenopausal:  Menopausal status may be important in predicting outcome of treatments, especially for bleeding symptoms.
6. Suspected infertile: This information is important to help determine the potential impact of UAE on infertility related to fibroids.   The specific definitions help classify the type of infertility.   In addition, this information will be helpful in determining the baseline likelihood of pregnancy in women who undergo UAE. 

7. Plans for future pregnancy: This helps us identify women planning on trying to conceive, who will be invited to participate in a more detailed follow-up study of the effect of UAE on fertility and pregnancy outcomes.
DEFINITIONS:
	Data Element
	Definitions

	Gravida
	Total number of pregnancies

	Para 
	Total number of deliveries after 20 weeks (includes preterm).  Stillborn births are included in Para.

	Spontaneous Abortion 
	Miscarriage prior to 20 weeks

	Induced Abortion 
	Termination of pregnancy 

	Ectopic pregnancy 
	Pregnancy in tube or other location outside of the uterine cavity

	Number of pregnancies delivered prior to 37 weeks gestational age  
	Or patient recollection of number of "premature" or "preterm" deliveries

	Number of cesarean sections
	

	Heterosexually active:   No   Yes  If Yes, check all contraceptive methods that apply:
	Patient at risk for pregnancy, i.e., is sexually active with a male(s) 

	Oral contraceptive                
	

	Intrauterine device
	e.g., Copper T380-A (ParaGard) , Progestasert 

	Diaphragm    
	

	Injectable/Implantable  
	Norplant, Depro-Provera    

	Other/Condoms
	This includes all other types of contraception that are not included in the options provided.  Gels, foam, sponge, condoms, and the rhythm method should be indicated here. 

	Surgically  sterile If Yes, (check only one) 
	

	Tubal ligation  
	

	Oophorectomy  
	Removal of BOTH ovaries only

	Partner vasectomy
	

	Postmenopausal 
	Postmenopausal- free of menstrual periods for at least one year in absence of any medication (such as DeproProvera, Lupron, or continuous oral contraceptives) which causes amenorrhea

	Suspected infertile  
	Any history of documented infertility or meeting definitions for infertility, even if patient has had a successful pregnancy in the past

	Previous treatment for infertility
	Examples include use of Clomiphene, in vitro fertilization, artificial insemination, tubal surgery

	No pregnancies within past 1 year while engaging in unprotected intercourse  
	Unprotected =  No contraceptive method (as outlined above) and not surgically sterile

	3 or more consecutive miscarriages  
	3 or more miscarriages prior to 20 weeks without an intervening pregnancy.   Includes patients with a history of 3 miscarriages followed by pregnancy

	Plans for future pregnancy 
	

	Yes, likely within the next 2 years
	

	Would like to keep as an option
	

	No
	


PRIOR GYNECOLOGICAL HISTORY 

	OTHER POTENTIAL GYNECOLOGICAL CAUSES OF PAIN/INFERTILITY:

1. Prior history of gynecological disease:   ( No (  Yes(If yes, (check all that apply):

( Endometriosis   ( Pelvic adhesions  ( Pelvic Inflammatory Disease  ( Adenomyoses   (Other


RATIONALE:

1. Prior history of gynecological disease: All of these conditions can cause pain and/or infertility.  Knowing if a patient has any of these conditions is important for helping to judge the effectiveness of UAE--persistent pain symptoms in a patient with endometriosis may be because of persistent endometriosis, not a failure of the UAE.  Also, these conditions could affect the difficulty and likelihood of complications of surgical treatments.


DEFINITIONS:

	Data Element
	Definitions

	Prior history of gynecological disease:   
	Patient self-report is sufficient

	Endometriosis 
	Presence of endometrial tissue in locations outside the endometrial (uterine) cavity

	Pelvic adhesions  
	

	Pelvic Inflammatory 
	A bacterial infection of the upper genital tract.    It may affect the uterus, fallopian tubes, ovaries or other related structures. 

	Adenomyosis
	The penetration and growth of endometrial tissue from the uterine lining into the myometrium (uterine muscle).  Adenomyosis may present as a diffuse condition or it may be focal.  

	Other  
	


PRESENTING SYMPTOMS

	SYMPTOMS:

1. Primary presenting symptoms: (Please specify)

(Yes  ( No      Heavy menstrual bleeding 

(Yes  ( No      Intermenstrual or menstrual pelvic pain

(Yes  ( No      Bulk related symptoms (urinary pressure/pelvic pressure, backaches, urinary     
                           frequency, nocturia: >2X/night, bloating, constipation)

(Yes  ( No     Other 

2.  Predominant /primary presenting symptom (check only one):
 ( Heavy menstrual bleeding      (  Intermenstrual or menstrual pelvic pain 
 ( Bulk related symptoms            (  Other


RATIONALE:

1. Symptoms: Pretreatment symptoms are listed to help characterize the patient population, and to help characterize the response.  Most of the reported literature on fibroids does not specify which symptoms are helped by which treatments.  Because women with fibroids often have multiple types of symptoms, we would like to capture the number and type of symptoms, and the most important symptoms.


DEFINITIONS:

	Data Element
	Definitions

	Primary presenting symptoms:
	

	Heavy menstrual bleeding 
	Heavy menstrual bleeding as defined by the patient.    One standard is the need to change pads or tampons every 2 hours or less on the heaviest day of flow.   Another is menses that last more than 7 days.  

	Intermenstrual or menstrual pelvic pain
	Menstrual pain=cramps or other pain during, immediately before or immediately after menses

Intermenstrual pain=pelvic pain not related to menstrual flow

	Bulk related symptoms 
	Urinary pressure/pelvic pressure, backaches, urinary frequency, nocturia: >2X/night, bloating, constipation     

	Other
	

	Predominant /primary presenting symptom (check only one):
	As defined by patient.

	Heavy menstrual bleeding 
	Heavy menstrual bleeding as defined by the patient.    One standard is the need to change pads or tampons every 2 hours or less on the heaviest day of flow.   Another is menses that last more than 7 days.  

	Intermenstrual or menstrual pelvic pain
	Menstrual pain = cramps or other pain during, immediately before or after menses

Intermenstrual pain = pelvic pain not related to menstrual flow

	Bulk related symptoms 
	(urinary pressure/pelvic pressure, backaches, urinary  frequency, nocturia: >2X/night, bloating, constipation)     

	Other
	


PRIOR TREATMENT

	PRIOR TREATMENT FOR SYMPTOMS:

Therapy within 3 months prior to procedure:(check all that apply)

 (  None

 (  Nonsteroidal Antiinflammatory

 (  Oral Contraceptive Pill

 (  Depro Provera

 (  Oral Progesterones

 (  GnRH agonist (Lupron®) (Duration of Administration: _____ months

      Date of Last Dose: ___ ___ / ___ ___ ___ / ___ ___ ___ ___ 

                                                     day             month                 year

 (  Narcotics

 (  Other


2. Invasive procedures:(Check all that apply)

(  None

(  Myomectomy           ( Total number of procedures: __________

(  Previous UAE          ( Total number of procedures: __________

(  Hysteroscopy           ( Total number of procedures: __________

(  Myolysis                   ( Total number of procedures: __________

(  D & C                        ( Total number of procedures: __________

(  Endometrial ablation ( Total number of procedures: __________

(  Other

PREVIOUS ABDOMINAL INVASIVE PROCEDURES:

1.  Other Uterine, GYN, or abdominal procedures?   (  No ( Yes ( If Yes, check all that apply
                                                                                   ( Laparoscopic procedure   (    Open procedure




RATIONALE:

1. Therapy within 3 months prior to procedure: Prior therapy is important as a marker of disease severity, and as a potential modulator of response (e.g., GnRH agonists).

2. Invasive Procedures: Again, these not only characterize the severity of disease, but might have an effect on response to UAE, and certainly would effect surgical difficulty.  

3. Previous abdominal procedures: Knowledge about prior procedures helps determine the reliability of patient-provided data on other diagnoses (e.g., a diagnosis of endometriosis is much more reliable if we know the patient has had a laparoscopy).  In addition, prior surgery, by creating adhesions, effects the degree of difficulty of surgical treatments for fibroids.
DEFINITIONS:

	Data Element
	Definitions

	Therapy within 3 months prior to procedure:(check all that apply)
	NOTE:  Include therapy only for treatment of uterine fibroids.  Do not include therapies that were given for some other condition such as Nonsteroidal Antiinflammatories given for arthritis treatment.

	None
	

	Nonsteroidal Antiinflammatory
	

	Oral Contraceptive Pill
	Do not include as prior therapy if taken for birth control.

	Depro Provera
	

	Oral Progesterones
	

	GnRH agonist (Lupron®) 
Duration of Administration: __ months
Date of Last Dose: _ _ / _ _ _ / _ __ _ _
	Date Example: 02/JAN/2001

	Narcotics
	

	Other
	e.g., Neutraceuticals; Antidepressants

	Invasive procedures:(Check all that apply)
	Procedures = Surgical Operations

	None
	

	Myomectomy -> Total number of procedures:___ 
	Procedures refer to number of operations--if 3 fibroids were removed at the time of a single myomectomy operation, score as ONE procedure

	Previous UAE ->  Total number of procedures: ___
	

	Hysteroscopy -> Total number of procedures: ____
	

	Myolysis ->  Total number of procedures: ___
	Procedures refers to number of operations--if 3 fibroids were lysed at the time of a single myolysis operation, score as ONE procedure

	 D & C -> Total number of procedures: 
	

	Endometrial ablation ->  Total number of procedures: __
	

	Other
	

	Other Uterine, GYN, or abdominal procedures
	e.g., appendectomy, ovarian cystectomy, ovarian surgery, surgery for ectopic pregnancy

	Laparoscopic procedure   
	Laparoscopic employing an endoscope (laparoscope) 

	 Open procedure
	Open= via laparotomy with a vertical or transverse incision


HISTORY:

	1. Smoking history:     (   Never    (   Previous   ( Current

2. Chronic diseases:    ( Diabetes Mellitus    (   Hypertension (HTN) (   Thyroid    (   Other  

3. Height: ___ ___ ___ (   cm or (   inches        4. Weight: ___ ___ ___ . ___ (   kg or (   lbs


RATIONALE:

1. Smoking history: Smoking, by its effects on estrogen metabolism, may effect fibroid risk or risk of recurrence after treatment.

2. Chronic diseases: These help characterize the population.  Diabetes, hypertension, and thyroid disease are the most common chronic diseases in women at risk for fibroids.  

3. Height, Weight: Obesity may increase the risk for fibroids.  Obesity also clearly effects the risk of complications of surgical treatment of fibroids.

DEFINITIONS:

	Data Element
	Definitions

	Smoking history:        Never       Previous    Current
	

	Chronic diseases:     Diabetes Mellitus       Hypertension (HTN)    Thyroid       Other 
	Other: e.g., collagen vascular, cancer

	Height: ___ ___ ___    cm   or    inches        
	

	Weight: ___ ___ ___ . ___    kg or    lbs
	


LABORATORY DATA:

	1. Hemoglobin:________ . ____ g/dl

2. FSH:________ mIU/ml


RATIONALE:

1. Hemoglobin:  This helps quantify anemia associated with menstrual blood loss.

2. Follicle Stimulating Hormone: This helps determine ovarian reserve in perimenopausal women. 


DEFINITIONS:

	Data Element
	Definitions

	Hemoglobin:________ . ____ g/dl
	Report in grams per deciliter.
Laboratory results within 30 days prior to procedure.  

	FSH:________ mIU/ml
	Report in mIU/ml.

Laboratory results within 30 days prior to procedure.


QUALITY OF LIFE  

	1. Symptom Score: ________

2. Quality of Life Score: ________


RATIONALE:

1. Symptom score: This provides baseline data on the severity of symptoms, which both helps characterize patients and provides a reference for assessing effectiveness. 

2. Quality of life score: This provides baseline data on the impact of fibroids on overall quality of life (concern, activities, energy/mood, control, self-conscious, and sexual function) and provides a reference for assessing effectiveness of the procedure.  

3. Timing of Administration of Symptom and Quality of Life questionnaires: To obtain the most accurate score for each patient, avoid administering the survey on the day of the procedure when the patient’s responses may be influenced by procedure-related anxiety or stress.  The survey should be administered prior to the day of the baseline procedure.

DEFINITIONS:

	Data Element
	Definitions

	Symptom Score: ________
	Note:  a copy of the scoring algorithm may be obtained from the DCRI Project Coordinator.

	Quality of Life Score: ________
	Note:  a copy of the scoring algorithm may be obtained from the DCRI Project Coordinator.


MEASUREMENTS AND LOCATIONS

	1. Date of Imaging:___ ___ / ___ ___ ___ / ___ ___ ___ ___  

                                         day            month                         year

   Imaging Modality Use:(check all that apply)  ( MRI       ( Ultrasound              ( Ultrasound 
                                                                                        Transabdominal           Transvaginal

2. Overall Uterine Dimensions: Sagittal:_______ cm      Transverse:_______ cm       AP:_______ cm


3. Number of Demonstrable Fibroids:(check only one)   (One    ( Two  ( Three (  Four  ( Five or more
     Evidence of adenomyosis:   ( No     ( Yes



RATIONALE:

1. Date of Imaging: This helps ensure that recorded measurements accurately reflect uterine characteristics at the time of treatment (e.g., measurements obtained 4 months prior to treatment in a patient who has received Lupron over the past 3 months would probably not reflect fibroid size at the time of treatment).  Imaging should be obtained as close to the procedure date as possible.  All three measurements are necessary in order to be able to calculate uterine volume.
2. Overall Uterine Dimensions: Uterine size clearly affects surgical route and surgical risk, and may affect risk of recurrence after conservative surgical therapy.  This information is also important to help characterize the population.   
3. Number of Demonstrable Fibroids: Risk of recurrence after conservative therapy may increase as the number of fibroids increase.   Increasing number of fibroids also increase the difficulty of myomectomy.   Presence of adenomyosis may affect the response to therapy.
DEFINITIONS:

	Data Element
	Definitions

	Date of Imaging:_ _ / _ _ _ / _ _ ___  
	Date Example: 02/JAN/2001

	Imaging Modality Use:(check all that apply)  
	

	MRI   
	

	Ultrasound Transabdominal    
	

	Ultrasound Transvaginal
	

	Overall Uterine Dimensions:
	The 3 largest measurable diameters in the plane (length, width & depth), including the cervix.  

	Sagittal:_______ cm      
	

	Transverse:_______ cm       
	

	AP:_______ cm
	Antero-posterior

	Number of Demonstrable Fibroids:(check only one)   One     Two   Three   Four   Five or more
	

	Evidence of adenomyosis
	Evidence of adenomyosis = junctional zone > 12 mm


MEASUREMENTS AND LOCATIONS, continued

	4. Dominant Fibroid Measurements and Location:

	
	Largest Fibroid
	Fibroid causing Symptoms     (  N/A

If different from first column

	Location
	(Check only one)

· Fundal

· Body-lateral

· Body-anterior

· Body-posterior

· Lower Uterine segment/cervix

· Interligamentous
	(Check only one)

· Fundal

· Body-lateral

· Body-anterior

· Body-posterior

· Lower Uterine segment/cervix

· Interligamentous

	Morphology
	(Check only one)

· Cervical

· Subserosal

· Transmural

· Intramural

· Submucosal

· Pendunculated Subserosal

· Pendunculated Submucosal
	(Check only one)

· Cervical

· Subserosal

· Transmural

· Intramural

· Submucosal

· Pendunculated Subserosal

· Pendunculated Submucosal

	Measurements
	    Sagittal: __________ cm

    Transverse:__________ cm

    AP: __________cm
	    Sagittal: __________ cm

    Transverse:__________ cm

    AP: __________cm


RATIONALE:

1. Dominant fibroid location and size: Symptoms are likely to be related to size and location of fibroids.   Surgical approach and likelihood of success are also likely to be related to size and location.  Information about the size and location of fibroids prior to treatment will help in the assessment of effectiveness, and help in comparing UAE to surgical procedures.
DEFINITIONS:

	Data Element
	Definitions

	Dominant Fibroid Measurements and Location:
	

	Largest Fibroid
	

	Location: 
	The location of the center of the Fibroid.

	 Fundal
	

	 Body-lateral
	

	 Body-anterior
	

	 Body-posterior
	

	 Lower Uterine segment/cervix
	

	 Interligamentous
	

	Morphology:
	

	 Cervical
	

	 Subserosal
	A fibroid centered in the outer myometrium with substantial distortion of the serosal surface of the uterus.

	 Transmural
	Fibroid centered in the myometrium but substantially distorting both the endometrial and serosal surfaces of the uterus.

	 Intramural
	Fibroid that is centered in the wall of the uterus with or without mild to moderate distortion of the endometrial or serosal surface.

	 Submucosal
	A broad-based fibroid that substantially distorts the endometrial lining of the uterus.

	 Pendunculated Subserosal
	Subserosal fibroid with its center outside the uterus attached to the uterus by a stalk narrower than 50% of the diameter of the fibroid.

	 Pendunculated Submucosal
	A submucosal fibroid attached by a stalk narrower than 50% of the diameter of the fibroid.

	Measurements:  
	Greatest diameter in each plane

	Sagittal: __________ cm
	

	Transverse:__________ cm
	

	AP: __________cm
	Antero-posterior


PROCEDURE

	1. Date of Procedure: ___ ___ / ___ ___ ___ / ___ ___ ___ ___  

                                               day          month                  year

2. Total Procedure Time:

       Time patient entered room: ___ ___ : ___ ___ 

                                                          (00:00 to 23:59)

       Time procedure started: (anesthesia of puncture site) ___ ___ : ___ ___  

                                                                                                      (00:00 to 23:59)

       Time procedure end: (catheter removed) ___ ___ : ___ ___  

                                                                         (00:00 to 23:59)

       Time patient left room: ___ ___ : ___ ___    
                                             (00:00 to 23:59)


RATIONALE:

1. Date of procedure: This helps track the utilization of UAE over time and directs timing of longitudinal follow-up.

2. Total Procedure Time: Time is a surrogate marker for the interaction of degree of difficulty related to patient characteristics and operator expertise.   It is also useful for estimating costs and resource utilization.
DEFINITIONS:

	Data Element
	Definitions

	Date of Procedure: _ _ / _ _ _ / _ _ _ _  
	Date Example: 02/JAN/2001

	Total Procedure Time:
	

	Time patient entered room: __ __ : __ __ 
	Time of patient arrival into procedural room.  

24 hour clock:  00:00 = 12:00am, 23:59 = 11:59pm.

	Time procedure started: (anesthesia of puncture site)
	24 hour clock:  00:00 = 12:00am, 23:59 = 11:59pm.

	Time procedure end: (catheter removed) 
	24 hour clock:  00:00 = 12:00am, 23:59 = 11:59pm.

	Time patient left room: ___ ___ : ___ ___   
	Time of patient departure/discharge from the procedural room.

24 hour clock:  00:00 = 12:00am, 23:59 = 11:59pm.


MEDICATIONS

	1. Prophylactic antibiotics:    (  No

                                              ( Yes( If Yes, (check only one) ( Pre-procedure

                                                                                             ( Post-procedure

                                                                                             ( Both pre-procedure and post-procedure

2. DVT prophylaxis: (  No (  Yes (If Yes (check one):        ( Low molecular Heparin

  ( Coumadin

  ( Automated venous compression device


3. Peri-procedure pain management: (check all that apply)

      ( Conscious sedation     ( Narcotics non-PCA          ( PCA narcotics (IV)   ( Acetaminophen

      ( NSAIDs                        ( Epidural pain control       ( Spinal pain control


RATIONALE:

1. Prophylactic antibiotics: Use of antibiotics clearly reduces the risk of infection after hysterectomy.  Observing a relationship between antibiotic use and infection after UAE would be helpful in determining clinical practice guidelines and/or future research.


2. DVT Prophylaxis: Women undergoing extensive pelvic surgery are at increased risk of DVT.   Looking for trends within the registry may help determine the risk in women undergoing UAE, and will also help characterize practice patterns. 

3. Pain Management: This will help characterize current practice patterns.


DEFINITIONS:

	Data Element
	Definitions

	Prophylactic antibiotics
	

	 Pre-procedure
	Pre-procedure=given before arterial puncture   

	 Post-procedure
	Post-procedure = given after arterial puncture

	 Both pre-procedure and post-procedure
	

	DVT prophylaxis
	Deep Vein Thrombosis prevention

	   Low molecular Heparin
	

	   Coumadin
	Warfarin

	   Automated venous compression device
	

	Peri-procedure pain management: 
	Peri-procedural pain management should include pain medications given prior to and during the procedure

	 Conscious sedation     
	A minimally depressed level of consciousness in which the patient retains the ability to independently and continuously maintain an airway and respond appropriately to physical stimulation and verbal commands. 

	 Narcotics non-PCA          
	PCA = Patient Controlled Analgesia

	 PCA narcotics (IV)   
	PCA = Patient Controlled Analgesia

	 Acetaminophen
	

	 NSAIDs                        
	Non-steroidal Anti-inflammatory 

	 Epidural pain control       
	Analgesics and local anesthetics administered through an epidural catheter. 

	 Spinal pain control
	


TECHNIQUE

	1. Vessels Embolized: (Check only one)

      ( UA bilateral

      ( UA single ( If Yes, check only one:   ( Right      ( Left

                          ( If Yes, specify reason:    ( Only one uterine artery present

                                                                 ( Technical failure

      ( None ( Specify reason:  ( Couldn’t catheterize     ( Equipment failure      ( Complication

      ( Other, (specify): _________________________________________

      Anomalous Vessels: ( No  ( Yes ( If Yes, specify: ( Ovarian 

                                                                                      (  Other abnormal supply

                                                        ( If Yes,  Embolized?:(  No  ( Yes

                                                                            ( If Yes, (  Single (check only one) ( (  Right  (  Left
                                                                                            (  Bilateral

2. Primary Embolic Agent:(indicate the total amount of agent used for each product by indicating size range and milliliters used)
Medi-Tech/
BSCI/Target 
(Contour)

Indicate # of mls_
_ _45-150µ

__ _150-250µ

__ _250-355µ

__ _355-500µ

_ __500-710µ

__ _710-1000µ

__ _1000-1180µ
Biosphere Medical (Embosphere Original) Indicate # of mls
__ _40-120µ

__ _100-300µ

_ __300-500µ

_ __500-700µ

_ __700-900µ

_ __900-1200µ
Biosphere Medical (EmboGold)
Indicate # of mls
 __ _40-120µ

_ __100-300µ

_ __300-500µ

_ __500-700µ

_ __700-900µ
__ _900-1200µ
Cook Inc

(Biodyne)

Indicate # of mls
____50-100µ

____100-200µ

____200-300µ

____300-500µ

____500-700µ

____700-1000µ

____1000-1500µ

____1500-2000µ
____2000-2800µ
Cordis

(Trufill)

Indicate # of mls
____ 150-250µ

____ 250-355µ

____ 355-500µ

____ 500-710µ

____ 710-1000µ

____1000-1400µ

____1400-2000µ
Ivalon

Indicate # of mls
____ 45-150µ

____ 150-25µ

____ 250-355µ

____ 355-500µ

____ 500-710µ

____ 710-1000µ

____1000-1180µ
Surgica

(PVA Plus)

Indicate # of ml
____45-90µ

____90-180µ

____180-300µ

____300-500µ

____500-710µ

____710-1000µ

____1000-1400µ

____1400-2000µ

____2000-2800µ
Gelatin Sponge

(e.g. gel-foam) 
 Yes

 No
Other Embolic

Indicate product, amount used and size range 
Product Name:

____________
Amount Used:

(indicate # of mls)
____________
Embolic Size Range:

_____--______


	3. Supplemental Embolic: ( No  (  Yes (If yes, specify below:

          Gelatin Sponge (check one):  ( Right    ( Left      ( Both      ( Neither

          Coil (check one):                    ( Right    ( Left       ( Both     ( Neither

          Other (check one):                 ( Right    ( Left      ( Both      ( Neither (specify): ____________


4. Microcatheters: ( No  ( Yes (If yes, (check only one): ( Right   ( Left   ( Both; Number used: ___

5. Number of Standard arteriographic catheters used: ____________

6.  Flouro Time: (specify in minutes) ____________

7.  Number of angiographic images: ____________


RATIONALE:

1. Vessels Embolized: This may help determine the relationship between technical success and outcome; in addition, we may be able to identify patient characteristics which predict technical failure. 

2. Primary Embolic Agents: This will help characterize practice patterns, and perhaps determine a relationship between embolic agents and short- and/or long-term outcomes.  

3. Supplemental Embolic Agents: This will help characterize practice patterns, the frequency of use of supplemental embolics, and, potentially, patient characteristics that predict the use of supplemental embolics.
4. Microcatheters:  This will help characterize practice patterns. 

5. Number of standard catheters: This will help characterize practice patterns.
6. Flouro time: This will help characterize practice patterns, provides complementary information to the total procedure time data, and helps estimate potential radiation exposure.

7. Number of angiographic images: This will help characterize practice patterns, provides complementary information to the total procedure time data, and helps estimate potential radiation exposure.
DEFINITIONS:

	Data Element
	Definitions

	Vessels Embolized: (Check only one)
	

	 UA bilateral
 UA single ->  If Yes, specify reason:  

 Only one uterine artery present 

 Technical failure
	Technical failure is defined as failure to catheterize and embolize all demonstrable uterine arteries.

NOTE:  If a demonstrable artery was not embolized on the day of the baseline procedure due to a technical failure and the artery was subsequently embolized (either later during the baseline hospitalization or between discharge and 30 days) record this second embolization on the 30 day form as a re-intervention.

	 None, Specify reason:  

 Couldn’t catheterize     

 Equipment failure      

 Complication
	Unable to catheterize

	 Other, (specify): _____
	

	Anomalous Vessels:  No   Yes  
	

	If Yes, specify:

 Ovarian 
	

	  Other abnormal supply
	Other abnormal vascular supply to uterus

	 If Yes,  Embolized?:   No   Yes
	

	If Yes, [Embolized] 
Single (check only one)

  Right

  Left
  Bilateral
	

	Primary Embolic Agent:(indicate the total amount of agent used for each product by indicating size range and milliliters used)
	NOTE:  Provide TOTAL NUMBER OF MILLITERS for the dry, un-hydrated product, not the number of bottles.   ml’s and cc’s are equivalent measures.

	Medi-Tech/BSCI/Target (Contour)
	1 ml/bottle

	Biosphere Medical (Embosphere “Original”)
	1 or 2 ml bottles; Indicate only “original” Embosphere under this option.

	Biosphere Medical (EmboGold)
	1 or 2 ml bottles; Indicate only EmboGold under this option.

	Cook Inc (Biodyne)
	1 ml/bottle

	Cordis (Trufill)
	1 ml/bottle

	Ivalon
	1 ml/bottle

	Surgica
	1 ml/bottle

	Gelatin Sponge (e.g., gel-foam)
	

	Other Embolic
	Provide the product name if other than those listed, indicate mls used and size range

	Supplemental Embolic: 
	 

	Gelatin Sponge 
	

	Coil 
	

	Other
	

	Microcatheters:  No   Yes 

Number used: ___
	

	If yes, (check only one): 
 Right    Left    Both; 
	

	Number of Standard arteriographic catheters used: 
	

	Flouro Time: (specify in minutes) ______
	

	Number of angiographic images: _____
	Indicate all exposures and images but exclude any Flouro images captured.


IN HOSPITAL EVENTS: 

	Adverse Events: ( No  ( Yes (If yes, (check all that apply and enter numeric SCVIR complication classification)

	
	SCVIR Classification
	
	SCVIR Classification

	(  Groin hematoma

	
	( Vessel injury 
	

	(  Symptomatic non-target embolization

	
	(  Contrast Reaction
	

	(  Adverse Drug Reaction

	
	(  Thromboembolic event
	

	(  Pain requiring prolonged hospitalization > 48 hrs
	
	( Fever >100.4°requiring prolonged hospitalization > 48 hrs
	

	(  Nausea/vomiting requiring prolonged hospitalization > 48 hrs

	
	(  Urinary retention
	

	(  Device Related, name device: _____________________________
	

	(  Other complications (specify): _____________________________
	


RATIONALE:

1. Adverse events: These will help characterize short-term adverse event rates. 
DEFINITIONS:

	Data Element
	Definitions

	Groin hematoma
	A hematoma is a contained collection of clotted blood at the access.  A hematoma is considered a major event and shall be reported if any of the following occur; a blood transfusion is required, surgical evacuation is necessary, readmission or prolong hospitalization occurs or requires imaging studies for evaluation. 

	Symptomatic non-target embolization
	Non-target embolization occurs when the PVA passes through a target site and into a non-target distal circulation. An example of Non-Target Embolization is if the PVA is introduced into the wrong iliac artery branches and results in ischemia to organs other than the uterus.

	Adverse Drug Reaction
	Allergic reactions are characterized by one or more patient symptoms such as anaphylaxis, cardiovascular collapse, laryngospasm, upper respiratory congestion (wheezing), urticaria.  An allergic reaction can result from imaging contrast agent(s) and/or other study medications.

	Pain requiring prolonged hospitalization > 48 hrs
	Self-explanatory

	Nausea/vomiting requiring prolonged hospitalization > 48 hrs
	Self-explanatory

	Vessel injury 
	Vessel injury is a result of an injury to the arterial wall due to the introduction and or manipulation of the catheter.

	Contrast Reaction
	Allergic reactions are characterized by one or more patient symptoms such as anaphylaxis, cardiovascular collapse, laryngospasm, upper respiratory congestion (wheezing), urticaria.  An allergic reaction can result from imaging contrast agent(s) and/or other study medications.

	Thromboembolic event
	Venous embolism confirmed by imaging studies.

	Fever >100.4°requiring prolonged hospitalization > 48 hrs
	A complex physiological response characterized with a rise in core temperature. 

	Urinary retention
	Urinary retention is the inability to void after the initial discontinuation of the procedural foley catheter, requiring re-catheterization.

	Device Related, name device
	Please refer to FDA medical device reporting guidelines-  http://www.fda.gov/cdrh/mdr.html

	Other complications (specify): ________
	e.g. , bowel obstruction, ureteral stricture with secondary hydronephrosis, skin burn

NOTE:  If an event is listed under OTHER that can be categorized as one of the other choices, please code as the appropriate choice and not as Other.   Example:  “Device Related” is indicated in Other.  Code this as the “Device Related” choice.

	SCVIR Classification:
	SCVIR Complication Classification codes:

A- No Therapy, no consequence

B - Nominal Therapy, observation, no consequence

C - Required Therapy, minor hospitalization (<48°)

D- Major Therapy, unplanned increase level of care, prolonged hospitalization (48°)

E - Permanent adverse sequelae

F – Death


DISCHARGE: 

	1. Date of Discharge : ___ ___ / ___ ___ ___ / ___ ___ ___ ___

                                                         day              month                  year

2. Post-procedure pain management: 
  Patient’s rating of maximum level of pain experienced prior to discharge: _____(0 to 10 scale)


                   0 = No pain, 10 = worst imaginable


RATIONALE:

1. Date of Discharge: This allows calculation of total length of stay.

2. Post procedure pain management: This allows a simple evaluation of the quality of pain management.  


DEFINITIONS:

	Data Element
	Definitions

	Date of Discharge : _ _ / _ _ _ / _ _ _ _
	Discharge- patient left facility 

	Post-procedure pain management: 

Patient’s rating of maximum level of pain experienced prior to discharge: __(0 to 10 scale)
	Patient declared score regarding highest level of pain following procedure.   Do not use an average.


30 DAY FOLLOW-UP 
	1. Recovery Time:

Total days missed from work, including procedure:                    _____ days

Total days until back to normal activity from procedure date:     _____ days

2.  Re-interventions: (check all that apply)

(   None

(   Myomectomy 

(   Embolization 

(   Hysteroscopy with resection

(   Hysteroscopy without resection

(   D & C 

(   Hysterectomy

(   Endometrial Ablation

(   Other

	2. Adverse Events/Unanticipated Consequences:

(   None
(   Recurrent Pain

· Sloughing of Submucosal Fibroid/Fibroid Passage

· New Hot Flashes/Night Sweats

· Radiation Skin Burn

· Infection or Possible Infection 

· Thromboembolism

· Spinal headache 

· Persistent bleeding, hemorrhage following embolization

· Other:_________________________________
	If yes, indicate Associated Service Utilization:

Complete the following questions for each AE:
· Unanticipated Office Visit

Date: _ _/_ _ _/_ _ _ _

· Unanticipated ER Visit

Date: _ _/_ _ _/_ _ _ _

· Unanticipated Hospitalization

Date: _ _/_ _ _/_ _ _ _


	If yes, specify Outcome:

Complete the following questions for each AE 

· Resolved

· Resolved w/ sequelae

· Unresolved

· Unknown

· Death




30 DAY FOLLOW-UP ADMINISTRATION:

30-day follow-up is best done at +30 days from the baseline procedure date.  The minimum window is +25 from the procedure and the maximum recommended window is +60 days.  Gathering the 30-day data closest to 30 days will allow for higher quality analysis of the data.  However, if a difficult to locate patient is located after 60 days, 30 day data can be obtained and submitted to the registry. 

RATIONALE:

1. Recovery time: This allows estimation of the time needed to return to work or usual activities, and will ultimately help compare UAE to surgical treatments. 
2. Re-interventions:  The need for re-intervention is a useful marker for treatment effectiveness.
3. Adverse Events/Anticipated Consequences: Many of these events are not necessarily adverse events, or even unanticipated; however, they may precipitate unanticipated visits.  Capturing the frequency of these occurrences is important for helping devise protocols for patient education and follow-up.  In addition, information about patient and procedure characteristics may help identify those patients most likely to experience these events.  

DEFINITIONS:

	Data Element
	Definitions

	30-Day Follow-up
	Evaluation 30 to 60 days from Date of Procedure

	Recovery Time:
Total days missed from work, including procedure:                          _____ days
	· If a patient does not work, enter the code “99” in this field.  This value will be used to exclude non-working patients from analysis of days missed work.

· Enter the total number of days missed work, including the procedure date, for all working patients.  The range for days missed work should generally be between 1 and 60 days, with 60 days as the upper limit for 30-day contact.

	Total days until back to normal activity from procedure date:     _____ days
	· Number of days from scheduled procedure date to first day back to normal activity (as defined by patient).  

· If a patient is not back to normal activity by the day of 30-day contact, enter the number of days from the procedure date to the date of contact.  If the value entered is equal to the number of days since the procedure, this will indicate that the patient was not back to normal activity by the time of contact.

	Re-interventions: (check all that apply)
	Unanticipated invasive procedures performed subsequent to UAE procedure date.

	   None
	

	   Myomectomy 
	

	   Embolization 
	

	   Hysteroscopy with resection
	

	   Hysteroscopy without resection
	

	   D & C 
	

	   Hysterectomy
	

	   Endometrial Ablation
	

	   Other
	

	Adverse Events/Unanticipated Consequences:
	Occurrences post-UAE procedure.

	None
	

	Recurrent Pain
	

	Sloughing of Submucosal Fibroid/Fibroid Passage
	

	New Hot Flashes/Night Sweats
	

	Radiation Skin Burn
	Second or third degree burn within fluoroscopic field

	Infection or Possible Infection 
	Wound Infection: An infection on or near the procedure incision site.  Wound dehiscence or incisional hernia usually suggests wound infection.

Uterine Infection: Characterized by at least one of the following: pus at the cervical os and/or positive cervical or endometrial culture and sensitivity testing.   

Urinary Tract Infection (UTI): A UTI is characterized by microbial, usually bacterial infection of any part of urinary system causing dysuria or increased urinary frequency for which antibiotics are administered.

Systemic Infection / Sepsis: Systemic infection/ sepsis is determined by positive blood cultures with fever or systemic signs of infection for duration of at least 24 hours.

	Thromboembolism 
	Venous embolism confirmed by imaging studies.

	Spinal headache 
	Include only headache due to spinal headache.  If headache was non-spinal, include under “Other” complications.

	Persistent bleeding, hemorrhage following embolization
	

	Other:__________
	Include all “other” complications.

	Associated Service Utilization & Date:
	Office Visit Date: __/___/____

Emergency Room Visit Date: __/___/____

Hospitalization Admission Date: __/___/____

Hospitalization Discharge Date: __/___/____

	Unanticipated Office Visit  

Unanticipated Emergency Room Visit

Unanticipated Hospitalization   
	Visit not scheduled as a course of post-procedure follow-up.

	Outcome:
	

	 Resolved
	

	 Resolved with sequelae
	

	 Unresolved
	

	 Unknown 
	

	 Death
	


Patient Outcome Survey 

Over time, clinical outcomes are measured by asking the patient questions assessing current symptom treatment, any procedures performed post-UAE for continuing symptoms, and any unanticipated utilization of health-care services.  Patients are also asked about their overall satisfaction with the UAE procedure and are assessed for fertility and pregnancy status.  This survey will be administered at the 6, 12 and 24 month intervals to all patients participating in the longitudinal follow-up study.
Quality of Life Questionnaire

CIRREF funded a grant to design, test, and validate a QOL instrument for uterine fibroids.  This QOL tool is administered at baseline and will also be used in combination with the Patient Outcome Survey designed to assess clinical outcomes and patient satisfaction during long-term follow-up.  

The questionnaire asks about symptoms experienced by women who have uterine fibroids as well as women’s feelings and experiences regarding the impact of uterine fibroid symptoms on their life. 

Longitudinal Follow-up Data Collection 

Longitudinal data collection consists of the Patient Outcome Survey (clinical outcomes, fertility history, and patient satisfaction) and the UAE Fibroid Symptom and Health-Related Quality of Life Questionnaire (QOL).  A sample of patients from Registry core sites who consent to long-term follow-up will be contacted for assessment at 6, 12, and 24 months.  

This sample will consist of all consenting patients who indicated “Yes” to intending subsequent pregnancy plus a sample of all other patients who consent to follow-up but who answered “Would Like to Keep as An Option” or “No” to Subsequent Pregnancy.  In order to be followed-up, patients must have valid baseline Symptom and Quality of Life Scores, a given case must be eligible for analysis (i.e. all required field data is supplied) and contact information must be entered into the registry database.  

Long-term follow-up operations are conducted by the DCRI Follow-up Group which has over 15 years of experience in conducting both telephone and mailed survey operations.  Patients will be sent surveys in the mail and will be called by DCRI if the survey is not returned.  All telephone follow-up will be conducted by trained female interviewers.

REGISTRY DATA COLLECTION FORMS

The registry data collection forms are attached via the icons below.  Click on the icons to open and view the forms.

	Baseline and 30-Day CRF – Forms have color coding for training purposes to hi-light required and primary fields.
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Click on the icon to view the Web Training Instructions
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( 30-DAY FOLLOW-UP - Pg 1
 



(  Date: __ __(d)/ __ __ __ (m)/ __ __ __ __ (y)


1.   Recovery Time:


( Total days missed from work, including procedure: _____ days


( Total days until back to normal activity from procedure date: _____ days


2. ( Re-interventions (check all that apply):


 None


          or


 Myomectomy 


 Embolization


 Hysteroscopy with resection


 Hysteroscopy without resection


 D & C


 Hysterectomy


 Endometrial Ablation


 Other

( 30-DAY FOLLOW-UP - Pg 2


3. ( Adverse Events/Unanticipated consequences: 

Event:   Select all that apply.

If checked, indicate Associated Service Utilization:  Select all that apply.




If Yes, specify Outcome: 



Has patient experienced any of the following events?      










Recurrent Pain


 

 Unanticipated Office Visit     Date: _____/_____/______


 Unanticipated Emergency Room Visit   Date: _____/_____/______


 Unanticipated Hospitalization: 
 
    Date of:  Admission: ___/_____/_______  


    Date of Discharge:   ____/_____/______

Resolved


Resolved with sequelae


Unresolved 


Unknown 


Death






  Sloughing of  Submucosal Fibroid/Fibroid Passage 




 Unanticipated Office Visit     Date: _____/_____/______


 Unanticipated Emergency Room Visit   Date: _____/_____/______


 Unanticipated Hospitalization: 
 
    Date of:  Admission: ___/_____/_______  


    Date of Discharge:   ____/_____/______

Resolved


Resolved with sequelae


Unresolved 


Unknown 


Death






  New Hot Flashes/Night Sweats 




 Unanticipated Office Visit     Date: _____/_____/______


 Unanticipated Emergency Room Visit   Date: _____/_____/______


 Unanticipated Hospitalization: 
 
    Date of:  Admission: ___/_____/_______  


    Date of Discharge:   ____/_____/______

Resolved


Resolved with sequelae


Unresolved 


Unknown 


Death



  Radiation Skin Burn




 Unanticipated Office Visit     Date: _____/_____/______


 Unanticipated Emergency Room Visit   Date: _____/_____/______


 Unanticipated Hospitalization: 
 
    Date of:  Admission: ___/_____/_______  


    Date of Discharge:   ____/_____/______

Resolved


Resolved with sequelae


Unresolved 


Unknown 


Death



( 30-DAY FOLLOW-UP - Pg 3

Event:   Select all that apply.

If checked, indicate Associated Service Utilization:  


Select all that apply.




If Yes, specify Outcome: 



Has patient experienced any of the following events?      










  Infection 


    or Possible Infection 




 Unanticipated Office Visit     Date: _____/_____/______


 Unanticipated Emergency Room Visit   Date: _____/_____/______


 Unanticipated Hospitalization: 
 
    Date of:  Admission: ___/_____/_______  


    Date of Discharge:   ____/_____/______

Resolved


Resolved with sequelae


Unresolved 


Unknown 


Death



  Thromboembolism 




 Unanticipated Office Visit     Date: _____/_____/______


 Unanticipated Emergency Room Visit   Date: _____/_____/______


 Unanticipated Hospitalization: 
 
    Date of:  Admission: ___/_____/_______  


    Date of Discharge:   ____/_____/______

Resolved


Resolved with sequelae


Unresolved 


Unknown 


Death



  Spinal headache




 Unanticipated Office Visit     Date: _____/_____/______


 Unanticipated Emergency Room Visit   Date: _____/_____/______


 Unanticipated Hospitalization: 
 
    Date of:  Admission: ___/_____/_______  


    Date of Discharge:   ____/_____/______

Resolved


Resolved with sequelae


Unresolved 


Unknown 


Death



  Persistent bleeding, hemorrhage following embolization




 Unanticipated Office Visit     Date: _____/_____/______


 Unanticipated Emergency Room Visit   Date: _____/_____/______


 Unanticipated Hospitalization: 
 
    Date of:  Admission: ___/_____/_______  


    Date of Discharge:   ____/_____/______

Resolved


Resolved with sequelae


Unresolved 


Unknown 


Death



   Other


- Specify: ___________


___________

 Unanticipated Office Visit     Date: _____/_____/______


 Unanticipated Emergency Room Visit   Date: _____/_____/______


 Unanticipated Hospitalization: 
 
    Date of:  Admission: ___/_____/_______  


    Date of Discharge:   ____/_____/______

Resolved


Resolved with sequelae


Unresolved 


Unknown 


Death
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Date: 





Uterine Fibroid SYMPTOM AND Health-Related Quality of Life


Questionnaire (UFS-QOL)


Listed below are symptoms experienced by women who have uterine fibroids.  Please consider each symptom as it relates to your uterine fibroids or menstrual cycle.  Each question asks how much distress you have experienced from each symptom during the previous 3 months.


There are no right or wrong answers.  Please be sure to answer every question by checking (() the most appropriate box.  If a question does not apply to you, please mark "not at all" as a response.


During the previous 3 months, how distressed were you by…

Not at all

A little bit 

Some-what 

A great deal

A very great deal



1. Heavy bleeding during your menstrual period

1

2

3

4

5



2. Passing blood clots during your menstrual period

1

2

3

4

5



3. Fluctuation in the duration of your menstrual period compared to your previous cycle

1

2

3

4

5



4. Fluctuation in the length of your monthly cycle compared to your previous cycles

1

2

3

4

5



5. Feeling tightness or pressure in your pelvic area

1

2

3

4

5



6. Frequent urination during the daytime hours 

1

2

3

4

5



7. Frequent nighttime urination

1

2

3

4

5



8. Feeling fatigued

1

2

3

4

5



The following questions ask about your feelings and experiences regarding the impact of uterine fibroid symptoms on your life.  Please consider each question as it relates to your experiences with uterine fibroids during the previous 3 months.


There are no right or wrong answers.  Please be sure to answer every question by checking (() the most appropriate box.  If the question does not apply to you, please check “none of the time” as your option.


During the previous 3 months, how often have your symptoms related to uterine fibroids... 

None of the time

A little of the time

Some of the time

Most of the time

All of the time



9. Made you feel anxious about the unpredictable onset or duration of your periods?

1

2

3

4

5



10. Made you anxious about traveling?

1

2

3

4

5



11. Interfered with your physical activities?

1

2

3

4

5



12. Caused you to feel tired or worn out?

1

2

3

4

5



13. Made you decrease the amount of time you spent on exercise or other physical activities?

1

2

3

4

5



14. Made you feel as if you are not in control of your life? 

1

2

3

4

5



15. Made you concerned about soiling underclothes?

1

2

3

4

5



16. Made you feel less productive?

1

2

3

4

5



17. Caused you to feel drowsy or sleepy during the day?

1

2

3

4

5



18.  Made you feel self-conscious of weight gain?

1

2

3

4

5



19. Made you feel that it was difficult to carry out your usual activities?

1

2

3

4

5



20. Interfered with your social activities?

1

2

3

4

5



21. Made you feel conscious about the size and appearance of your stomach?

1

2

3

4

5



22. Made you concerned about soiling bed linen?

1

2

3

4

5



23. Made you feel sad, discouraged, or hopeless?

1

2

3

4

5



24. Made you feel down hearted and blue?

1

2

3

4

5



25. Made you feel wiped out?

1

2

3

4

5



26. Caused you to be concerned or worried about your health?

1

2

3

4

5



27. Caused you to plan activities more carefully?

1

2

3

4

5



28. Made you feel inconvenienced about always carrying extra pads, tampons, and clothing to avoid accidents?

1

2

3

4

5



29. Caused you embarrassment?

1

2

3

4

5



30. Made you feel uncertain about your future?

1

2

3

4

5



31. Made you feel irritable?

1

2

3

4

5



32. Made you concerned about soiling outer clothes?

1

2

3

4

5



33. Affected the size of clothing you wear during your periods?

1

2

3

4

5



34. Made you feel that you are not in control of your health?

1

2

3

4

5



35. Made you feel weak as if energy was drained from your body?

1

2

3

4

5



36. Diminished your sexual desire?

1

2

3

4

5



37. Caused you to avoid sexual relations?

1

2

3

4

5



Pt. ID: 			
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WEB USER INSTRUCTIONS


This document provides general instructions for using the web data entry application.  Specific instructions are also provided for users of the test database.  The test database is provided to allow site personnel to become comfortable with data entry and navigation prior to receiving a permanent user ID and beginning entry of registry data.  


I. System  Requirements:


The web-based form interface is designed for use only with Internet Explorer(  or Netscape( browsers (version 4.0 and higher) running on Microsoft Windows 95, 98 NT4, or 2000 operating systems for PCs.   The database cannot be run properly using other browsers and cannot be operated using a MacIntosh( computer. 


Internet Explorer(  is recommended and can generally be downloaded for free off the internet.   Users will find navigation easier using Internet Explorer( and the forms have improved fuction.  If you must use Netscape(, please pay particular attention to the navigation instructions below.


II. Web Address:


The registry data entry website can be accessed either by going to the CIRREF FIBROID Registry website and clicking on the link under the “Submitting Data Page” http://www.fibroidregistry.org/data.htm or by going directly to the main logon screen at https://registry.dcri.duke.edu/cirref/default.asp.
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Main Logon Screen:


III. User ID, passwords, and logging on:


User Accounts:


· Site personnel are assigned user IDs and passwords by the DCRI Project Coordinator, Kelly Agan (kelly.agan@duke.edu). 


· User IDs are the same as a user’s e-mail address.  Please report all changes in e-mail addresses to the DCRI Project Coordinator.


· Requests for additional user privileges should come via e-mail from the site’s lead investigator or research coordinator to the DCRI Project Coordinator. 


Initial Logon:


· The DCRI Project Coordinator will send each user an initial password.


· When you log on for the first time, enter your user ID (e-mail address) and assigned password.  The system will immediately prompt you to change your password.  Select and enter a password that you can easily remember.  You will then log back on using your new, self-assigned password.  If the system does not prompt you to change your password, please contact the DCRI Project Coordinator.


· Passwords expire every 90 days.  Two weeks before the expiration, you will be prompted to change your password.


· If your password has expired or does not work, please contact the DCRI Project Coordinator by e-mail to receive a new password.


Ending a web session:  


· There is no “exit” button to exit the web-based interface.  To terminate a session, either go to a new website or close down the browser.


IV. Test User Account and Instructions:


(Database training is self-instructed and self-paced by users.  The DCRI will assign test user accounts for site users to become familiar and comfortable with the web-based data entry forms prior to receiving an account for the registry website.  Users should practice on the test system, following the navigation information provided below.  Once a user feels comfortable, contact the DCRI Project Coordinator to receive a permanent account for the registry. 


Helpful Tips:


· Do create new patients for yourself.  Observe the difference between logging an unenrolled case to the overall volume and logging an enrolled patient.


· Don’t use the name of a real patient.  Use fictitious names.  


· You may also utilize existing test patients to practice searches, entry, updates, and navigation.
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V.  Website Navigation and Data Entry Tips:
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Case Record Searches:


Search Tips:
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Search and Navigation Features:


· Access to data:  Sites have access only to their registry data.


· Search modes:  By patient last name or case number.  The search box is located in the main page of the website in the upper left-hand corner.  Click on the drop-down box to select the mode.  

((Receiving a case number assignment and retrieving a case record:   Note that in order to be able to search for a patient and retrieve a case record, you must receive a case number assignment.  You will not receive a case number assignment unless some information is entered in the patient last name field on the Patient Registration Information page of the web form. If you do not wish to enter patient name for confidentiality reasons, enter something, such as “XX” or a number in the patient last name field. (In this case you may want to keep a manual case log at site for reference.)  If you exited the case without receiving a case number assignment and/or cannot retrieve a case record, please contact the Project Coordinator at the DCRI.

· DO NOT use the back or forward buttons/arrows on your browser toolbar to navigate in the registry website.  This will disrupt the proper loading of the form and will interfere with saving data.


(Navigation for Internet Explorer( Users:


· Navigate through data entry fields using the tab key. 

· Navigation “buttons”:  There are buttons for moving forward and backward within a case form.  These appear at the bottom of the CRF screen as “finished”, “back” and “next”.  Do not use the “Back” button on your browser when navigating in the database.  This may disrupt or affect saving data that you have entered.  Only use the “back” option within the CRF screen when you are browsing through data that has already been saved.

· Exiting the database:  There is no “Exit” button to leave the database.  When you have finished with a session either go to a new web page or shut down your browser.

· Entering and Updating Data:  When you are entering data for the first time or making updates and have completed entry, make sure that you click either the “finished” button at the bottom of the page or the “next” option to go on to the next page.  This will allow your data to be saved.  Do not use the “back” option since any data changes made will not be saved.

· Browsing:  If you are browsing through previously entered data you can you any of the “back”, “finished” or “next” options.  Selecting “finished” will always exit you out of the specific case and back to the main website screen.

(Navigation for Netscape( Users:

· Navigate through data entry fields by using the mouse.

· Navigation “buttons”:  There are buttons for moving forward and backward within a case form.  These appear at the bottom of the CRF screen as “finished”, “back” and “next”.  Do not use the “Back” button on your browser when navigating in the database.  This may disrupt or affect saving data that you have entered.  Only use the “back” option within the CRF screen when you are browsing through data that has already been saved.

· Exiting the database:  there is no “Exit” button to leave the database.  When you have finished with a session either go to a new web page or shut down your browser.

· Entering or Updating Data:  When you are entering or correcting data and have completed entry, make sure that you click the “next” option at the bottom of the page.  This will allow your data to be saved.  If you click the “finished” option you risk losing the data you have entered.  

· Browsing: If you are browsing through previously entered data you can you any of the “back”, “finished” or “next” options.  Selecting “finished” will always exit you out of the specific case and back to the main website screen.

Logging New Cases:


· Add new cases by clicking on the Add Patient feature beneath the search box.  

· Inclusion Criteria:  Inclusion Criteria are listed on the first page of the paper CRF.  On the web form they are labeled “Admission Criteria.”  When logging a new case, the system will take you first to the inclusion criteria questions. Click to place a check in the box if the response is Yes.  If the response is No, leave the box blank.  If any boxes are blank (No), the case will be logged to the overall volume of UAE only and the system will stop you there.  If you enter Yes to all three questions, indicating that the patient has been enrolled in the registry, you will then proceed through Patient Registration Information and then to the baseline CRF.

· The patient last name field in the Patient Registration page must have data entered for enrolled patients in order for the system to support a record search for the case number or by name. In order to receive a case number assignment for enrolled patients, something must be entered in this field.  The case number will appear in the upper right-hand corner of the page.  Participating sites should enter only the patient’s last name and no contact information.  Cases logged in error:  If you logged a case in error, please contact the Project Coordinator at the DCRI by e-mail.  Provide the case number (if unavailable, provide the date and time the case was logged and the case numbers entered immediately before and after) and a description of the circumstance.  The DCRI will verify the case for deletion and send you confirmation via e-mail.

Data Entry:


· Enter CRF data according to the sequence of the form.  This will ensure that data is entered completely.










Entering the Quality of Life Questionnaire:


(Participating Sites are encouraged to complete the baseline Quality of Life questionnaire.  If resources permit and you administer the Quality of Life Survey, please note the following:












Adding 30-Day Data:








VI.
Change Log:

ENROLLMENT GUIDELINES

This document provides a quick reference for important enrollment information to assist participating sites in beginning enrollment and data collection.  


(The UAE FIBROID Registry Training Manual is the official resource for complete project enrollment and field definition guidelines.  You can find it on-line at the CIRREF FIBROID Registry website at: http://www.fibroidregistry.org/siteinfo.htm. 


(UAE FIBROID Newsletter archives are posted on the CIRREF FIBROID Registry website.  The newsletters contain important information about data quality as well as clarification of important enrollment guidelines and field definitions.  During the first year of the study, the newsletter will be issued during the first week of each month.  After that, the newsletter will be issued quarterly.


(Case report forms:  Copies of the current versions of the case report forms and Quality of Life Survey can be found on the CIRREF FIBROID Registry website.
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I.  Record Keeping:

· Original patient consent forms must be retained by the enrolling site for compliance with regulatory requirements. Retain consent forms along with the paper case report forms.  Do not send forms to the DCRI.


· It is recommended that you keep a log of all enrolled cases for reference.  


II.  Baseline Instructions:


· UAE Volume:  All UAEs performed for treatment of symptomatic uterine fibroids only should be logged to the overall volume.  Do not include UAEs performed for post-partum bleeding, for example.  


· This is a prospective study.  If a patient has already received UAE for treatment of fibroids, do not include or enroll this patient if she comes back for a repeat procedure.


· UAEs are to be included only once when the patient enrolls in the study.  If the patient returns for a repeat procedure, do not re-enroll this patient and do not include the patient again in the overall volume.


· Recording inclusion criteria:  The three inclusion criteria are:  1) the patient consents to participate; 2)  the fibroids were diagnosed using ultrasound or MRI; and 3) the patient is at least 21 years old. 


· Assignment of case numbers is not consecutive for each site.  Each site will not receive numbers beginning with 1, 2, 3 etc.  Instead numbers may appear to be random, such as 950, 1001, 1050, etc.  Make sure you record case numbers on each individual CRF.  See Web User Instructions for additional information about case number assignment.


· Required and Primary Fields:  Partcipating sites are required to complete the required fields.  There are seven required fields which are indicated on the paper case report form with a double asterisk (**).  On the web-based form they are indicated with a single asterisk.  If any required required fields (the seven baseline CRF fields that must be completed in order for a case to be eligible for analysis) are missing, the case will not be submitted to the analysis database.  Once required fields are completed, the case can be included in analysis.  Participating sites are encouraged to complete the primary fields as well as the entire case report form.


· Operator ID:  The Operator ID field is located on the first page of the case report form in the Patient Intake Data section. Operator ID is a number assigned to each IR performing UAE at a site and as such is designed to allow for confidential analysis by operators at your site.  This means that the name of the IR will be blinded to CIRREF and the DCRI.  Site personnel will assign the numeric codes manually and will keep the codelist at the site for reference.  Assign IR A as “1”, IR B as “2”, etc.  Once a number has been assigned, it will not be reused if a doctor leaves.  New IRs will be assigned the next unused number.  




· Hospital ID:  The Hospital ID field allows for confidential analysis by hospital for sites where IRs perform UAE at more than one hospital.  It is assigned in the same manner as Operator ID through a code list created and maintained by sites.  If your site has only one hospital where UAE is performed, always enter “1”.  If your site has more than one hospital, create a codelist.  The Hospital ID field does not appear on the paper CRF; it is entered into the registry on Baseline Data page 1 of the web-based form.









· Long-term follow-up:  Patients from participating sites will not participate in the long-term follow-up component of the study.  Do not check the field “patient is willing to complete follow-up” on the first page of the CRF.  Leave this field blank.  


· Patient Registration Information:  Patient contact information is not necessary because patients do not participate in long-term follow-up. However, it is important that you enter a minimum of the patient’s name in order to be able to search by patient name.  See information under Web User Instructions for more details.


· Quality of Life Questionnaire:  Participating Sites are encouraged to administer the baseline Quality of Life Survey if resources permit.  If you administer the Quality of Life Survey, make sure to record the date that the survey was completed in the box provided at the top of the form.  The survey should be administered prior to the procedure as close to the procedure date as possible, but not on the day of the procedure to avoid biasing responses with any procedure-related stress or anxiety.


III.  30-Day Instructions:


· Follow-up visit window:  The window for completion of the 30-day follow-up visit is between 25 and 60 days from the baseline procedure date.  The optimal date of follow-up is at 30 days and should not be completed any earlier than 25 days.


· 30-Day data should be collected directly from the patient.  This can be done either in person or by telephone.


IV.
Monthly Reports:


Each month participating sites will receive two reports via e-mail:


· The Case Volume Monthly Status Report:  This report indicates the site’s contribution to the registry in terms of cases submitted to the overall volume and enrolled cases.  Enrolled cases are further broken down by those which are eligible for analysis (where all 7 required fields have been completed.)  Review this report for a discrepancy between the number enrolled and those eligible for analysis.  If you notice a discrepancy, consult your cases for those with missing required fields.  Once the data is supplied, the case/s will be eligible for analysis.


· 30-Day Follow-up Contact List:  This is a work-list provided to help sites manage 30-day follow-up.  It indicates patients who are currently due and those who will be due in the next month, along with the optimal date for follow-up (30 days from baseline procedure).  Patients are dropped from the list when follow-up is greater than 60 days past-due.  


V.
Data Lock:


· All of a patient’s baseline and 30-day data will be locked 6 months from the baseline procedure data.  After a record is locked, no further entry or updates can be made by site users via the web-based forms.


REGISTRY CONTACTS


For additional information or questions, please contact:


· CIRREF:  


They’ll help you with questions about your site agreement and site responsibilities and expectations for the Registry.  


Carolyn Strain
CIRREF Research Manager


  Strain@scvir.org

  (703) 691-1805


  (703) 691-1855, fax


· DCRI Data Coordinating and Analysis Center:  


They’ll help you with IRB questions, enrollment, data collection issues (data definitions, data quality, etc), data entry website support, monthly reports, and the monthly newsletter.


Kelly Agan          
DCRI Project Coordinator


  kelly.agan@duke.edu

  (919) 668-8928


  (919) 668-7027, fax


Website Main Menu:  



Go to the website main menu to:







Search for an entered case.



Add a new case.



Enter a 30-day follow-up form.



Send a message to the website Help Desk.



Obtain “Useful Tips” for using the website.























On the web form you will see two fields “Symptom Score” and “Quality of Life Score”  under the Quality of Life section on Baseline Data Page 3.



Click on the “Calculate Button” to pull up the survey entry form.  Enter all indicated responses.  Once you are finished entering, click the “calculate” button at the bottom of that screen.  The system will calculate the symptom and quality of life scores and return you to the main CRF page and will input the scores into the boxes on the CRF page.  



If you receive a score of “999” this indicates that insufficient data was entered to be able to calculate a score, indicating that one or more responses were missing.  If you believe that you entered a complete form, return to the form and re-check data entry.











Click the “Calculate” button here







To add 30-day data:  Find the patient using the search option.  Click on the 30-data data option to the right of the patient’s name to open the form and begin entering data.



Note: A 30-day form cannot be entered unless the follow-up date is at least 25 days from the baseline procedure date.  











Codelist Example:  







IR Doctor�

Operator ID�

�

Dr. Skywalker�

1�

�

Dr. Bones�

2�

�

Dr. Kildare�

3�

�









Codelist Example:  







Hospital�

Hospital ID�

�

Hometown Hospital�

1�

�

Acrosstown Hospital�

2�

�









Operator ID







Hospital ID







The web-based entry system contains a change log to capture change information for all data updates that are made by site users.  When any change is made to the data, a dialog box will appear prompting the user to enter a change reason; select and enter the reason that is appropriate.  A reason must be selected in order to save the new value.  After entering the reason, click “ok” to return to the CRF page.







There are three change reason options:



 



Patient Request



Data Initially Unavailable



Data Entry Error. 







Search type toggle box







Enter search text here (case number or name) and click  “search”







Click on “30-day” to enter or view 30-day data







Baseline Case Report Form Menu:  Once data has been entered on the case report form for an individual case (beginning with Patient Intake Data) a menu for the CRF sections will appear on the left-hand side of the screen.  All sections of the case report form are displayed.  A check will appear in the bubble next to the section if any data has been entered.  A check does not mean, however, that the data is complete.  It simply indicates that some data has been entered in that section.















Required fields:  The seven required fields are marked on the paper CRF with a double asterisk (**). They are also shown on the web forms with a single asterisk.  If any of these fields are missing after initial data entry, the system will give the user a message indicating that the case was not submitted to the analysis database along with a list of missing fields.  Once missing data has been recovered and updated on the web form, the case will be eligible for analysis.











(Case Listing for your site:  The website currently does not allow for obtaining a complete list of each site’s enrolled cases.  In order to see a listing of several cases, you can search by entering an “e”  or a “t” (many names typically have these letters) under the Patient Last Name search type.



Note:  it is strongly recommended that you create and maintain a manual listing of your site’s enrolled cases for reference.







(The website allows for search of a site’s case records by patient last name or by case number.  The search box is located on the main page of the website (as shown above) in the upper left hand corner.  Toggle the “Search Type” list box to select the search type, then type the search text in the box and click the green “search” button.











Scores



















Ver. 2, 08/15/2001





