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Registry One-Year Follow-Up Procedures

I Introduction

Clinic staff are responsible for contacting all Registry
participants or suitable informants approximately one year after
the participant's qualifying date to determine the participant's
vital status (if not known) and to learn of any hospitalizations
that took place during the previous year. Procedures for
one-year follow-up vary depending on whether or not the
participant is known to be deceased and on whether or not he or
she has been randomized into one of the SOLVD trials. These
procedures are described in detail below; a flowchart summarizing
them is presented in Figure 1.

2. Contact Procedures
2.1. Contact Log

A log documenting efforts to contact participants is given in
Appendix I. This log may be modified to suit individual clinic
operations, but should be designed to facilitate completing the
RFF (especially Q 3.4 - Q 3.6 and Section D).

2.2. Registry Participants Not in SOLVD

If it is feasible, first contact the patient's private physician
to determine vital status, if not known. The first contact
attempt will be made by mail. Clinic staff will send a contact
letter to the participant or, when the participant is known to be
deceased, to the participant's next of kin or other informant.
(See Section 3 for the contents of this letter.) It is
recommended that "Address Correction Requested" be written or
stamped on the envelope. The Coordinating Center plans to
provide mail labels or software to facilitate these mailings.
Appendix IIA shows samples of these letters.

Clinic staff should allow one month to receive a completed
contact letter. If no response is received and the letter is not
returned by the post ocffice as undeliverable, the coordinator
should attempt a telephone call. The contact form may be
completed over the telephone. See Section 4 below for
suggestions on locating hard to find participants 1f these
attempts are not successful.

Once the contact form is received, it should be checked for

completeness. Before the envelope is thrown away, check for anv
changes in address (to be recorded on the follow=-up log). Also,

regfu.doc: 12/14/88 .



NO
|

Send F/U letter
(1 month)

Fisure

1

FLOW CHART OF ONE-YERR
FOLLOW-UP PROCEDURES

KNOWN DECERSED

YES

Send spousal/friend/kin letter

(1 month)
YES
I
Determine RESPONSE?
next clinic
visit; complete YES NO
ladder of life |
jend F/U contact| Meampiete Attempt phone |
form at visit Forms interview !

NllJ

Attempt phone
interview

ESPONSE?

YES

Complete
forms

YES
|

NO

|'Comp!ete forms

NO
I ouse give in{o?>
|

NO

Complete forms

Attempt other

means of contact

Complete
Forms

Send spousal
letter

NG e———

|

ttempt other
contact

ESPONSE?

YES

Complete
Forms

ND —



Page 2

the date the informant completed the form can be estimated from
the postmark date, if this has been left blank. The coordinator
then completes the Registry Follow-Up Form (RFF) and, if
necessary, Registry Hospitalization Forms (RHFs) and/or Registry
Designation of Death Form (RDD). See Appendix III for a copy of
the RFF and Section 5 for instructions.

It is likely that participants may not remember or record all
hospitalizations experienced during the previous year. When
reviewing medical records, coordinators should be on the lookout
for additional hospitalizations. When additional
hospitalizations are discovered, the response to Q4.2 of the RFF
should be updated.

2.3. Registry Participants in SOLVD

Registry participants who have been randomized into cone of the
SOLVD trials are not contacted by mail for one-year follow-up.
Instead, the coordinator shculd determine the participant's next
scheduled SOLVD visit following the anniversary; the contact form
and ladder of life questions are to be administered during the
clinic visit. (Note that the ladder of life questionnaire need
not be administered if the SOLVD Quality of Life gquestionnaire
(SQL) is given at the visit. The ladder of life questions can be
taken from the SQL.) The RFF and any RHFs or RDD, as needed, are
then completed. 1Information from SHF or SFD forms may be used to
complete the RHF and RDD.

3. Contact Letters

A sample cover letter is given in Appendix I. The cover letter
may be customized by the coordinator to increase rapport but the
contact form should not be modified.

The contact packet should include (a) cover letter; (b) contact
form with name, ID, beginning and ending dates of the follow-up
period, and return dates filled in by the Coordinator; (c) ladder
of life questionnaire as used in Registry substudy; and (d)
release forms giving permission to review medical records at
other hospitals. A stamped, self-addressed envelope will improve
return rates.

4. Finding "Hard to Find" Participants

It is extremely important that all efforts be made to contact all
Registry participants or a suitable informant. Besides needing
complete data, the success of the study depends on there being no
biases in the data. Since participants who are hard to locate
are likely different from the remaining participants in
sociceconomic and other health-related factors, their exclusion
from the database will seriously affect the results.
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Likewise, a failure to obtain information about hospitalizations
of deceased participants because, understandably, one does not
want to "bother" the surviving spouse will result in a lack of
documentation about an important subgroup. Obviously, these
problems must be handled sensitively, but coordinators should
always keep in mind that the success of the study is directly
related to their vigilance in getting follow-up information.

The medical records or hospital billing department may have
updated addresses and phone numbers of participants. Section D
of the RBF contains the name, address and phone number of a
friend or an acquaintance not living with the participant as well
as the name and number of the participant's physician. It is
suggested that in the interest of time these persons be contacted
by telephone.

Other resources for U.S. clinics are described below. These
resources may or may not be available in Canada or Belgium.

Social Security Administration: In the U.S., the local office of
the Social Security Administration may be able to tell you if the
participant has died or moved.

Post Office: 1In the United States, first-class mail will be
forwarded to a new address, even one outside the country, for one
year after the change-of-address form is submitted. The Post
Office may have change-of-address cards on file after the date
they have stopped forwarding the mail and may give you this
information.

Police Departments: The local police department may be able to
provide addresses for participants whose contact letters are
returned as undeliverable by the Post Office.

City Utility Companies: Sometimes a local telephone or
electrical company will tell you the address to which a
resident's last bill was sent. They may also be able to tell you
if the resident passed away (for example, if the last bill was
sent to the next of kin).

Polk Directories: Community or university libraries or police
departments will often have criss-cross directories (sometimes
called "Polk directories" after the company that produces them).
Polk directories are available for many towns and cities in the
U.S. and Canada. These directories give the spouse's name, home
telephone number, work telephone number, and employer. All of
this information may be useful in locating a participant or
addressing letters to spouses of deceased patients. 1In addition,
the directories often have listings by street address. This will
allow you to find the names and telephone numbers of the
participant's neighbors, who may be able to tell you if the
participant has died or moved. The Polk directories also list
telephone numbers in numerical order, which will help you
determine if the telephone is listed to the participant or to
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check for transposed numbers in the case where the number you
have is incorrect. See sample pages of Polk directory in
Appendix IIB.

State death registries and local or federal tax records are
additional resources.

5. Registry Follow-up Form (RFF)

A copy of the RFF is given in Appendix III. Specific
instructions for completing this form are given below.

1.1. (Today's date): Self-explanatory.
1.2. (Initials of person completing fdrm): Self-explanatory.
2.1-2.3. (Participant's name): Self-explanatory.

3.1. (Beginning date of follow-up period): Date of enrollment
into the Registry (QUALDATE). See the SOLVD Registry Manual of
operations for rules on determining the qualifying date of
patients with more than one potential qualifying date.

3.2 (Ending date of follow=-up period): For patients who are still
alive after one year of the enrollment date, this date will be
their one-year anniversary of enrollment; for those who have died
this date will be the date of death.

3.3 (Date of contact): The date the contact form was completed by
the participant or informant.

3.4 (Number of attempts before contact made): Enter here the
number of mailings or telephone calls made to the participant or
informant before contact was made. For the purpose of this
question "attempted contact" is defined as use of a discrete
source and/or method of reaching an informant which results in
either contact or certain knowledge that the source or method is
not useful. For example, three attempted telephone calls to the
participant's home before the phone is answered is considered one
attempted contact. A telephone call to the home, during which
you learn that the participant has moved, and a call to the
participant's employer for a forwarding address, constitute two
attempted contacts.

3.5 (Form of contact): Circle code letter for the method of
contact which successfully reached the participant or informant.

3.6 (Informant): Circle code letter for the person who completed
the contact letter.

4.1 (Has participant been hospitalzed): Self-explanatorv.

4.2 (Number of hospitalizations): Include hospitalizations listed
on the contact letter as well as those discovered during review
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Page 5

of medical records. This item should be updated as new
hospitalizations are discovered. Note that a Registry
Hospitalization Form should be completed for each
hospitalization.

5. (Has participant died): Self-explanatory. Complete RDD and
send death certificate with Registry cover sheet to the
Coordinating Center. Exit the form.

6.1-6.3 (Ladder of Life): Enter "ladder of life" step numbers as
indicated by the participant. Recall that for SOLVD patients
these responses may be obtained from the Quality of Life
questionnaire (Q. 35) if administered at the clinic visit.

7.1-7.6 (Has participant moved): Updating participant's address
will help the three- and five-year follow-up procedures to be
conducted by the Coordinating Center. Please enter new addresses
when needed. Please enter the complete address even 1f only one
part of the address has changed (i.e., a new street address in
the same city).

8. Registry Hospitalization Form (RHF) amd Designation of Death
(RDD) Forms

Follow the instructions for the SOLVD Hospitalization Form (SHF)
and Final Designation of Death (SFD) form. Include HICDA codes
only if given on hospital records.

9. Data Transmission and Time Windows

The RFF, RHF, and RDD are keyed in at the clinic and transmitted
to the Coordinating Center on a weekly basis. A copy of the
death certificate, with Registry Death Certificate Cover Sheet,
is mailed to the Coordinating Center. Contact forms are kept on
file at the clinic and are not sent to the Coordinating Center.

Ideally, contact with the participant and completion of the RFF
should be made within 60 days of the participant's one-year
anniversary of qualification. An additional interval of 21 days
is given to enter and transmit the RFF before the form is
considered late. RHF and RDD forms should be completed within 60
days of the clinic receiving the contact form; an additional 21
days are given for data entry and transmission.
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Appendix II
sample Cover Letter and Contact Forms

A. Registry participants not known to be deceased and not in
SOLVD Trials

[Oon letterhead] [Today's date]

[Name

Address
Registry ID
Qualifying Date]

Re: SOLVD (Studies of Left Ventricular Dysfunction) Registry
Dear [Name]:

As you may recall, about a year ago when you visited [Registry
hospital] in [city] we asked you if you would be willing to let
us use information from your medical record for a study of people
with either left ventricular dysfunction or heart failure. You
graciously agreed to allow us to do this and agreed to let us
contact vou in a year to see how you are feeling.

‘That time has now come. Attached with this letter are two short
questionnaires, one asking you about your health over the past
year and the other asking you to tell us how you feel about your
life. Could you please take a moment to answer these gquestions
as completely as possible and return them to us soon as you can?
I+ will likely take less than 10 minutes to £fill out both forms.
If you have any questions or if you'd rather complete this over
the phone with me, you may call me at {number]. I may be calling
you in a few weeks if I haven't heard from you otherwise. Please
return the completed forms in the enclosed stamped self-addressed
envelope.

You will notice that I have also enclosed a set of release forms.
If you have been hospitalized anywhere other than [Registry
hospital], please fill out a release form for each hospital.

Except in the unlikely event that we need to ask you something
about your responses, completing these forms completes your role
in the SOLVD Registry. We truly appreciate your help in our
efforts to combat heart disease.

Sincerely,

Encl: Contact Form A
Ladder of Life
Release Forms
Envelope
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[On letterhead])
SOLVD REGISTRY CONTACT FORM
[For non-deceased participants; to be completed
by participant or informant]

CONDITION OF THE HEALTH OF &1/?7\ W

(Name) \J
REGISTRY ID MI |

P+ - 1 1 —_———
Please complete the following questions and return to the address
above:

l. Today's date:

2. Name of perscn completing form:

3. Relationship to participant:

4. Has the participant been hospitalized for any reason during the per
Onmuw\ Ii (433 to

Yes No

5. If so, how many times?

For each hospitalization{ please list:

Name of hospital Approximate dates Reason(s) for hospitalizat:

NOTE: Please sign a release form for any hospital other
than [mﬁ Rospi el 1s

6. - Are there any other matters about the participant's health that are
concerning you at the present time? ;

Thank you very much for your time. Please complete the attached "Ladder
Life" questionnaire and return all forms in the enclosed stamped
self-addressed envelope by [ (30|89 7.

I ¥
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B. Next of Kin of Registry participant known to be deceased;
Participant not in SOLVD Trials

[On letterhead] : [Today's date]

[Name]
Address

Re: Participant's Name
Registry ID
Qualifying Date]

Dear [Name]:

Wwe are very sorry to learn of the death of (participant] during
the past year. We know that this must be a sad time for you.

A year ago, [participant] agreed to participate to the Registry
of the Studies of Left Ventricular Dysfunction (SOLVD Registry).
[He/She] gave us permission to use information from (his/her]
medical record in a study of patients with heart problems. As we
explained to [participant], all information is used
confidentially and solely for research purposes.

We know this may be painful for you, but could you please take a
moment to complete the attached forms and send them to us in the
enclosed stamped self-addressed envelope. It is something that
[participant] would have done, if it were possible. A few
minutes of your time will help us tackle the problem of heart
disease for other patients. Please feel free to call me at
[number] if you have any questions or would prefer to complete
this over the telephone.

If [participant] was hospitalized anywhere in the past year other
than [Registry Hospital], please fill out a release form for each
hospital.

Again, we truly appreciate your help.
Sincerely,

Encl. Contact Form B
Release Forms
Envelope
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Page 9

SOLVD REGISTRY CONTACT FORM
[Regarding deceased participants]

A
INFORMATION REGARDING M_M
(Name) ‘

mezse o G000
e — T —

Please complete the following questions and return to the address above:

l. Today's date:

2. Name of person completing form:

3. Relationship to participant:

4. Was the participant hospitalized for any reason during the period from
until the time of death?

Yes No
5. If so, hov many times?
For each hospitalization, please list:

Name of hospital Approximate dates Reason(s) for hospitalization

NOTE: Please sign a release form for each hospital other than [your
institution].

Thank you very much for your time. Please mail this form in the enclosed
stamped self-addressed envelope by

regfu.doc: 12/14/88
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Polk Directory
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For Over 38 Yoann®

Laundromat
189 E. Franklin St

RN MALD CHRYSLER
281081 CmrouINON

RENT-A-CAR
413 W Franklin Si1. {27514)

YATES MOTOR CO,, Inc.

Top Quality Used Cars
Used Car Lot — 427 W. Franklin St
N.C. License No. 0573 and 0573-A
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th Squase Shopyng bres
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18¢ Jones Eloise P 9421800
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18¢ Parham Deborah L 929.0847
18h Hamner Mark 9283283
18 Mattas
18i Whitted

évl Eikin Hiii Apartments 9121918
1 Talbert Fux 9670228
2 Allen Virgima L 929-5149
3 Rigmase Amy C 93421741
4 Thompson Clyde
feWarne A
6 Burton May L 9422448
7 Waynick
8 Britton James L 9678461
9 Reid Shelia 9293276
10 Herwagaard Peter C 967-1647
11 Richardson Timothy H 9421757
12 Davis Michael O 542-788)

BARCLAY RD BEGINS
900 N,nen-l Child Weifare Leadership Ctr

Une

910 Merrill Lyneh Raalty 929-2887
Vacant
Vacant

1162 Growing Green Nursery #42-7196

1185 No Return

1187 Johnson Bruce A @ 9672881
TAYLOR BEGINS

1191 Mariow Thos ® 5422623

1200 Mini-Mart gro 929-2815

Growing Green fionst 9427195
1201 Talherz's Airpor Road Gulf Service f:-
933008,

1201a Hugmnns Hardware Inc 9676082
1203 Ashworth Char.es W Jr § 942.548"
1204w Viood: Brad 940394
1207 Glover & Petersor lwvr: 942.6 0
1206 Tar Hee: Mobiie Home (t 941 347

Lots

4 Bl Jov B T 967.:258

402¢Wener Coristian 942.636:

44 Broaanuss:

d6eAmorose Ja- E 967.385

4"& Bai:arc Bruce

410 Bane Terry R

107 Bauromr Jack D 967.3697

15 Hausch Ravmond 967-729¢
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105 Beam

124 Kouzans Chns 9423194

123 Ballard Randall 929.5737

114 Culton Sandy

310 Crowiev Peier

26 Vacar:

29 Moss Tim. 929-789¢

29; Drumman Tina

1153 Daimas Jorathan 92.346%

191 Arnoii Ricnared W I]7 QRT agef

33 Clark Zora

35 Moorr Michasl

36 No Re:urn

100w Lighther Jonathan E 968 1208

32 Powers Jerrv

3P Broadhurst Ha!

339 Woo Tsong Yuan 9658551

332 Nguven

333 Crage Gary

313 Barbour Jerrv € 933111%

338 Johnsor Bi:v T Y67.309°

48 Waistad Diana L 929.1675

127 OShields Mary Eller & 967.338=

50 Hicks Charles 942 7256
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— SOLWVD REGISTRY —

FOLLOW-UP FORM

i12/7/88

REGISTRY

ID:

R F F VERSION: A VISIT: 0

INSTRUCTIONS: | This form is to be completed on the basis of the follow-up contact letter or tele-
phone interview. It should be completed within 60 days of the one-year anniversary
of enrollment. Consult the SOLVD Registry Instructions for Completing

Forms and Registry follow-up protocol for details.

SOLVD REGISTRY FOLLOW-UP FORM (screen 1 of 3) (RFF page 1 of 2)

A. TDENTIFYING INFORMATION

1.1 Today's date: ) /

Month Day

1.2 Initials of person completing form:

2.1 Participant's Last Name:

2.2 Participant's First Name

2.3 Participant's Middle Initial:

Year

B. CONTACT INFORMATION

3.1 Follow-up period covers fm (beginning date):
/

/ /
/ /
Month Day Year

3.2 to (ending &:.n.t.n):

/ /
/ /
Month Day Year

3.3 Date of contact (if in SOLVD, date of visit):

/ /
/ /
/ /

3.4 Number of attempts befors contact
successfully made:




SOLVD REGISTRY FOLLOW-UP FORM (screen 2 of 3) (RFF page 2 of 2)

1,5 Form of successful contact (circle correct letter):

Letter (L)
Telephone ()
SOLVD Visit (s)
Other (0)
Ne Contact Made (N)

3.6 Informant (circle correct letter):

Participant (P)
Relative/Spouse (R)
Friend/Acquaintance (F)
Employer (E)
M.D./Nurse (M)
Other (0)
None (N)

c.

h.l

‘lpz

6.
6.1

'6.2

6.3

Yes No Unknown
FOLLOW-UP DATA
Has the participant been Y N U

hospitalized?
(If NO or UNKNOWN, skip to Q. 5)

Number of hospitalizations:
(NOTE: Complets a Registry
Hospitalization Form for EACH
hospitalization)

Has the participant died? Y N
(1f YES, complete a Registry

Designation of Death form, send

death certificate to Coordinating
Center, & EXIT this form)

LADDER OF LIFE:

tadder of Life step for
PRESENT (01-10):

Ladder of Life step for
5 YEARS AGO (01-10):

Ladder of Life step for
S YEARS FROM NOW (01-10):

SOLVD REGISTRY FOLLOW-UP FORM (screen 3 of 3) (Rl":?pag. 2 of 2)

D. UPDATING CONTACT INFORMATION

7.1 Has the participant moved since the RBF
was completed?
(1f N0, EXIT form)

7.2 Street Address:

7.3 City:

Yes

7.4 State/Provincea:

7.5 Postal Code: E

7.6 Country:




	DisclaimerBox0: Persons using assistive technology may not be able to fully access information in this file. For assistance, e-mail biolincc@imsweb.com. Include the Web site and filename in your message.


