























































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































16. Before workers leave the laboratory, all protective clothing should be
removed. In addition, all laboratory personnel should wash their hands and
arms with an appropriate germicidal detergent soap (i.e., chlorhexidine
gluconate with alcohol).

)

irst Aid After Contamination or Likely Contamination

SKIN
Wash the skin wall with soup and water.

YE
Flush eyes with water by using the safety eye wash.

NEEDLE STICK

Squeeze the affected part gently to somewhat cleanse the wound by bleeding.
cleanse with soup and water.

;

MOUTH

Immediately rinse out the mouth with large amounts of clean water. Do not
swallow the water. (mouth pipetting is strictly forbidden)

1. Notify the supervisor and report to the Employee Health Unit or in the event
Employee Health is closed, go to the Emergency Room.

2.  As incident report form must be filed.

3. The decision to administer hepatitis immune globulin is made by the Employee
Health Unit.

4. the hepatitis B surface antigen (HBsag) vaccine HAS BEEN AND IS AVAILABLE
to high risk personnel (laboratory, ICU, etc.)

Reference:

Tierno, PM: Preventing Acquisition of Human Immunodeficiency Virus in the
Laboratory: Safe Handling of AIDS Specimens. Laboratory
Medicine 1986; 11: 696-698.

Standard Procedure for the Collection of Diagnostic Blood Specimens by Venipuncture,
National Committee for Clinical Laboratory Standards March 1980.

So You're Going to Collect a Blood Specimen, College of American Pathologist, 1980.
Rose SL: Clinical Laboratory Safety Philadelphia, J.B. lippincott Company, 1984
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KEY WORDS (AND SYNONYMS)

ANGINA PECTORIS (Angina, chest pain, cardiac pain):
Discomfort in the chest, often radiating from the precordium (epigastrium and
anterior surface of the lower part of the thorax) to the left shoulder and down the
arm, due to ischemia of the heart muscle, usually caused by coronary disease

ANGIOPLASTY (Peroutaneous Transluminal Coronary Angioplasty, PTCA):
Catheter procedure for enlarging a narrowed coronary arterial lumen by peripheral
introduction of a balloon-tip catheter and dilating the lumen

AORTIC BALLOON PUMP (See Intra-aortic balloon pump):
APHASIA:

impaired or absent communication by speech, writing, or signs, due to dysfunction
of brain centers in the dominant hemisphere

APRAXIA:
a disorder of voluntary movement, consisting in partial or complete incapacity to
execute purposeful movements, even though muscular power and coordination are
still present

ARRHYTHMIA:
irregularity of the heart beat

ATAXIA:

incoordination; an inability to ooordinate the muscles in the execution of voluntary
movement

ATHEROSCLEROTIC INFARCTION:
sudden insufficiency of arterial blood supply due to atherosclerosis that produces a
macroscopic area of necrosis

ATRIAL FIBRILLATION:
normal rhythmical contractions of the atria are replaced by rapid irregular
twitchings of the muscular wall. Often seen in conjunction with mitral valvular
heart disease or heart failure, but may be seen as an isolated finding

BABINSKI (toe reflex):
“positive” Babinski=extension of the great toe and abduction of the other toes
instead of the normal flexion reflex to plantar stimulation

CABG(coronary artery bypass grafting):
surgical revascularization of blocked or partially blocked coronary arteries using
either veins from the leg or with arteries from inside the chest

CARDIAC CATHETERIZATION:
procedure in which a catheter is passed into the heart via a vein or artery, to
withdraw samples of blood, measure pressures within the heart’s chambers or great
vessels. and inject contrast media; used mainly in the diagnosis and evaluation of
congenital, rheumatic, and coronary artery lesions
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CARDIOMYOPATHY:
disease of the myocardium; affects main|y the heart muscle, sparing other cardiac
structures and usually resulting in fibrosis or hypertrophy

CARDIOVERSION:

restoration of the heart’s thythm to normal by electrical countershock

CLAUDICATION (intermittent claudication):
a condition caused by ischemia of the muscles due to sclerosis with narrowiny of
the arteries; it is characterized by attacks of lameness and pain, brought on by
walking, chiefly in the calf muscles, although the condition may occur in other
muscle groups

CONGESTIVE HEART FAILURE (Heart failure, acute coronary insufficiency,
congestive failure):
mechanical inadequacy of the heart so that as a pump it fails to maintain the
circulation of blood, with the result that congestion and edema develop in the
tissues; the resulting clinical syndrome consists of some or all of the following:
shortness of breath, pitting edema, enlarged tender liver, engorged neck veins and
pulmonary rales

CORONARY ANGIOGRAPHY:

radiography of coronary vessels after the injection of a radiopaque material

CORONARY INSUFFICIENCY: See Angina Pectoris

CT SCAN (Computerized Axial Tomography Scan, CAT Scan):
a test to gather anatomical information from a cross-sectional plane of the body,
Presented as an image generated by a computer synthesis of x-ray transmission
data obtained in many different directions through the given plane

DTR,s (Deep Tendon Reflexes):

an involuntary muscular contraction following Percussion of a tendon of a muscle

DYSPNEA:
shortness of breath, a subjective difficulty or distress in breathing. Can occur with
exertion, when recumbant, or at other times as well. Its timing hints at its cause

(ischemia, CHF, etc.)

ECHOCARDIOGRAPHY (Ultrasound cardiography, DOPPLER, DUPLEX SCAN):
use of ultrasound in the diagnosis of cardiovascular lesions espec;allv mitral disease.
pericardial effusion, and abdominal aortic aneurysm; the ultrasound can record the
size, motion, and composmon of various cardiac structures

EDEMA:

accumulation of an exoessive amount of watery fluid in cells, tissues, or serous
cavities

EJECTION FRACTION (EF):
the fraction of blood expelled during each contraction of the heart. The ejection
fraction decreases with the onset of congestive heart failure. Normal ejection
fraction is above 50 or 55% depending on method of measurement
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EMBOLIC INFARCTION:
sudden insufficiency of arterial or venous blood supply due to obstruction of the
vessel by an embolis (a plug, composed of a detached clot, mass of bacteria, or
other foreign body) that produces a macroscopic area of necrosis

FOCAL NEUROLOGIC DEFICIT:
neurologic shortcomings explainable by localized abnormal brain function such as
produced by an embolus or stroke involving a particular region of the brain

GAIT:

manner of walking

GATED BLOOD POOL SCAN (or MUGA SCAN):
A nuclear medicine procedure which involves the radioactive “labelling” of the
blood. Useful for determining ejection fraction and overall cardiac function
relatively noninvasively.

GXT (Graded Exercise Test):
Usually a walking test on a treadmill to determine if there is any inducible
ischemia by ECG, symptoms or radionucleide determination

HEMOLYTIC DISEASES:
A group of disorders of varying causality all eventually resulting in the lysis of red
blood cells

HEPATOJUGULAR REFLUX (Abdominojugular reflux):
a persistent elevation of venous pressure visible in the jugular veins produced in
active or impending congestive heart failure by firm pressure with the flat hand
over the abdomen

HEPATOMEGALY:

enlargement of the liver

INFARCTION:
sudden insufficiency of arterial or venous blood supp]y due to emboli, thrombi,
vascular torsion, or pressure that produces a macroscopic area of necrosis

INTRA-AORTIC BALLOON PUMP (IABP)
A machine attached to a large (usually > 50 cc.) balton placed surgically or
percutaneously in the decreasing aorta used during times of coronary insufficiency
or congflstive heart failure to augment diastolic pressure and decrease early systolic
afterloa

INTRAPARENCHYMAL HEMORRHAGE:
bleeding into the brain

INTRAVENOUS/INTRACORONARY THROMBOLYSIS:
The chemical dissolution of acute coronary thrombosis, usually with streptokinase.
mokinase, t-PA or a combination of these agents. The ultimate goal is myocardial
salvage from the effects of prolonged ischemia
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LACUNAR INFARCTION:

infarctions in the deep portions of the cerebral hemispheres and brainstem resulting
from occlusion of small perforating branches of the circle of willis and adjacent
arteries. Strong association with hypertension, representing ~ 10 % of all stratus

MRI (Magnetic Resonance lmaging):
MUGA SCAN (see gated blood pool scan):

MYOCARDIAL INFARCTION (MI, Heart attack):
sudden insufficiency of blood supply to an area ol the heart muscle, usually as a
result of occlusion of a coronary artery

ORTHOPNEA:
shortness of breath which occurs while recumbant

OHS:
open heart surgery either of valves, coronary arteries or other cardiac structures.

See also CABG

PAROXYSMAL NOCTURNAL DYSPNEA (PND):
acute shortness of breath or difficulty breathing appearing suddenly at night,
usually waking the Patient after an hour or two of sleep and relieved with more
upright posture. Usual cardiac cause is CHF

PLEURAL EFFUSION:
escape of fluid from the blood vessels or lymphatics into the tissues of the lung.
Due to infecton, congestive heart failure or other process

PMI Point of Maximal Intensity):
e area on the chest where the apical heart beat is best felt

PTCA: See Angioplasty

PULMONARY EDEMA:
accumulation of an excessive amount of watery fluid in the tissues of the lungs,
usually resulting from increased leftsided pressures, due to valvular heart dlsease
or congestive heart failure of other causes

RADIONUCLEIDE SCAN:

any scan employing radioactive isotopes to explore particular aspects of anatomy or
function

RHABDOMYOLYSIS:
an acute disease of skeletal muscle whioh entails destruction of skeletal muscle as
evidenced by myoglobinemia (myoglobin in the blood) and myoglobinuria
(myoglobin in the urine)

RHOMBERG:

Rhomberg or station test; a positive test is when a standing patient becomes
increasingly unsteady with the eyes closed indicating a loss of proprioceptive
control
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RNA (Radionucleide angiography):
display, by means of a stationary scintillation camera device, of the passage of a
bolus of a rapidly injected radiopharmaceutical. Can be gated - see also muga and
gated blood pool study

STENOSIS:

stricture or narrowing of any canal. Can be applied to coronary vessels and valves

STREPTOKINASE (STK) / UROKINASE/ TISSUE PLASMINOGEN ACTIVATOR
(t-PA):

isolatic or genetically engineered substances used to dissolve clots

STROKE (Cerebrovasoular accident (CVA)):
sudden neurological affliction usually related to the cerebral blood supply;
appropriate terms indicate the nature of the disturbance, e.g., thrombosis,
hemorrhage, or embolism

SUBARACHNOID HEMORRHAGE:
bleeding into the subarachnoid space, usually due to aneurysm and usually
spreading throughout the cerebrospinal fluid pathways

SUBDURAL HEMATOMA (Subdural Hemorrhage):
a mass of blood, usually clotted, or bleeding into the area below the dura mater
(outer covering of the brain and spinal cord)

SWAN-GANZ CATHETERIZATION (SG Catheter, Right heart catheterization):
procedure that uses a thin, very flexible, flow-directed catheter using a balloon to
carry it through the heart to a pulmonary artery; when it is positioned in a small
arterial branch, Pulmonary wedge Pressure is measured in front of the temporarily
inflated and wedged balloon giving a reflection of left atrial pressure

VALVULAR HEART DISEASE: °
any acquired or congenital lesion involving one or more valves of the heart. An
example of acquired valvular heart disease is Rheumatic mitral stenosis or calcific
aortic stenosis . Of note, many people with valvular heart disease should receive
antibiotics prophylactically during dental work and other procedures where bacteria
may be introduced into the blood stream

TIA (Transient Ischemic Attack):
a focal neurologic deficit whose total duration is less than one hour
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ADDENDUM I

MODIFICATION TO PHASE I MORBIDITY SURVEY PROTOCOL (1/13/92)

At the January 9, 1992 Steering Committee meeting, it was determined that the protocol
for the Phase I Morbidity Survey should be modified. The "Eligible Population", as currently
described on page 35 of the SHS Manual, has been modified so that the morbidity survey is
restricted to events between 1984 and 1988 in those persons who participated in the Phase I
physical examination. Their medical records will be reviewed to identify and confirm the
occurrence of hospitalized myocardial infarction or stroke. There are no changes in the types of
events included or the criteria used to define an event for the purposes of this study. Because
the events are referable only to those examined, age is no longer inciuded in defining the eligible
population, other than those limits used to define eligibles for the Phase I examination. That is,
information on any prior, potentially eligible event will be abstracted and reviewed.

This change in the Morbidity Survey protocol is effective as of 1/13/92 and takes
precedence over any prior descriptions in the Phase I SHS manual regarding case identification
and selection. For example, the portions of Section 3.5 "Procedure for Identification of Incident
and Recurrent Cases" on pages 39-40 are no longer applicable.

The rationale for this modification is that there will now be a follow-up component (Phase
II) of the Strong Heart Study, which was not originally part of the study. This follow-up
component will allow for more accurate identification of incident myocardial infarction and
stroke cases than was possible from record review alone. In addition, risk factor data will be
available, which would not have been the case under the previous morbidity survey protocol.
Given the extensive resources required to carry out a total population morbidity survey and the
uncertain quality of the resultant data compared to that which will be obtained for a group of
carefully study, well-characterized participants (i.e., the Phase I examinees), this modification to
the Phase I protocol was unanimously accepted by the Steering Committee.
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ADDENDUM II

STRONG HEART STUDY

CHART REVIEW FORM FOR ELEVATED PLASMA CREATININE PATIENTS

SHS ID: IHS CHART NO:

STRONG HEART STUDY EXAMINATION DATE:

PATIENT’S NAME:

1., Was the patient referred for follow up? (1=YES, 2=NO) | |

If yes, by whom?

2. Referred to:  1=IHS Clinic/Hospital |
2=Nephrologist
3=0Other,
3. Was the patient seen for the elevated creatinine? (1=YES, 2=NO) =]
4. Was creatinine clearance done? (1=YES, 2=NO) R
If yes, most recent results? DATE:
51 Was 24 hour urine creatinine done?  (1=YES, 2=NO) ]
If yes, most recent results? DATE:
6. Was a PPD done? (1=YES, 2=NO) Je=r ]
If yes, most recent results? DATE:

8. Is blood pressure less than 140/90 at the most recent clinic visit?

7 Was INH preventive therapy administered if PPD is positive? (1=YES, 2=NO) | |
(1=YES, ' 2=NO) | |

9. Record last three blood pressures.

[ / [

DATE DATE DATE
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10.

11.

12.

3.

14.

15.

16.

17.

Was dietary consultation obtained and documented in the chart? (1=YES, 2=NO)

R

If yes, most recent consultation? DATE:
Does the patient have diabetes? (1=YES, 2=NO) | |
If yes, record last three blood sugars.
Indicate "F" for fasting test or "R" for random test.
mg/dl mg/dl mg/dl
DATE DATE DATE
Most recent plasma creatinine: mg/dl
DATE
Strong Heart Study plasma creatinine: mg/dl
DATE
Is the patient on dialysis? (1=YES, 2=NO) [ |
If yes, date started:
DATE
Did the patient receive a kidney transplant?  (1=YES, 2=NO) | |
If yes, date received:
DATE
Form completed by:
DATE
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ADDENDUM II1

DEFINITION OF STUDY VARIABLES
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DEFINITION OF AGE, INDIAN BLOOD QUANTUM, AND INELIGIBILITY

SEX: PERSONAL INTERVIEW FORM II, Q12
0 (FEMALE) INT2 1="2’
1 (MALE)  INT2 1="1’

2, AGE (IN YEARS), Q14 AND DOC IN PERSONAL INTERVIEW FORM II
AGE = (DATE OF EXAM/INTERVIEW) - (DATE OF BIRTH)
= (DOC - INT2_3) / 365.25
3. INDIAN BLOOD QUANTUM (BLOOD), Q16 AND Q17 IN PERSONAL INTERVIEW 1I
BLOOD = INT2_ 5 /INT2_6
= (INT2_8/INT2 9) + (INT2_11/INT2_12) + (INT2_14/INT2_15) +
(INT2_17/INT2_18) + (INT2_20/INT2_21)
4. TRIBE OF ENROLLMENT, Q18 IN PERSONAL INTERVIEW II, INT2_28
5 RESIDENCE, PERSONAL INTERVIEW FORM II
Q39, YEARS LIVING IN INDIAN COUNTRY/RESERVATION: INT2_49
Q41a, YEARS LIVING OUTSIDE INDIAN COUNTRY/RESERVATION:
INT2_51 = AGE - INT2_49
6. INELIGIBILITY:
AGE: < 44.5 YEARS OR > 75.5 YEARS
TRIBE: IF TRIBE OF ENROLLMENT (INT2_28) IS NOT ONE OF THE FOLLOWING
OKLAHOMA: 231 - APACHE
016 - CADDO
039 - COMANCHE
046 - DELAWARE
005 - FT SILL APACHE
062 - KIOWA
170 - WICHITA
DAKOTAS: 282 - OGLALA SIOUX
277 - CHEYENNE RIVER SIOUX
272 - DEVIL’S LAKE SIOUX
ALl GeE 2p OR ANY OTHER SIOUX (276, 279, 280, 281, 283, 284, 274, 285, 286, 287, OR
Sy e 275) LIVED IN PINE RIDGE, EAGLE BUTTE, AND FT. TOTTEN AREA.
ARIZONA: 293 - PIMA/MARICOPA IN GILA RIVER INDIAN COMMUNITY
L. 37%- PIMA/MARICOPA IN SALT RIVER INDIAN COMMUNITY
ik 888 - MARICOPA
360 - PAPAGO INDIAN OF MARICOPA IN AK CHIN (OLD CODE = ’096”)
RESIDENCE: Steering Committee decided not to use this criteria (1-10-92).

IF LIVED LESS THAN 6 MONTHS IN INDIAN COUNTRY/RESERVATION
IN THE PAST YEAR, Q40 AND Q41b
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DEFINITION OF DIABETIC STATUS:

I DIABETES STATUS:

A. KNOWN DIABETES:

T.

IF THE PARTICIPANT WAS NOT GIVEN GTT, GTT CHECKLIST:

a. ON INSULIN TREATMENT;

b. ON HYPOGLYCEMIC AGENT AND HAD TWO OCCASIONS OF
ELEVATED BLOOD SUGAR (> 250) IN THE PAST;

c. ON RENAL DIALYSIS OR HAD KIDNEY TRANSPLANTATION

AND METIONED HISTORY OF DIABETES IN MEDICAL HISTORY
QUESTIONNAIRE (Q3f, MED25="1");
OR
EITHER FASTING BLOOD SUGAR (GLUC 0) > 140 OR TWO-HOUR
BLOOD SUGAR (GLUC_2) > 200 AND WITH MENTIONING ANY HISTORY
OF DIABETES IN MEDICAL HISTORY (Q3f, MED25="1" OR ’3).

B. NEW DIABETES:

1.

ACCUCHEK VALUE > 225 AND FASTING BLOOD SUGAR (GLUC 0) >
140, AND WITHOUT MENTIONING ANY HISTORY OF DIABETES IN
MEDICAL HISTORY (Q3f, MED25="2" OR ’9’); OR

EITHER FASTING BLOOD SUGAR (GLUC 0) > 140 OR TWO-HOUR
BLOOD SUGAR (GLUC 2) > 200 AND WITHOUT MENTIONING ANY
HISTORY OF DIABETES IN MEDICAL HISTORY (Q3f, MED25="2" OR ’9").

{2 IMPAIRED GLUCOSE TOLERANCE (IGT):
GLUC_0 < 140 AND GLUC_2 BETWEEN 140 AND 199.

D. NORMAL GLUCOSE TOLERANCE (NGT):

5

2.

NGT WITH HISTORY OF DM: NOT IN (I) AND (II), GLUC_0 < 140 AND
GLUC 2 < 140 AND WITH A HISTORY OF DIABETES (MED25="1").
TRUE NGT: GLUC 0 < 140 AND GLUC 2 < 140 AND WITHOUT A
HISTORY OF DIABETES (MED25="2’).

E. DIABETIC STATUS UNDETERMINED:

1.

2
3.

Strong Heart Study

ON RENAL DIALYSIS OR HAD KIDNEY TRANSPLANT WITHOUT
MENTIONING OF DIABETES IN THE MEDICAL HISTORY (MED25="2")
RESULTS OF GTT WAS NOT RECEIVED, OR

PARTICIPANT REFUSED GTT AND GLUC_0 WAS NOT SUFFICIENT TO
DECIDE THE DIABETIC STATUS.
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DEFINITION OF DIABETIC STATUS -- CONT’D
1L DURATION OF DIABETES, FOR DIABETIC PATIENTS ONLY:

IF AGE OF DIABETES WAS DIAGNOSED (Q3f, MED27) WAS KNOWN,
DURATION OF DM = AGE AT EXAM - MED27

III. DIABETES CONTROL, FOR DIABETIC PATIENTS ONLY:
POOR CONTROL --- HbAlc > 9.6% FAIR CONTROL --- HbAlc: 7.6-95%
GOOD CONTROL --- HbAlc: 6.0-7.5% POOR CONTROL --- HbAlc < 9.6%

IV. DIABETES TREATMENT, FOR DIABETIC PATIENTS ONLY, MEDICAL HISTORY:

A. BOTH INSULIN AND ORAL AGENT:
TAKING BOTH INSULIN (ANY OF THE MEDICATION CODE, MED2, MED4
MEDé6, MED8, MED10, MED12, MED14, OR MEDI16, IS ’682008) AND
HYPOGLYCEMIC AGENT (ANY OF THE MEDICATION CODE, MED2, MED4
MED6, MED8, MED10, MED12, MED14, OR MEDI16, IS '682020’) AT THE SAME
TIME.

B. INSULIN TREATMENT:
TAKING INSULIN CURRENTLY (ANY OF THE MEDICATION CODE, MED2,
MED4 MED6, MED8, MED10, MED12, MED14, OR MEDI16, IS ’682008")

C.  ORAL AGENT:
TAKING HYPOGLYCEMIC AGENT CURRENTLY (ANY OF THE MEDICATION
CODE, MED2, MED4 MEDS6, MED8, MED10, MED12, MED14, OR MED16, IS
'682020°)
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DEFINITION OF CORONARY HEART DISEASE:
I ANGINA PECTORIS - DEFINED BY THE ROSE QUESTIONNAIRE:
ROSEAP=1 (YES):  ROSE1="1" AND (ROSE2="1" OR ROSE2='3") AND ROSE4="1" AND
ROSE5="1" AND ROSE6="1' AND (ROSE7A="1’ OR ROSE7B="1" OR
(ROSE7C="1" AND ROSE7D="1")), ELSE
ROSEAP=0 (NO)
I.  MYOCARDIAL INFARCTION

A. MEDICAL HISTORY

1. HISTORY OF MI: Q31 IN MEDICAL HISTORY QUESTIONNAIRE
MED37="1";

2. POSSIBLE MI FROM ROSE QUESTIONNAIRE: Q9
ROSE9="1".

B.  CLINICAL ABNORMAL ECG: (DR. OOPIK)

1. CLINICAL EVIDENCE OF ECG MI --- PANEL DECISION.

2, UNCODEABLE ECG
a. MISSING LEADS
b.  BASELINE DRIFT (1 IN 20) IF IT OBSCURES ST-T SEGMENT.
. MUSCLE TREMOR GIVING 2 MM. PEAK-TO-PEAK OSCILLATION.
d OTHER TECHNICAL ERRORS MAKING Q WAVE

MEASUREMENTS IMPOSSIBLE.
e. MAJOR ABNORMAL QRS CONDUCTION PATTERNS(BBB, PACER,

ETC.)
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Ci ECG CRITERIA BY MINNESOTA CODE

1.

a.
b.

MAJOR ISCHEMIC ABNORMALITIES -

MAIJOR Q-WAVE ABNORMALITIES: 1.1.1 THROUGH 1.1.7, OR

STRICT CRITERIA (e.g., THE TECUMSEH STUDY):

4.1X,5.1-52, 6.1 AND g5 O, @

1.1.X-1.2.X,

MINOR ECG ABNORMALITIES - MINOR ST AND T-WAVE CHANGES.

f—

2
a. POOLING PROJECT: 1.1.X-1.2.X,4.1-4.2,5.1-5.2,6.1-6.2,7.1.X-7.2X,
7.4, 8.1.X, AND 8.3.X, OR
b. WHITEHALL STUDY: 1.1.X, 1.3.X, 4.1.X-4.4, 5.1-5.3, AND 7.X.
MN CODES | ANTERO- POSTERIOR ANTERIOR PATTERN
LATERAL (INFERIOR)
1-1-X 1,23 1,2,4,5 1,2,6,7 Q AND QS
12X 1,2,3,8 1,23,4,5,6 1,2,7,8 Q AND QS
1-3-X 1,3 1,4,5,6 12 Q AND QS
P—__—_ﬂﬁm
Y 1 2-x | 1.23,4.5 QRS AXIS
3% | 1,2,3,4 HIGH R

4-1-X 172 1,2 1,2 ST JUNCTION (J)
4-X 2,3, 4 2.3 2,3, 4 STJ
5-X 1,2,3,4 1,2, 3,4 1,2,3,4 T-WAVE
—
6-X-X 1,2:1,2:5.72.3, 3, 41,425, 6. 8 A-V CONDUCTION
XX 11, 1221223456, 7,8 VENTRICULAR
CONDUCTION DEF

8-X-X 11,12 1.3, 1:4,155,2:1, 29 93 3.4 ARRHYTHMIAS

3.1, 3.2, 3:3.34, 41, 4.2, 51, 5-2,

6-1, 6-2, 6-3, 6-4, 7, 8, 9
9-X 2 2 2 ST ELEVATION
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D.  COMPOSITE POSSIBLE CHD: (DR. OOPIK)

ROSE ANGINA

CHD MN ECG CLINICAL ECG MI HX ROSE MI
1 + + + +

DEFINITION OF CONGESTIVE HEART FAILURE:

A. FROM MEDICAL HISTORY QUESTIONNAIRE, QB3k.
MED34="1"

DEFINITION OF STROKE:

A. MEDICAL HISTORY QUESTIONNAIRE, Q3n, MED41="1"

DEFINITION OF OTHER HEART DISEASE

A.  LEFT VENTRICULAR HYPERTROPHY (LVH):

1; CLINICAL ECG EVIDENCE: (DR. OOPIK)
2 ECG EVIDENCE, MINNESOTA CODE -
a. CARDIA: 3.1 OR 3.2
b. DR. CROW: (3.1 OR 3.2) AND (5.1 OR 5.2)

B. RHEUMATIC HEART DISEASE:
A. MEDICAL HISTORY QUESTIONNAIRE, Q3b="1"
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DEFINITION OF HYPERTENSION

I BLOOD PRESSURE: AVERAGE OF THE LAST TWO SITTING BLOOD PRESSURE FROM
PHYSICAL EXAM, Q17, Q18, Q19, AND‘Q20
SYSTOLIC BLOOD PRESSURE -  SBP = (EXAM27 + EXAM29) / 2
DIASTOLIC BLOOD PRESSURE -  DBP = (EXAM28 + EXAM30) / 2
MEAN BLOOD PRESSURE - MBP = (2/3 SBP) + (1/3 DBP)

IL HYPERTENSION:
1. TAKING ANTIHYPERTENSIVE DRUG(MEDICATION CODE="2408")
OR
2. TAKING (DIURETICS (*4028°), OR BETA-BLOCKERS (*1216’)) AND HISTORY OF
HYPERTENSION (MED19="1")
OR
3. SYSTOLIC BLOOD PRESSURE > 140 mmHg
OR
4. DIASTOLIC BLOOD PRESSURE > 90 mmHg

(BORDERLINE HYPERTENSION ???)

IIL. NORMOLTENSIVE:
SBP < 140 AND DBP < 90 AND NO ANTIHYPERTENSIVE TREATMENT.

DEFINITION OF ISOLATED HYPERTENSION:

1. HYPERTENSION: DBP > 90 AND SBP > 140
2. DIASTOLIC HYPERTENSION: DBP > 90 AND SBP < 140
3. ISOLATED SYSTOLIC HYPERTENSION:  SBP > 140 AND DBP < 90
4. NORMALTENSIVE SBP < 140 AND DBP < 90

HYPERTENSION CONTROL, FOR HYPERTENSIVE PARTICIPANTS ONLY:
11 UNCONTROLLED HYPERTENSION: DBP > 90 OR SBP > 140 <. &7/

Strong Heart Study  4/10/92 Page 408



DEFINITION OF RENAL DISEASE:

I RENAL FUNCTION, PLASMA CREATININE:
A.  CATEGORICAL VARIABLE:
1 (RENAL INSUFFICIENCY) PLASMA CREATININE > 2.0 mg/dl
0 (NORMAL) PLASMA CREATININE < 2.0 mg/dl
B.  CONTINOUS VARIABLE, ADJUSTED FOR BMI

II.  ALBUMINURIA (ACRATIO):
ESTIMATED BY URINARY ALBUMIN - URINARY CREATININE RATIO
2 (MACROALBUMINURIA) ACRATIO > 300 mg/g
1 (MICROALBUMINURIA) ACRATIO 30 - 299 mg/g
0 (NORMAL) ACRATIO < 30 mg/g

.  END STAGE RENAL DISEASE (ESRD)
1 (YES)= ON RENAL DIALYSIS, MEDICAL HISTORY FORM, Q4a, MED42="1", OR
HAD KIDNEY TRANSPLANT, MEDICAL HISTORY, Q4b, MED43="1", OR
KIDNEY FAILURE, MEDICAL HISTORY, Q3g, MED29="1’
0 (NO)= NONE OF ABOVE
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DEFINITION OF PERIPHERAL VASCULAR DISEASE (PVD)

L

IL.

11,

ANKLE-BRACHIAL RATIO (PVD_ABR), PHYSICAL EXAM, Q44, Q45, AND Q46

RIGHT ANKLE BP: MEAN OF FIRST AND SECOND DOPPLER SBP OF RT ANKLE.
RANKBP=(EXAM66 + EXAMG68) / 2

LEFT ANKLE BP: MEAN OF FIRST AND SECOND DOPPLER SBP OF LT ANKLE.
LANKBP=(EXAM70 + EXAM72) / 2

RIGHT ARMBP: MEAN OF FIRST AND SECOND DOPPLER SBP OF RT ARM.
RARMBP=(EXAM74 + EXAMT75) / 2

RPVD_ABR = RANKBP / RARMBP

LPVD_ABR = LANKBP / RARMBP

PVD_ABR:

1 (YES): IF (RPVD_ABR < 0.8) OR (LPVD_ABR < 0.8) OR THE ANKLE DOPPLER
BPs WERE NOT AUDIBLE (EXAM70, EXAM72, EXAM74, OR EXAM75
WAS *0%)

0 (NO): IF PVD_ABR > 0.8.

PERIPHERAL OCCLUSION (PERIOCC):
ABSENCE OF DOSALIS PEDIS PULSE AND POSTERIOR TIBIAL PULSE ON EITHER
FOOT.

(PHYSICAL EXAM Q36-Q39),

PERIOCC=1(YES): (EXAM58="2" AND EXAM60="2") OR (EXAMS59="2" AND EXAM61="2")
PERIOCC=0 (NO): EXAMS58="1" AND EXAM59="1" AND EXAM60="1" AND EXAM61="1’

PRESENCE OF FEMORAL BRUITS (BRUIT)
(PHYSICAL EXAM Q40-Q41)

BRUIT=1 (YES): EXAM62="1" OR EXAM63="1’
BRUIT=0 (NO): EXAM62="2" AND EXAM63="2’

INTERMITTENT CLAUDICATION (MEDICAL HISTORY - ROSE QUESTIONNAIRE)

ROSEIC=1 (YES):  ROSE10="1" AND ROSE11="1" AND ROSE12="1" AND (ROSE13="1"
OR ROSE13="3") AND ROSE15="2" AND ROSE16='1" AND
ROSE17="1" AND ROSE18="1", ELSE

ROSEIC=0 (NO):

COMPOSITE PVD (PVD_COMP)
PVD_COMP 1 (YES): PVD_ABR=1 OR PERIOCC=1 OR BRUIT=1 OR ROSEIC=1
PVD_COMP 0 (NO): PVD_ABR=0 AND PERIOCC=0 AND BRUIT=0 AND ROSEIC=0
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DEFINITION OF OBESITY INDICES, PHYSICAL EXAM:
A. BODY MASS INDEX, Q1 AND Q2, (WEIGHT IN KILOGRAM) / (HEIGHT IN METER)?
BMI = (EXAM94) / (EXAMO03/100)°
B. WAIST-HIP RATIO, Q33 AND Q9:
WHR = EXAMS51 / EXAM13
e PERCENT BODY FAT (PCTFAT):
PCTFAT is calculated by using Rising’s equation as following:
fat-free mass:
FFT = 13.74 + 0.25 * (height® / resistance) + 0.30 * (weight) - 0.14 * (age) + 6.18 * (sex)
where: height in cm, weight in kg, age in years, sex (O=female, 1=male)
fat mass (FM) = weight - FFT

PCTFAT = (FM / weight) * 100%

RESISTANCE: Q35a IN PHYSICAL EXAM
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ADDENDUM 1V

DEFINITION OF RISK FACTORS
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1 CIGARETTE SMOKING (PERSONAL INTERVIEW II, Q24-Q29):

A. SMOKING (NEVER, EX-SMOKER, CURRENT)

0 (NEVER) IF INT2_34="2" OR INT2 35=0

1 (EX-) IF (INT2_34 = "1° AND INT2_35 NE 0) AND INT2 36="2’
2 (CURRENT) IF (INT2_34 = 1" AND INT2_35 NE 0) AND INT2 36="1’
9 (UNKNOWN) NONE OF ABOVE

IF GROUP INTO SMOKER VS NONSMOKER,
(SMOKING=0 OR SMOKING=1) CAN BE COMBINED AS NON-CURRENT
SMOKER;

OR

(SMOKING=1 OR SMOKING=2) CAN BE COMBINED AS EVER SMOKED.

B.  SMOKING AMOUNT (FOR SMOKER ONLY):
1. DURATION OF SMOKING: Q29 (INT2_39)

2 AGE STARTED SMOKING:
CURRENT SMOKER: AGE AT EXAM - DURATION OF SMOKING
EX-SMOKER: AGE STOPPED SMOKING (Q27) - DURATION OF SMOKING
3. DAILY SMOKING AMOUNT (Q28): INT2_38
4. TOTAL SMOKING AMOUNT (PER PACK YEAR):
PPY = (DAILY SMOKING AMOUNT * DURATION OF SMOKING) / 20
= (INT2_38 * INT2_39) /20

C, OTHER TYPE OF SMOKING: INTERVIEW II, Q30-Q32

0 (NO) IF (INT2_40="2" AND INT2_41="2" AND INT2 42="2")

1 (YES) IF (INT2 40="1" OR INT2 41="1" OR INT2 42="1’)
D.  PASSIVE SMOKING

0 (NO) IF INT2_33=0

1 (YES) IF INT2 33 > 0

DAILY EXPOSURE TIME (IN HOURS): INT2 33.

E.  PARENTAL SMOKING:
0 (NONE)  (INT2_31=2 OR INT2_31=3) AND (INT2_32=2 OR INT2_32=3)
1 (ONE) INT2 31=1 OR INT2_32=1
2 (BOTH)  INT2 31=1 AND INT2 32=1
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2. EDUCATION: PERSONAL INTERVIEW FORM II, Q15 - INT2 4
A.  CONTINUOUS: INT2_4 (YEARS)
B.  CATEGORICAL:
. THREE CATEGORIES (EDUCAT1):
1 (LESS THAN HIGH SCHOOL) 0<=INT2 4 < 12
2 (HIGH SCHOOL GRADUATE

AND/OR SOME COLLEGE) 12 <= INT2 4 < 16
3 (COLLEGE GRADUATE) INT2 4 >= 16
ii.  FOUR CATEGORIES (EDUCAT2):
1 (LESS THAN NINE YEARS) 0<=INT2 4<= 9
2 (SOME HIGH SCHOOL) 10 <= INT2_4 <= 12
3 (SOME COLLEGE) 13 <= INT2 4 <= 16
4 (COLLEGE GRADUATE) INT2 4 >= 16

3.  TOTAL DEGREE OF INDIAN BLOOD: INTERVIEW II, Q16
A.  CONTINUOUS: INDIAN = (INT2_5 / INT2_6) * 100%
B.  CATEGORICAL:
0 (LESS THAN 25%) 0< INDIAN < 25%
1 (LESS THAN 50%) 25 <= INDIAN < 50%

2 (50-74.9%) 50 <= INDIAN < 75%
3 (75-99.9%) 75 <= INDIAN < 100%
4 (FULL BLOODED) INDIAN = 100%

4, INDIAN TRADITION: INTERVIEW II, Q35-Q38
A. SPEAK NATIVE LANGUAGE, INDYLANG

0 (NO) INT2_45="3" OR INT2_46="5
1 (YES) INT2_45="1" OR ’2’ AND (INT2_46="1" OR 2’ OR ’3’ OR ’4’)
B.  USE TRADITIONAL MEDICINE/HERBS, INDYMED
0 (NO) INT2_47="5" OR °9’
1 (YES) INT2_47="1" OR 2’ OR '3’ OR 4’
C.  TRADITIONAL CEREMONIES, INDYCERE
0 (NO) INT2_48="5" OR 9’
1 (YES) INT2_48="1’ OR "2’ OR '3’ OR 4’

5: STRESS: INTERVIEW II, Q42-Q46
A. SLEEP LOSS, Q42, SLEPLOSS

0 (NO) INT2_52="1’

1 (YES) INT2_52="2" OR '3’
B.  STRAIN OR STRESS, Q43, STRAIN

0 (NO) INT2_53="1’

1 (YES) INT2_53="2’ OR ’3’
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&4 OPEN ARGUMENTS, Q44, QUARRELL

0 (NO) INT2_54="1° OR *2’
1 (YES) INT2_54="3" OR 4" OR ’5’
D.  ALCOHOL PROBLEM OF HOUSEHOLD, Q45, HOUSETOH
0 (NO) INT2 53="1"
1 (YES) INT2_53="2’
E.  SIZE OF HOUSEHOLD, Q46, HOUSSIZE
1 (SMALL) INT2 54 < 4
2 (MEDIAN) 4 < INT2 54 < 10
3 (LARGE) INT2 54 > 10

6. ALCOHOL USE
A. ALCOHOL DRINKING STATUS, ETOHUSE, Q47-Q48

0 (NEVER) INT2_57="2’
1 (EX-DRINKER)  INT2_57="1" AND (INT2_59 > 12 OR INT2 60 > 1)
2 (CURRENT) INT2_57="1" AND INT2_60 = 0
B.  BINGE DRINK
1.  DURING THE PAST MONTH, Q52
0 (NO) 0<INT2 64 <5
1 (YES) INT2 64 > 5
2. DURING THE PAST YEAR, Q53
0 (NO) 0<INT2 65<5
1 (YES) INT2 65 > 5

C. AMOUNT OF ALCOHOL INTAKE
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7 SOCIOECONOMIC STATUS (SES)
A. RECEIVING FEDERAL ASSISTANCE:

1. FOOD STAMPS / WIC, Q56
0 (NO) INT2 68 = 0
1 (YES) INT2 68 > 0
2. COMMODITY FOOD, Q57
0 (NO) INT2 69 = 0
1 (YES) INT2 69 > 0
3. FEDERAL ASSISTANCE, FEDHELP
0 (NO) INT2 68 = 0 AND INT2 69 = 0
1 (YES) INT2 68 > 0 OR INT2 69 > 0

B. SES (EDUCATION, FAMILY INCOME, ... )

1. HOUSEHOLD INCOME, Q58: USE THE CATEGORIES LISTED IN THE
QUESTIONNAIRE.

8.  FAMILY HISTORY OF DISEASES - PERSONAL INTERVIEW II, FAMILY HISTORY
A.  CLASSIFICATION:
1.  PARENTAL, FOR RELATIONSHIP CODE 1 AND 2 (FH1 AND FH14)
2. FIRST DEGREE FULL-BLOOD RELATIVES:
RELATIONSHIP CODE: 1 (MOTHER), 2 (FATHER), 3 (SISTER), 5
(BROTHER), 7 (DAUGHTER), AND 8 (SON).
3. ALL FIRST DEGREE RELATIVES, ALL CODES.

B. DISEASE HISTORY

HEART DISEASE: MI AND HD
CARDIOVASCULAR DISEASE: MI, HD, HBP, CVA
DIABETES: DM

KIDNEY FAILURE: KF

ATHRITIS: AT

CANCER

Syl R
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9. MEDICAL HISTORY, MEDICAL HISTORY FORM
A. PRESCRIBED MEDICATIONS: USE CATEGORIES IN THE MANUAL (p. 282)

1-  ANTIHISTAMINE (400) 2-  ANTIBIOTICS (812)
3-  ANTINEOPLASTIC RX (1000) 4-  BETA-BLOCKERS (1216)
5-  ANTICOAGULANTS (2000) 6-  CARDIAC DRUGS (2404)
7-  HYPOLIPIDEMIC (2406) 8- HYPOTENSIVE (2408)

9-  ANALEGISTIC (2808) 10-  ASPIRIN (280892)

11-  ANTICONVULSANTS (2812) 12-  PSYCHOTHERAPY (2816)
13-  ADRENALS (6804) 14-  ORAL CONTRACEPTIVE (6812)
15-  DIURETICS (4028) 16-  GI DRUGS (5600)
17-  MENOPAUSAL ESTROGEN (6816) 18-  INSULIN (682008)

19-  SULFONYUREAS (682020) 20-  THYROID AGENTS (6836)
21-  OINTMENTS (8400) 22-  VITAMINS (8800)

23- UNCLASSIFIED (9200)

B. HISTORY OF:

1.  GALLSTONE, Q3c

0 (NO) MED22="2’

1 (YES) MED22="1’
2. ARTHRITIS, Q3d

0 (NO) MED23="2’

1 (YES) MED23="1"
3. CANCER, Q3e

0 (NO) MED24="2"

1 (YES) MED24="1"
4. KIDNEY FAILURE, Q3g

0 (NO) MED28="2’

1 (YES) MED28="1"
5. EMPHYSEMA, Q3h

0 (NO) MED31="2’

1 (YES) MED31="1"
6. LIVER CIRRHOSIS, Q3i

0 (NO) MED32="2'

1 (YES) MED32="1"
7 RENAL DIALYSIS, Q4a

0 (NO) MED42="2"

1 (YES) MED42="1"
8. KIDNEY TRANSPLANT, Q4b

0 (NO) MED43="2"

1 (YES) MED43="1
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1’0. REPRODUCTION AND HORMONE USE (FEMALE ONLY), MEDICAL HISTORY

A. REPRODUCTION:

1.

2.

3

6.

TIMES PREGNANT, Q7-1, REPRO1
NUMBER OF LIVE BIRTH, Q7-2, REPRO2
NUMBER OF LOST PREGNANCIES, Q7-3, REPRO3
NUMBER OF LIVING CHILDREN, Q7-4, REPRO4
MENOPAUSAL, Q8

0 (NO) REPRO5="2’

1 (YES) REPRO5="1’

AGE AT MENOPAUSE, Q9, REPRO6

B. HORMONE USE

1.

ORAL CONTRACEPTIVE, Q11
0 (NO) REPRO9="2"
1 (YES) REPRO9="1"

AGE STARTED TO USE OC PILLS, Q12, REPRO10
TOTAL DURATION OF USING OC PILLS, Q13, REPRO11
EVER USE OF ESTROGEN OTHER THAN OC PILLS, Q14
0 (NO) REPRO12="2’

1 (YES) REPRO12="1’ OR MEDICATION CODE (Qla-Q1h)
CONTAINS ’'6816" (POST MENOPAUSAL ESTROGEN)

5. AGE STARTED TO USE ESTROGEN, Q15, REPRO13
6. TOTAL DURATION OF USING ESTROGEN, Q16, REPRO14
115 PHYSICAL ACTIVITY

WILL CONSULT WITH DR. ANDRIA KRISKA

Strong Heart Study

4/10/92 Page 418



12.

LAB DATA

A.

LIPID - CONTINUOUS VARIABLE
TOTAL TRIGLYCERIDE, In(TRIG)
TOTAL CHOLESTEROL, CHOLEST
HDL CHOLESTEROL, HDL_CHOL
LDL CHOLESTEROL, LDL_CHOL
VLDL TRIGLYCERIDE, VTRIG

VLDL CHOLESTEROL, VCHOL
RATIOS:

i. VCHOL/VTRIG

i. HDL_CHOL/CHOLEST

iii.  HDL_CHOL/LDL CHOL

iv.  APOB/(CHOLEST-HDL_CHOL)
v. APOA1/HDL_CHOL

vi.  APOB/LDL_CHOL

el i R L

APOLIPOPROTEINS: APOA1, APOB
GLUCOSE:

1. FASTING BLOOD GLUCOSE, GLUC 0
2 2-HR BLOOD GLUCOSE, GLUC 2
FIBRINOGEN

PLASMA INSULIN

FIBRINOGEN

APO E PHENOTYPE

PLASMA CREATININE

URINARY ALBUMIN AND CREATININE

GLYCATED LDL
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R

CUT POINTS FOR CONTINUOUS VARIABLES:

LOW (0) MEDIUM (1) HIGH (2)
VARIABLES NO YES
AGEGP 45-54 55-64 65-74
OBES_SHS FEMALE: - BMI« 31 = BMI > 31
MALé “BMI "c 29 \ _ \~._ ‘\\ " BMI > 29

OBES_HAN FEMALE:  BMI <323 BMI > 32.3
(95%) MALE: BMI < 31.1 BMI > 31.1
OBES_FAT FEMALE:  PCTFAT <41% PCTFAT > 41%

MALE: PCTFAT < 29% PCTFAT > 29%
OBES_ WHR FEMALE:  WHR < 0.8 WHR > 0.8

MALE: * WHR < 1.0 WHR > 68(.9

TOTAL CHOLESTEROL  CHOLEST < 200 CHOLEST 200-239  CHOLEST > 240
(NCEP GUIDELINE) (mg/dl)

TOTAL TRIGLYCERIDES  TRIG < 250 (mg/dl) TRIG > 250
HDL CHOLESTEROL HDL_CHOL < 35 HDL_CHOL > 35
(NCEP GUIDELINE) (mg/dl)

LDL CHOLESTEROL LDL CHOL < 130  LDL_CHOL 130-159 LDL_CHOL > 160

(NCEP GUIDELINE) (mg/dl)

THE VARIABLES MAY ALSO BE ANALYZED BY QUATILES.
em (

=
-J
)

wT a5

e
o
N
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ADDENDUM V
STRONG HEART STUDY

REQUEST FOR DATA ANALYSIS

Title of project:

Major hypotheses: 1)

2)
3)
4)
5)
Purpose: Paper
Abstract for professional conference
Invited talk
Pilot data for grant or contract submission
Quality contro or local monitoring
Other
Investigators:
Expected date of completion / /
mm dd vy

Variables to used: (List all the variables)
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Statistical methods to be used (check all that apply):

Summary statistics and frequencies
Simple correlation and partial correlation
Regression analyses

t-test, ANOVA, and multiple comparison
Logistic regression

Other

(Specify)
Comments:

e Tl Tt T T T T T T T

COORDINATING CENTER USE ONLY:

STRONG HEART STUDY PAPER NUMBER:

ANALYSIS NUMBER:

DATA ANALYST:

DATE RECEIVED:
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ADDENDUM VI

Paper # Received by Coordinating Center:

First author:

STRONG HEART STUDY
SCHEDULE OF DEADLINES FOR REQUESTED DATA ANALYSIS
Item Date Due Date Received

Proposal

Outline $
Analytic plan

First draft

Second draft

Third draft

Final draft

Date published

NOTE TO FIRST AUTHOR: Please sign, date, make a copy for your files and return original to the
Coordinating Center.

Signature Date
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ADDENDUM VII

PUBLICATION APPROVAL FORM
STRONG HEART STUDY

The Strong Heart Study Steering Committee is anxious to share the results of the study with the
participating tribes and with the scientific community. Prior to publication of these results the committee
would like to have input from participating tribes on how the reports describe the tribal communities and
the interpretation of the results. This study has always been partnership of scientist and of tribal members
committed to better understanding and prevention of heart disease in American Indians. The committee

welcomes your input on ways to best accomplish that goal.

Please complete this form and return it in the enclosed envelop by

receive a response by this date, we will assume that your tribe approves.
Thank you.

TITLE OF REPORT:

. If we do not

FIRST AUTHOR:

NAME OF TRIBE:

FIRST EFFORT FOR PUBLICATION

Based on my review of this report
I approve of publication of the report.

I approve of publication with the following suggestions:

I disapprove of publication because:

SIGNED:

TITLE: DATE:
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PROCEDURES FOR MORTALITY AND MORBIDITY FOLLOW-UP IN PHASE 11
(3/23/92)

L.

I1.

Mortality Follow-up

Fatal events will continue to be identified and investigated during Phase II using
the same protocol as was used in Phase I. Procedures for abstracting and coding death
certificates and for the mortality review are described in detail on pages 22-34 and
149-203 in the Strong Heart Study (SHS) Phase I manual. In Phase II, all deaths
occurring in the population during the calendar years 1989 through 1995 will be
identified. Additional information will be obtained for those death certificates with any
mention of cardiovascular disease. These data will be reviewed by the Mortality
Classification Panel for assignment of the underlying cause of death.

The examination cohort will be monitored in an on-going fashion to identify
deaths. The six-month contact of Phase I participants (described below in the morbidity
section) will identify some deaths in the study cohort. In addition, the following sources
will be monitored on a regular basis to identify additional deaths in the cohort as they
occur: local newspapers and community notices, community and tribal members, IHS,
tribal and BIA records. Near the end of 1995, the final year of data acquisition in Phase
I, the State Health Departments will be contacted to identify death certificates in the
study communities for those deaths that may have been missed using other sources.

Morbidity Follow-up

Only those persons who participated in the Phase I physical examination will be
followed for incident events of cardiovascular disease in Phase II. Because the interval
between the Phase I and Phase Il examinations is relatively short (maximum, 6 years;
minimum 1.5 years; mean 4 years), the major point at which the occurrence of new
events will be ascertained will be at the Phase II examination. Determining the incidence
of events at this time will allow for more thorough collection of data and for obtaining
signed consent for review of medical records pertaining to the events of interest. In Phase
II, the following incident events will be identified: myocardial infarction, stroke,
congestive heart failure, angina and peripheral vascular disease. The occurrence of
coronary bypass surgery, angioplasty or similar procedures will also be determined.
Prevalence of the following conditions/indicators will also be ascertained at the Phase II
exam: valvular heart disease, positive cardiac catheterization, positive treadmill test, left
ventricular hypertrophy, other left wventricular dysfunction, cardiac wall motion
abnormalities, and obstructive lung disease (see table 7 of the Phase II application for a
listing of endpoints of interest). The same definitions and criteria for these events used
in Phase I will be used in Phase II.




Procedures for Collecting Data:

The Phase II examination will include both clinical evaluations and questions that will be
used in determining the occurrence of the events listed above. When necessary, additional data
will be obtained from medical records to confirm the diagnoses. Those persons who are
examined in Phase II prior to October, 1994 will be contacted during the interval 10/94 - 9/95
to determine whether any new events have occurred since the Phase II examination. A contact
form to be used for this purpose follows this section. This form is designed to be used by mail,
person-to-person interview, or by telephone.

As part of the Phase II follow-up procedures, Phase I participants will receive a SHS
newsletter every six months. This contact will be used to keep in touch with participants, up-date
addresses, identify any deaths that may have occurred and to inform participants of up-coming
SHS activities. Part of each newsletter will include a reminder to notify study personnel if any
hospitalizations or specific health problems have occurred. A one- page, abbreviated contact
form (also following this section) will be used to keep track of new events that are identified and
require medical record validation. Participants who have medical charts at IHS facilities will also
have a page inserted prominently in their chart that includes a tear-off, pre-paid postcard notice
to the SHS to be used when the patient is seen for any of the endpoints of interest. Study
personnel, if feasible, may also monitor IHS hospital admissions for SHS participants.



SHS ID

STRONG HEART STUDY PHASE II FOLLOW-UP

Because you are an important part of the Strong Heart Study, we would like to know if you have had any
heart problems or any test of your heart since the last time we contacted you.

PLEASE ANSWER THE FOLLOWING QUESTIONS ABOUT HOW YOU HAVE BEEN SINCE WE LAST
SAW YOU.

Since have you had:

1. a heart attack? NO YES

2. a Stroke? NO YES

3. heart failure? NO YES

4. Have you been hospitalized or seen a doctor because of your heart or any other reason? If the answer is

YES, please give the name of the doctor and hospital and the reason.

HOSPITAL:
DOCTOR: REASON:

e Have you had any of the following tests or procedure done? If the answer is YES, please give the name
of the hospital or clinic where the procedure was done.

' No Yes  Hospital/Clinic

a. ECG (electrocardiogram)

b. Heart cath (heart catherization)

c. Treadmill (exercise tolerance) test

d. Any other kind of heart test

e. Bypass (open heart ) surgery,

angioplasty, or balloon treatment.

f. Other kind of heart surgery,
(For example, valve replacement, pacemaker)

Il your address has changed since your exam date with the Strong Heart Study, print your new address below so
we can stay in touch.

' THANK YOU FOR COMPLETING THIS FORM. PLEASE RETURN TO:
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