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Description

The Age-Related Eye Disease Study (AREDS) was initially designed as a long-term
multi-center, prospective study of the clinical course of age-related macular
degeneration (AMD) and age-related cataract. In addition to collecting natural history
data, AREDS included a clinical trial of high-dose vitamin and mineral supplements for
AMD and a clinical trial of high-dose vitamin supplements for cataract. AREDS
participants were 55 to 80 years of age at enrollment and had to be were free of any
iliness or condition that would make long-term follow-up or compliance with study
medications unlikely or difficult. On the basis of fundus photographs graded by a
central reading center, best-corrected visual acuity and ophthalmologic evaluations,
over 4,700 participants were enrolled in one of several AMD categories, including
persons with no AMD.

The clinical trials for AMD and cataract were conducted concurrently.

AREDS participants were followed on the clinical trial for a median time of 6.5 years.
Subsequent to the conclusion of the clinical trial, participants were followed for an
additional 5 years and natural history data were collected. The AREDS research design
is detailed in AREDS Report 1. AREDS Report 8 contains the mainline results from the
AMD trial; AREDS Report @ contains the results of the cataract trial. Blood samples
were also collected for genetic research. Genetic samples from 600 AREDS
participants were evaluated with a genome-wide scan for inclusion in the dbGaP.

It is hoped that this resource will better help researchers understand two important
diseases that affect an aging population. These data may be applied to examination
and inference on genetic and genetic-environmental bases for age-related diseases of
public health significance and may also help elucidate the clinical course of both
conditions, generate hypotheses, and aid in the design of clinical trials of preventive
interventions.

AREDS, The National Eye Institute

AREDS, The EMMES Corporation
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INTRODUCTION

The procedures for carrying out the examinations required in the study are described in this
chapter. Required ocular examinations include refraction and visual acuity measurements,
intraocular pressure measurement, and ophthalmoscopic examination. General charactenistic
assessments include measurement of height, weight_ and blood pressure and determination of
past medical history. Risk factor assessments will require the admmmstration of the food
frequency and sunlight exposure questionnares as well as collection of blood specimens.
Procedures for participant identification, masking, distribution and management of the

ppl m, adherence 1t, and home visit examination are also described.
Procedures for taking photographs of the lens and fundus are described in detail in Chapter 8.
The schedule and description of participant visits in Chapter 6 outline the examinations
required during each visit.

7.2 REFRACTION AND VISUAL ACUITY

A mamfest refraction and visual acuty measurement according to the detailed study protocol
must be performed during (a) the Qualifying Visit when the visual acuity score using Chart R.
is 73 letters or less in at least one eye, (b) the Randomization Visit, (c) Annual Visits, and (d)
any Nonannual Visit when the visual acuity score using Chart R has dropped by 10 letters or
more compared to the Randommzation Visit score for the first tune. Participants' pupils should
not be dilated at the time of visual acwmty testing at any study visit; except they may be dilated
dunng the Qualifying Visit. Pinhole acuity will not be tested as part of AREDS. At the
Qualifying Visit, visual acuity may be initially assessed utilizing the participant's current
distance glasses. At the Nonanmual Visits, visual acuity is initially assessed utilizing the
previously obtained manifest refraction Participants will be asked to read the letters on Chart
R only (not Charts 1 or 2), using the equipment described 1n Section 7.2.1. They will start
reading from the top left-most letters--first with the nght eye and then wath the left eye. A
wisual acuity score will be calculated as described 1n Section 7.2.3 3. If at the Qualifymng Visit
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I would like to take your blood pressure now and again later during this interview.

7.6. BLOOD PRESSURE MEASUREMENT

Blood pressure measurements will be taken by a certified examiner 8. Sitting blood pressure. (Participant must have been seated and quiet for at least 5 minutes prior to the measurement. See
preparing the participant, using the proper techniques, utilizing equl Section 7.6 of the Manual of Operations.):
provided below. Some institutions have installed electronic automaf

standard mercury units are the instruments of choice; however it ig a. Systolic (mmHg)

m

. . a. Diastolic(mmHg)
7.6.1. Participant Preparation

b. Certification number of blood pressure examiner:
1. The participant should be seated with feet flat and on the fig
positioned at heart level and should not have smoked, eaten,f)

) . L. 9. Have you ever smoked cigarettes for a total of 6 months or more?
30 minutes prior to the measurement. The participant should b4 9

no
yes

measurement, and requested not to talk while blood pressure

2. Choose appropriate cuff size for arm to be tested. The rubbe
is too narrow, the blood pressure reading will be erronecusly
cm wide is satisfactory for the average adult arm.

If no, skip to 10

3. How old were you when you first started smoking?

=.6.2. iq I .
6.2. Technique b. Over your lifetime of smoking, on the average, how many packs per day have you smoked?
< 12 pack

1. Use a standard mercury sphygmomanometer to measure the
=12, <1 pack

to avoid loss of mercury. The level of mercury in the tube sh

| necessary, mercury should be added to the reservoir to bring e g=-Zpacks
column of the usual desk or wall manometer must be vertical > 2 packs
manometers are designed to be read at a reclined angle and c. Do you smoke cigarettes at present?
instrument be used with the tube and its scale in the correct] no
inspected regularly for dirt or sign of oxidation. Clogging in th yes
i mercury column to respond sluggishly to declining pressure inI
the vent should be serviced at least annually to ensure conti If no, skip to e
2. Place lower edge of ::uf.1c with its tubing connections approxin d. If you currently smoke, how many cigarettes a day do you smoke?
(2.5 cm above antecubital space).
Skip to 10
[l 3. Wrap cuff snugly about arm with inflatable inner bladder cen
I 4. Be sure that the connecting tube attached to the mercury jl e. If you do not smoke currently, how old were you when you last quit smoking?
attached to the inflating bulb is close to the participant's bog
locking fabric fastener over the area where it is applied to th 10. Have you ever smoked cigars, a pipe, or chewed tobacco for a total of 6 months or mare?
no
5. Attach the cuff connection and inflate the cuff while palpatir| yes i
4 1 4 1 »
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