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Appendix C:  General Instructions for Administration and Completion of Events Forms

C.1
General Interviewing Instructions

C.1.1
General Interviewing Information

1.
Interviewer bias is any preference or inclination that creates a systematic difference between responses obtained by different interviewers. It can be affected by:

•
respondent's perception of the interviewer and his/her reaction to that

•
interviewer's perception of the respondent and his/her reaction to that

2.
Characteristics of a good interview

2.1
The interviewer creates a friendly, but businesslike atmosphere.

2.2
The respondent is at ease. Keep these factors in mind:

•
The respondent may view a female interviewer as less threatening.

•
The respondent may view a much older interviewer as judgmental.

2.3
The interviewer obtains the answer to the question that is asked by:

•
Proper use of probes.

•
Repeating a question rather than interpreting it.

2.4
The interviewer obtains clarification of confusing answers.

2.5
The interviewer gives only neutral responses to the respondent's answers.

2.6
The interviewer accurately records responses.

3.0
Specific skills required for interviewers

3.1
The ability to ask questions at the correct pace and in a conversational tone.

3.2
A thorough knowledge of the questions and response categories (this will keep the interview flowing smoothly).

3.3
Knowledge of how and when to use probes.

3.4
The ability to think as an interviewer and to temporarily put aside other roles (e.g., researcher, health care provider).

3.5
The ability to maintain a positive attitude about the interview (this lets the respondent know that the interview is important).

3.6
The ability to keep some level of control over the interview process (e.g., by rewarding the respondent for answering questions but not for other behavior).

3.7
Additional interviewer attributes:

•
Mobility (for personal interviews)

•
Flexibility over schedule

•
Neat, pleasant, professional appearance

•
Not too timid, not too aggressive

4.0
Interviewer training

4.1
Training must cover all aspects of the interview, including:

•
Introducing yourself

•
Handling people who are reluctant "at the door"

•
Obtaining consent

•
Answering questions

•
Obtaining privacy for the interview

•
Setting respondent at ease

•
Administering the interview

•
Ending the interview

4.2
Role playing, using both standard and problematic situations, is an important aspect of training and allows trainees to discuss and solve problem that could arise in an interview with a respondent.

C.1.2
Interviewing Techniques

1.
Standardized Interviewing Technique

1.1
MESA is a collaborative study being conducted through six field centers located throughout the United States. The goal of this collaboration is to produce a study that represents 6600 people throughout the country rather than 1100 from each of six smaller, geographically-scattered areas. 

1.2
In order to produce data that can be considered collaborative, MESA study designers must develop and use standardized approaches to train interviewers and collect information about respondents. Standardization is achieved by using scripts in training, training supervisors centrally, establishing qualifications for supervisors, reviewing collected data, taping and reviewing interviews, and, finally, observing interviewers in the field.

1.3
Trainers will use scripts to teach probing techniques and to determine if interviewers are following skip patterns in the forms and adhering to the protocol. All clinic interviews will be taped. Interviewers will be trained to introduce taping to the study respondent and to secure his/her agreement. The Interviewer Supervisor will systematically review tapes to determine if questions are asked as written. Interviewers will be trained to avoid leading or providing answers for the study respondent. 

1.4
The study is further standardized by using centralized training for interview supervisors and, where possible, for interviewers. We will initially train local interviewer supervisors; they, in turn, will train new, on-site personnel as needed. Supervisors will be in touch with each other and will share tapes to determine protocol adherence.

2.
Retaining Study Participants and Engaging Other Respondents  (e.g. relatives, proxies, and other informants)

The reinitiation of contact with the study participant and the first contact with the study respondents will be by telephone. Because telephone contact can make it easy for the respondent to decline, interviewers will be trained in effective telephone technique. They will also be taught to overcome respondents’ objections and deal with difficult situations, some of which are described below. 

2.1
Suspicion about the project. Relatives, proxies, and other informants may not be aware that NIH is doing a study in the community and may seem suspicious. Your thorough understanding of the study will help to allay the respondent’s fears or suspicions. You must learn to put the respondent at ease and to establish the legitimacy of your call.

2.2
Handicaps. If a respondent has a disability, you must determine its severity and if it will prevent the respondent from completing in the interview. If the respondent has a person who can act as a proxy, you will need to secure their agreement to participate with the study respondent.  If no such person exists, thank the study respondent and terminate the interview. Code the result appropriately and provide notes so that your supervisor can evaluate the case.

2.3
Difficulty in understanding the questions. Some of your calls will be with persons who have difficulty understanding your questions. Read questions slowly and distinctly and allow the respondent adequate time to answer. Repeat questions, if necessary, but be careful not to insult the respondent by suggesting that he/she does not understand.

2.4
Focusing the interview. Some respondents will welcome the opportunity to talk to a neutral person about their health and family problems. In doing so, they may stray from the questions asked. You must know when to allow a respondent time to elaborate and when to re-focus him/her on the question. Control the interview, but do not alienate the respondent.

2.5
Leading the respondent. Some respondents will give answers that they believe you and/or the government expect; and they may expect you to help them with answers rather than give their own opinions or information. We are trying to gather objective data. Reassure the study respondents that there are no wrong or right answers. Encourage them to respond out of their experience and their knowledge.
2.6
Diffusing sensitive questions. Some respondents may hesitate or decline to answer questions they consider intrusive or sensitive (e.g., questions about death of a loved one). Your professional handling of a sensitive issue can help to alleviate their fears. The more secure you feel about the confidentiality of the study, the more apt you will be to give a sense of security to the study respondent. However, if all else fails, you may simply offer them the option to decline answering a specific question. 

2.7
Encouraging the respondent. The respondent be clear about what is involved in the process of recruitment. Encourage both family members and respondent to raise questions or concerns about the study. Encouraging them to ask questions, and your thorough and thoughtful responses to those questions, will help to alleviate their concerns.

C.1.3
The Interview

The following procedures are recommended for a successful interview:

1.
Prior to the visit prepare all materials (e.g., appropriate forms, identification, stamped self-addressed envelopes) that will be necessary for the interview.

2.
The interviewer should confirm the appointment with the respondent to avoid confusion

3.
Find an area where both you and the respondent can talk and write comfortably with minimal distractions.

4.
Make sure that the respondent understands the questions and that you are interpreting the responses accurately. Do this by restating what you think the respondent is telling you or asking him/her to restate the question you are asking. At the same time, be careful not to impose your interpretations on the interview questions or the respondent's comments.

5.
Convey your interest in the respondent’s thoughts and feelings, but do your best to keep him/her focused on the interview questions. When the respondent strays from a question, try to use what he/she is saying to redirect the conversation back to the interview questions. Give positive reinforcement for direct answers. If necessary, set time limits at the outset of the interview to encourage the respondent to stay on track.

6.
Respondents may try to convince you to answer certain questions for them.  Let the respondents know that you are interested in their answers.

7.
Be aware of any hearing and vision impairments and their effects on the respondent's understanding of the interview questions. If necessary, read the interview questions to respondents who have visual impairments or limited reading ability.

8.
Communicate with other interviewers and the project director to share ideas about how to deal with difficult situations and to agree on consistent explanations for questions that are frequently misunderstood by respondents.

9.
Encourage, but do not force, respondents to answer to all questions.

10.
If persons other than the respondent are present during the visit, address the respondent directly and do not encourage conversation with other parties. If necessary, ask that you and the respondent be left alone for a brief time to complete the questionnaire.

11.
Be able to adapt to interruptions. Let the respondent know that you are willing to continue the interview after the interruptions are completed. 

12.
Make the interview a positive experience for the respondent. React favorably to answers and give compliments, when appropriate.

C.1.4
Overcoming Difficult Questions

The following are examples of, and suggested responses to, questions you may encounter.

1.
Relatives, Proxies, and Other Informants:

•
"How do I know you and the survey are legitimate?”  If the respondent is concerned about the legitimacy of the survey, repeat your introduction, remind him/her about participant’s involvement in the study, and offer to mail a brochure if necessary. Suggest that s/he call the number on the brochure for information and verification. Also point out that local health officials are aware of the survey, and offer to mail to the respondent a reproduction of newspaper clippings and/or endorsements. If you make a home visit, always wear your identification badge.

•
"What's this survey about?” Explain that we have interviewed and examined approximately 6600 randomly selected people in six communities in the United States to collect data about their health. The data we collect will help the U.S. National Institutes of Health and local area health professionals to better understand the factors associated with heart and blood vessel diseases.

•
"I don't want to buy anything.” Explain that we are not selling anything. We are doing an important research study and all the tests will be done free of charge.

•
"Where did you get my name?” Explain that the participant involved in MESA provided their name as a primary contact during their clinic visit. If applicable, remind that respondent that he/she was sent a letter about this selection process.

2.
All Respondents:

•
"Will this affect the participant’s medical care?” Explain that we are doing research and that the study will not affect any medical care the participant now receives. The clinic is only gathering data, not doing diagnostic work. Also explain that all information is held in strict confidence and that public reporting of the findings of this study will contain only statistical information. 

•
"How long will it take to complete?” Explain that the interview this day will take about xx minutes. 

•
"I don't drive and do not have a friend who can bring me.” Offer free transportation. Explain that we will send a taxi to take him/her to and from the clinic appointment(s).

•
“I do not have the time” or “I am going to be in Florida for the next few months” or “I cannot take time off from work.” Explain that the appointment can be scheduled when he/she has time. Explain that we also have weekend appointments for people who cannot come to the clinic during the week.

C.2
Instructions for Online Review Forms

C.2.1
Introduction

The Review Forms (completed by MESA Physician Reviewers) are the only Events forms to be completed online. Due to the inconsistent availability of Field Center scanners (and the widespread ease of using the internet), it was decided that the web would be utilized as the primary means for Events Review. The MESA Physician Reviewers, who are spread across the country, will go to the MESA Internal website to enter all their review diagnoses. They do not need to be on a MESA computer to do this.

Because reviewers may need to resolve disagreements even after they enter their individual reviews online, the reviewers should not discard the paper review packet for any investigation until notified by the Coordinating Center, which will send out a periodic list of closed reviews whose packets may be discarded.

C.2.2
Getting to the Forms

This section describes how to locate and log onto the secure website where the online review forms are located.

C.2.2.1
Internet Site

Open a session of an internet browser (preferably Internet Explorer). Go to the MESA website at http://www.mesa-nhlbi.org.

Once the main page has loaded, click on ‘Internal Site’ from the menu down the left-hand side of the page. You will be prompted for a user name and password. If you do not know either of these two things, please contact the MESA Webmaster at the Coordinating Center. 

When you have entered the Internal Site, select ‘Online Forms’ from the menu down the left-hand side of the page. There will be a list of online forms to choose from. Select ‘Events Review’. This will bring you to the login screen for Event Reviews.

NOTE: The MESA website is designed and tested using recent versions of Internet Explorer. It is strongly recommended that you use this browser when accessing the MESA website.

C.2.2.2
Logging in

After clicking on ‘Events Review’ you will be presented with a login page. Please enter the Reviewer ID (physician who completed the form). If someone other than the Reviewer is entering the information into the forms, s/he should enter her/his Data Entry ID in the second box. If the Reviewer is entering his/her own results, then fill in the Data Entry ID field with the Reviewer ID, also. Both the Reviewer ID and the Data Entry ID (both required fields on the forms themselves) will auto-complete for the rest of your session after you successfully log in. 

NOTE: Please contact the Events Data Director at the Coordinating Center if you do not know a Reviewer or Data ID.  

After logging in, Reviewers will get a list of investigations that they have “open” (i.e., any investigations that still require a Review Form to be completed). Unauthorized ID’s will not be able to gain access to this site. Only the physician reviewing any specific investigation will have access to its corresponding review forms.

The list will contain the investigations assigned to that Physician Reviewer, categorized by type of review (ex/Local vs. Central). This list of investigations will remain posted until the Coordinating Center sends the next set of cases to be reviewed. The Reviewer may take as many sessions to complete his/her list as needed. Investigations that have been completed and submitted to the CC will no longer appear bolded in the list.  Even, un-bolded investigations, may be revised and resubmitted, which will replace the earlier submission with the most recent one.
Alongside each investigation number appears a text box that includes any comment that the Physician Reviewer made previously by filling in the review form’s “Reviewer Comments” box.  Scroll down to see multiple comments; if the investigation review in question also required a Mortality Review Form, then Review Comments may appear from that form as well.

C.2.3
Completing the Review Forms
Pre-baseline endpoints should not be entered on the review form.  If a reviewer has information about a pre-baseline event, it should be conveyed to the Coordinating Center through a note in the “Comment” field, clearly distinguishing between pre-baseline and post-baseline dates.
C.2.3.1
Selecting an Investigation


In order to complete the review forms for an investigation, click on the investigation for which you wish to complete a review. The morbid form (Cardiac/PVD or Stroke/TIA) 
will appear first. For death cases, the Mortality Review Form will be available after the morbid form has been submitted.   

When the Reviewer opens up the online review form, the top right-hand portion of the form will be already filled in with the Participant ID, Investigation ID and type of review. Please verify that this information is correct before proceeding. 

If the header information is complete, proceed to complete the form. The question by question instructions for each review form are separate from this document.

If the investigation in question has already been reviewed by the other committee (Cardiac or Stroke Committee), the results of that prior review will appear on the Summary Report included in the review packet.
For mortality reviews, only the committee associated with the cause of death should complete the mortality form for combination cardiac/cerebro cases.  Answering “yes” to “Did the patient die?” on the morbid review form will trigger a prompt that asks the reviewer whether the Cardiac or Stroke committee should be the one to fill out the Mortality Review Form.  If the reviewer choose his/her own committee, then the Mortality Form will appear automatically after clicking on the submit button in the morbid form.  But if the reviewer chooses the other committee, then he/she will not need to fill out the Mortality Review Form (instead, a message will automatically be sent to the Coordinating Center so that the Mortality Review is assigned to the appropriate committee).   If a reviewer has any doubt about which committee should do the Mortality Review Form, he/she may communicate questions to the Coordinating Center by using the “Send Comment” box in the morbid review form.
C.2.3.2
Linking Investigations

As of February 2004, reviewers will submit a separate review form for each individual investigation even when a participant’s multiple investigations are identified as “linked”--part of a single, continuous incident (e.g., a single CHF or angina experience that spans different investigations).  Even though individual reviews are submitted, the reviewer should still use the linking boxes on each review form to list the two-digit Investigation ID of the other linked investigation(s); this information will be stored in the database for reference at the time of analysis and will not substitute for submitting a separate, individual review form for each investigation.  Reviewers may add notes in the “Comments” box to clarify any issue (e.g., that the current CHF endpoint is linked to a preceding event but the current angina endpoint is not).  
The Coordinating Center will send to reviewers all investigations within 30 days of another investigation involving the same participant.  For example, investigations dated 3/4/03, 3/25/03, and 4/25/03 will all be sent to review together (and only once all records have been gathered for all three).  If the reviewer believes the investigations should be linked, then two or more may be linked.

Field Center staff may indicate to the Coordinating Center when they feel that two or more different investigations are representative of the same occurrence of one or more endpoints. If the reviewing physician agrees, then s/he may “link” the investigations together. It is helpful to discern whether linked investigations exist because it is an issue 
that will affect how endpoint episodes are counted (e.g., whether a participant is said to have had one or two CHF events).  
Reviewer disagreements about linking will not be sent to Third Review for resolution.  Instead, reviews will be designated as final in the database according to the protocols already in place for reviews without disagreements (local review accepted, unless two central reviews are done, in which case the later review is accepted since it was presumably done with the knowledge of any late developments).
C.2.3.3
Selecting Answers

Entering Dates:  For endpoints marked “definite” or “probable,” you will need to enter a diagnosis/procedure date, or else the submitted review will not be accepted.  The format for entering dates is MM/DD/YYYY.  For example, you must enter 03/07/2002 (rather than 3/7/02) for March 7, 2002.  If the program ever seems to prevent you from placing your cursor in a date box, try re-clicking on the endpoint selection and then placing/clicking the cursor in the date box.

 De-activating sections: To prevent conflicting data, choosing certain responses on the review form will automatically de-activate other choices on the form.  For example, if you indicate that there is ‘No MI’, the rest of the MI section will not allow you to select answers. On the Mortality Review Form, the cerebro sections will not allow answers if the death is cardiac in nature.  

Clearing the Form: You may clear all the information off of the form by clicking the ‘Clear Entire Form’ button at the end of the form. If you wish to clear only a section, click the subsection ‘Clear’ buttons (e.g., the button marked ‘Clear MI Section.’) 

C.2.3.4
Submitting the Form

Not Submitting: If you do not wish to submit the form you have been working on, you may click the ‘Investigations’ button at the end of the form to return to the list of investigations needing review without submitting the review (any selections already entered in the review will not be saved for your later use). You may also send comments, but no data. Please see below.

Packet Problems: If at any time missing data or errors are discovered with an investigation, or in the online forms, you may note the problem in the comments box at the end of the form. There are two ways that this information gets emailed to the Events Data Director: (1) the review form is completed and submitted, or (2) the comments only are submitted. To send a comment without completing the form, write in the comments box and then click ‘Send Comments’ (any selections already entered in the review will not be saved for your later use). 

Submitting a Completed Form: When all review information has been entered, click the ‘Submit’ button to send the review to the Coordinating Center. Once this button has been clicked, the review data has been sent. You will see a ‘Thank You’ message on the screen confirming this. When you return to the list of investigations needing review, that investigation will appear as submitted (no longer in bold type). If you wish to change your diagnosis after you have submitted data, click on the investigation again (even though it is not in bold type) and make your changes.  Be sure that the entire form appears as you wish it to appear, and then click ‘Submit’ to send your corrections to the Coordinating Center (i.e., do not clear the form and then submit only the one or two changed selections).

For investigations that include death, the reviewer must also complete a Mortality Review Form in addition to the regular review form.  The Mortality Review Form can be accessed only after the regular review form has been successfully submitted.  When the regular review form is successfully submitted, the “Thank You” screen will appear indicating that the submission was indeed successful.  At the bottom of that screen, for fatal investigations, there will automatically appear a button called “Mortality Review Form for XXXXXXXXX.”  Clicking on that button will take the reviewer to the Mortality Review Form, which can then be completed.  If the reviewer does not choose to complete the Mortality Review Form directly after completing the regular review form, then s/he can later return to the Mortality Review Form only by first re-opening the regular review form and resubmitting it, which will generate the Mortality Review Form button again.  (Note: any changes made to the regular review form during the re-opening process will replace previous entries.) 

Investigations will remain on the list of investigations needing review until the Coordinating Center confirms that you have successfully submitted all of your assigned cases. When the CC sends the next set of packets, they will clear the list and post the new assignments.

C.2.4
Disagreements

When physicians disagree on a diagnosis, then the event must be resolved. This arbitration procedure is explained in Section 5 of the manual, “Events Review and Classification.” When the final diagnosis has been determined, this information must be submitted to the Coordinating Center via the website. 

The Reviewer submitting the final (resolved) review will be referred to as the “Third Reviewer.”  Even though the third reviewer may be one of the physicians who initially entered a local or central review, the final (resolved) review is entered not by updating an initial review but by creating a third review.  If discussion among the initial reviewers cannot resolve the disagreement, then the third review will be assigned to a new reviewer.  When a third review is assigned, the initial reviewers will not be able to change their original local or central review.  When ready to submit the final (third) review, the third reviewer logs in to the review form section of the MESA website as usual.  In advance, the Coordinating Center will have designated the disputed investigation as no longer an initial review (local or central) but rather a final review.  The new final assignment will appear on the web list of both original reviewers (or just the new reviewer’s list), but only one of the reviewers needs to complete the final review.  The review submitted most quickly will be recorded in the database as the single, resolved review.

The third reviewer will select the investigation that needs resolution and confirm that ‘Third Reviewer’ is selected as the type of review (in top right of first page). The review form(s) will open with all the answers from the first two Reviewers showing, though distinguishable from each other.  The third reviewer will be prompted to fill out only those sections of the review form that involve disputed endpoints.  For endpoint sections with no initial disagreement, the third reviewer database entry will eventually default to the local reviewer’s criteria/procedure selections.  If two central reviewers were the original reviewers (no local reviewer), then the third reviewer database entry will eventually default to the central review that was submitted most recently (on the assumption that it was completed with the most updated knowledge of the investigation).   As usual, the third reviewer who did complete the Final review will be able to change/update the review until the Coordinating Center removes it from that reviewer’s list.
C.2.5
Final Data

There is likely to be more than one set of answers for the sub-questions on the Review Forms, even if the physicians agree on the diagnosis. All of this data will be retained by the Coordinating Center. However, for the purpose of data analysis there will only be one “final” set of data. What information constitutes the “final” data follows the algorithm below:

Type of Review = Final…This is ALWAYS the “final” data. If the case is reviewed by committee then there is only one set of data. If there is a disagreement over a diagnosis, then the data entered on the final review form will be considered “final”. 

Type of Review = Local…This is the default data. This set is used when there are no disagreements in diagnosis. When there are disagreements, this data is used for all questions other than the ones in dispute.

Type of Review = Central…This data is always secondary to Local and Final Reviews. This data serves as a quality control check for the Local Reviews.
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