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Study Documents Referred to in this Document:
e 400 m Walk
e SPPB
e Blouse/Shirt Test
e Grip Strength
e Lateral Mobility Task
e Blood Pressure, Radial Pulse, & Weight
e Weight/Height

e Physical Exam
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CHAPTER 24
QUALITY CONTROL

24.1. OVERVIEW

Study-wide quality control is the ultimate responsibility of the LIFE field centers
and the DMAQC center. The LIFE Program Coordinator at each clinical site
must become familiar with LIFE requirements and schedule clinic activities so
that there is adequate time for clinic staff to carry out their responsibilities while

meeting quality standards.

24.2. TRAINING

Key clinic staff from each field center is trained at the initial LIFE central training
session. LIFE uses a train-the-trainer model, i.e., the key staff who are trained at
the central training session are responsible for training and re-training other staff
members. Certification and recertification are required in order to assure that
clinic staff have a clear understanding of the LIFE Protocol and Manual of
Procedures (MOP) and procedures are standardized at all field centers. Training
sessions are designed for those staff obtaining core measures and interviews,
the interventionists, and the recruiters. In this chapter, both general and specific

procedures are described.

Local refresher training sessions are held annually for all staff groups. These
sessions focus on current issues facing the staff, new components implemented

in the clinics, and problem areas.

24.2.1. Certification
Certification is required of LIFE staff that perform any of the activities listed below
in Table 1. The Program Coordinator (or designee) is responsible for

documenting that each of the certification tasks has been completed using the
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forms found in Appendix A. These forms and supporting documents (including
data collection forms) are to be maintained at the field center in a certification file,
and is reviewed at the time of the site visit. The documents should not be sent to
the Administrative Coordinating Center. Completion of certification should also
be documented on the Staff ID and Certification Form and subsequently entered

in the study web-site in the certification database.

Table 1.

LIFE Components Requiring Certification

Short Physical Performance Battery

Blood Pressure

Weight, Height

Waist Circumference

400 m walk test

Medication Inventory

Grip Strength

Blouse/Shirt Test

Lateral Mobility Task (WFU)

Cognitive Tests (WFU and Stanford)

Blood Collection

Blood Processing

Interviewing (HRQL and MMSE)

CHAMPS

Data Entry

Behavioral Run-in Administration and Assessment

Physical Activity Intervention

Successful Aging Intervention

Program Coordinator

Note that for all components, the following tasks must be completed:
(1) Attendance at the LIFE centralized training session or training by

someone certified in the measurement/procedure;
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(2) Required reading: Manual of Procedures Chapters 1 (Protocol) and 24
(Quality Control).
(3) Plus additional items listed on the certification forms (Appendix A).
Attendance at central training is not sufficient for certification! Those who

attended the central training session must also complete items #2 and #3 above.

Certification forms are contained in Appendix A. Additional information on
certification for specific activities is often found in the respective MOP chapters.

24.2.2. Recertification

Recertification procedures facilitate compliance with the protocol and the
maintenance of study skills over the course of the trial. They are designed to
provide a review of the appropriate LIFE MOP chapters, as well as an
opportunity to carefully review the required steps for various measurements and

procedures.

Recertification is required annually for LIFE staff who perform any of the activities
listed in Table 2. The Program Coordinator (or designee) is responsible for
documenting that each of the recertification tasks has been completed using the
forms found in Appendix A. These forms and supporting documents (including
data collection forms) are to be maintained at the field center in the staff
member's certification file and may be reviewed at site visits. The documents
should not be sent to the Administrative Coordinating Center. Completion of
recertification should also be documented on the Staff ID and Certification Form

and subsequently entered in the study web-site in the certification database.
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Table 2.

LIFE Components Requiring Recertification

Short Physical Performance Battery

Blood Pressure

Weight, Height

Waist Circumference

400 m walk test

Medication Inventory

Grip Strength

Blouse/Shirt Test

Lateral Mobility Task (WFU)

Cognitive Tests (WFU and Stanford)

Blood Collection

Blood Processing

Interviewing (HRQL and MMSE)

CHAMPS

Data Entry

Behavioral Run-in Administration and Assessment

Physical Activity Intervention

Successful Aging Intervention

Program Coordinator

Note that for all components, the following tasks must be completed:
(1) Required reading/review of designated chapters in the Manual of
Procedures
(2) Observation and critique by a staff member certified in the
measurement or procedure
(3) Additional items as listed on the recertification forms (Appendix B).
Supplementary information on recertification for specific activities is often found

in the respective MOP chapters.
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24.2.3 . Certification of New Program Coordinators

Field Centers notify the Administrative Coordinating Center when a new Program
Coordinator (PC) is hired at a LIFE site. A certified LIFE PC is designated, by
the Administrative Coordinating Center, to train the new PC in the LIFE
procedures. This requires that either the new PC or the PC trainer travel to a
designated clinic for a two-day training program conducted by the certified PC.
The expenses for this training session are the responsibility of the Field Center

requesting the training.

Prior to the training session, the PC should read all chapters of the MOP and be
generally familiar with the protocol and visit procedures. The trainer follows a
guide for training PC's (Appendix C). The Program Coordinator Certification
Form is completed following the training session and maintained in the local

certification file as documentation of the process.

24.3. QUALITY CONTROL ACTIVITIES

24.3.1. Field Center Activities
Specific quality control activities to be carried out at the LIFE field center include:
1. Certification/recertification of clinic staff in all components listed in
Appendix A.
Monitoring of regular equipment calibration and maintenance
3. Recording of participant identifiers on the top of each
guestionnaire/data collection form prior to their completion at all
clinic visits. Complete all form headers before participant leaves
the clinic.
4. Regular observation and monitoring of clinical procedures including
specimen collection.
5. Review of all questionnaires and data collection forms prior to data

entry (and before the participant leaves the field center).

Chapter 24 Revised 4/28/05 V.1.2 24-7



6. Compilation and review of data on lost laboratory samples,
packaging problems, errors in packing, shipping, and labeling of
specimens.

7. Reporting of quality control concerns or problems to the LIFE
Administrative Coordinating Center and/or the appropriate central

resource center for prompt resolution.

The Program Coordinator should regularly monitor field center procedures to be
sure that they are being carried out properly and with consideration for the LIFE
participant. Corrective action should be taken immediately if problems are

observed.

The field center staff are encouraged to communicate with the Administrative

Coordinating Center about quality control or other concerns or problems. The
Certification Log is maintained on the study website. Please refer Chapter 4-

General Procedures.

24.3.2. Equipment

The LIFE investigators have standardized much of the equipment for the trial.
Such standardization (and the attendant maintenance and calibration of the
equipment) assures one level of reliability across the LIFE field centers. Each
field center is responsible for the proper operation and maintenance of
equipment used in the LIFE trial. Some of the equipment is subject to standard
calibrations and inspections (e.g., scales). It is suggested that responsibility for
monitoring these standards be assumed by a specific individual, either the
Program Coordinator or a designated Quality Control Officer. Any real or
suspected equipment problems should be reported promptly to the Administrative
Coordinating Center. Details regarding equipment maintenance and calibration
are contained in the respective MOP chapters. All fees associated with the
maintenance and calibration requirements are paid directly by the clinic. A

summary is provided below for standardized study equipment, i.e., equipment
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purchased and distributed by the Administrative Coordinating Center, and non-

standardized equipment, i.e., equipment purchased by the clinic. Note that for

non-standardized equipment, there are few calibration and/or maintenance

checks required by LIFE, however, your clinic should practice all manufacturers

recommended checks.

Table 3. Standardized study equipment

Standardized

Calibration and/or
maintenance

Replacement Options

Study component | equipment required
Physical Activity Accusplit Eagle None Same Equipment
Measurement 120 Activity Meter
(Steps) (Pedometer)
Physical Activity AllPro Ankle None Same Equipment
Measurement Weights (10 Ib
(Strength training) | pairs and 20 pairs)
Blouse/shirt test Short-sleeve None Same Equipment
button down shirt
in Men & Women'’s
sizes (see specs)
SPPB — 4m walk Task Force None Standard Metric Tape
(5meter) Metric Measure
Tape Measure
400m walk Orange marker None Same Equipment
cones
Hand Grip Jaymar Handheld | 20 kg weight Same Equipment
Strength Dynamometer
Distance Redi-Measure None Metric Tape
Measurement Distance
Measuring Wheel,
Model 11-0755
(metric)
Waist Gulick Il Tape None Same Equipment

Circumference

Measure Model
67020

DXA body
composition
(Ancillary)

Hologic

Phantom scans

Same Equipment
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Table 4. Non-standardized study equipment

Study component

Recommended equipment

Calibration and/or
maintenance required by LIFE

ECG Cooper — Quinton Q-Stress None
Stanford — Marquette MAC PC
WFU — Marquette MAC VU or
Med Graphic
Pittsburgh — Marquette MAC PC
Timed Assessments | stopwatch None
Height Wall mounted stadiometer or None
wall mounted rule with level
Weight Balance Beam Scale 20 kg weight
Blood Pressure Mercury BP Cuff None

Blood processing
and short-term
storage

Refrigerated centrifuge
recorded daily.

-70°C freezer

All standard maintenance should be documented by date in a permanent log at
the field center. Problems and solutions should also be recorded. Copies of
calibration records must be kept on file. The log and calibration records are
inspected during periodic site visits, or copies may be requested by the LIFE

Administrative Coordinating Center at periodic intervals.

24.3.3. Data Quality

Field center staff are asked to review all of the participants’ questionnaires and
data collection forms prior to ending each clinic visit. Forms must be completed
neatly and accurately, and every question should be answered. Written
responses to any items on the questionnaires/forms should be legible. After
reviewing the forms, the reviewer's initials should be written in the form header

(top of first page) as a confirmation that a review was done.

Throughout the study, the Administrative Coordinating Center (ACC) reviews
copies of selected participant forms. Initially, a selected sample of forms from
the first randomized participants will be reviewed. Details about which forms are

to be sent to the ACC will be communicated to each site after randomization has
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begun. Any identifying information must be blacked out. This set of forms
should be sent to the Administrative Coordinating Center as they are completed.
Thereafter; forms are reviewed on a periodic basis, and may include a subset of
forms or recognized “problem forms”. The Administrative Coordinating Center
staff verifies that the forms are legible and that they are filled out correctly and
completely.

The data entry screens are designed to mirror the paper data collection forms to
allow smooth flow from item to item and thereby minimize error with data entry.
Verification of participant identifiers and visit numbers are incorporated into the
data entry system, in addition to gross range checking of fields.

The DMAQC center regularly performs internal comparisons of the entered data
to detect missing records or suspicious or invalid data. These comparisons
include logical consistency checks of data within and across
forms/questionnaires. When inconsistencies are detected, the field center is
notified through edit reports, and is asked to verify, if possible, some entries.
Prompt action with these verification requests is essential for an efficient quality

control system.

24.3.4 Administrative Coordinating Center Activities
Quality assurance is a major activity of the Administrative Coordinating Center
throughout the study. Activities include:

e Training/retraining of field center staff in data collection procedures

e Data control (filing, manual editing, special coding efforts)

e Monitoring of data entry activities and error rates.

e Documentation of database changes.
Monitoring of the LIFE study data takes place at the DMAQC center. These
activities include validation, data control and report generation. Some of the
monitoring and quality control reports are transmitted to the field centers for
immediate action and attention; other quality control and monitoring reports are

generated for the NIA Project Officer, the Steering Committee, the Field Centers
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and the Data and Safety Monitoring Board. For example, these reports include
data on:

e Recruitment yields at each field center

e Summaries of certifications

e Problems observed or reported at site visits

e Serious adverse events

e Deviations from protocol

e Missed visits, refusals, losses to follow-up

e Adherence

e Errors in collection, labeling, storage, or shipping of laboratory

specimens

It is the responsibility of Administrative Coordinating Center personnel to review
these reports on a timely basis, to initiate action to remedy any problems as soon
as possible, and, if necessary, to participate in site visits at the field centers, as

well as to perform follow-up evaluations of actions taken.

24.3.5. Reports to NIA and Steering Committee
During the recruitment period of the trial, monthly reports on recruitment activities
by each LIFE field center are provided to the Steering Committee, the Principal

Investigators and the NIA Project Officer.

During all phases, monitoring reports and analyses are be generated for each
field center and the whole study. These are reported to the Principal
Investigators, the Steering Committee and the Program Directors.

Annual reports include a summary of quality control data by field center.

24.3.6. Data Safety Monitoring Board Activities
The Data Safety Monitoring Board (DSMB) is an independent panel of experts
who review and advise on the scientific and operational progress of LIFE. The

DSMB periodically reviews and evaluates data on recruitment, quality control,
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compliance, adverse events, and outcomes. This panel reports directly to the

NIA and may recommend corrective action, changes in the protocol, or early

stopping of the study. The DSMB also reviews and advises on proposed

changes in the protocol originating from the Steering Committee and proposals

for ancillary studies.

The charge of the DSMB is the following:

Review the study protocol and the informed consent

Identify modifications if needed

Identify the relevant data and the format of the information to be regularly
reported

Review data (including masked data) relating to efficacy, recruitment,
randomization, compliance, retention, protocol adherence, trial operating
procedures, forms completion, intervention effects, gender and minority
inclusion and subject safety

Identify problems relating to safety. Inform study PI via written report, who,
in turn, ensures that all Field Center Pls receive this report.

Identify needs for additional data relevant to safety and request these data
from the study investigators

Propose appropriate analyses and periodically review developing data on
safety and endpoints

Make recommendations regarding recruitment, treatment effects,
retention, compliance, safety issues and continuation of the study

Send the Program Administrator and Pl written reports following each
DSMB meeting

The study Pl is be responsible for sending the reports to individual site
Pls, who in turn is be required to distribute the report to their local IRBs
The DSMB may convene an executive session at any time. The Pl and
project officer would attend these meetings

At any time, the DSMB may recommend discontinuation of any
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component/treatment group of the study for any of the following reasons:
« Compelling evidence from this or any other study of
» an adverse effect of the study treatment(s) that is sufficient
to override any potential benefit for the interventions to the
target population
« a significant beneficial effect of the study treatment(s), such
that its continued denial to other study group(s) would be
unethical
« A very low probability of addressing the study goals within a

feasible time frame

24.3.7. Changes in the Manual of Procedures (MOP)

Changes in the MOP may need to be made from time to time. A draft of all
changes to a MOP chapter is reviewed by a sub-committee of Administrative
Coordinating Center before the revised version is posted on the LIFE website.
New edits in a MOP chapter are underlined when the revised chapter is posted.
Clinic staff is advised via E-mail when changes to the MOP are posted to the

study web-site.

If a major procedural or design problem occurs, the Executive Committee is
asked to make a recommendation, the change is made as above, and the
Steering Committee is asked to approve these changes at the regularly

scheduled meeting.

24.3.8. Changes in Forms

The LIFE Web site lists all of the study forms and identifies the current Version
number and Date for each form. Minor changes in a form result in the same
Version Number but a change in the date. In this case, the change to the form is
not significant enough to warrant a reissue of the form and the current version is
still valid. Any time that changes to a form are significant, a new Version Number

is issued and the new form must be used.
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Changes to forms are reviewed by a sub-committee of the Administrative
Coordinating Center before the new version is distributed. Clinic staff are advised
via E-mail when a new version of a form is posted to the study web-site

24.4. SITE VISITS

During recruitment and follow-up, the Administrative Coordinating Center with
other study personnel make site visits at each field center to promote
communication, answer questions, and ensure that study procedures are
understood and carried out correctly. The site visit program provides a
mechanism to encourage the effective and standardized delivery of recruitment
efforts, intervention programs, and the collection of appropriate and valid data
within each of the LIFE clinic sites. Site visits may also be performed if
consistent departures from the Protocol and Manual of Procedures are detected.
The decision for these site visits rests with the Administrative Coordinating
Center. Retraining may be done as needed during these visits, depending on the

availability of staff.

One of our most valuable resources is the LIFE clinic staff who are collecting the
data and providing for the delivery of the intervention. It is these individuals who
have the day to day experience, and first hand knowledge as well as a practical
perspective to identify and help correct problems and/or variations in procedures
that field centers may be having. Before the visit, the field centers are sent a
proposed agenda and a schedule is worked out in advance. The Principal
Investigator, Program Coordinator, and other key staff members, are involved.
The first round of site visits occurs after experience is gained with the first wave
of participants. This enables the Study to look at recruitment efforts, the methods
of process and procedures, and any staffing problems clinics may be

encountering.
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The site visit is an ideal time for suggesting solutions for problems that are
identified. It should be noted that outside visitors may not have better answers;
however, they may have different answers that may prove useful. Of equal
importance are the lessons that site visitors gain while watching other centers in
action. The observational experience can enhance and increase the visitor's
own skills at developing problem solving strategies and solutions. Consequently,
the site and peer-review visits is a time when the Administrative Coordinating
Center staff, peers and clinic site staff review progress and problems, share what

has/has not worked, and consider new strategies and solutions.

After each site visit, two types of site visit reports are carried out. The firstis a
frank discussion at the end of the visit between the Site Visit Team, the Principal
Investigator and key staff at the clinic site. A list of "Action Items" is provided.
The Site Visit Team prepares written reports on the activities of the site visit. A
detailed report of the team's observations and recommendations subsequently
are then sent to the Principal Investigator of the clinic, and the Steering
Committee. The Clinic Pl is expected to respond in writing with the clinic plan for

addressing the "Action Items".

24.4.1. Organization of the Site Visit

The site visits are designed to insure that each LIFE clinical site is recruiting
appropriate individuals and collecting high quality data. Obijectives for the site
visitor are: a) to determine if the Protocol and Manual of Procedures are being
followed, and if not, what measures should be taken to correct the problems; and
b) to learn as much as possible from clinic center staff about how to improve
effectiveness in meeting recruitment goals, collecting data, and facilitating a
smooth clinic flow.

A key to a successful site visit is adequate preparation both from Administrative
Coordinating Center and clinic centers. The visits should serve to enhance
communication throughout the study, and to personalize interchange among

clinic staff and investigators.
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Questions for the Clinic Staff

During the site visit the visitor should seek answers to the following questions,
review and discuss data reports provided by the Administrative Coordinating

Center and explore any concerns or questions that arise.

1. Do clinics have an adequate number of appropriately trained staff
members to provide for effective recruitment, data collection, data
entry and intervention delivery?

2. Are staff roles clearly defined and is there communication and
interaction between the various working groups?

3. How is information shared, for example, changes in the MOP or
Protocol?

What is the overall view of clinic flow?

The clinic tracking/scheduling system is discussed and the following

guestions may be asked.

a. What is the procedure followed when a participant does not
show up for his/her appointment?

b. How does the clinic keep track of where an individual is in the

study flow so that the participant is scheduled within the
appropriate window?

c. How are problem participants handled?

During the site visit, the visitor may ask to follow a participant through an entire
visit, observe a randomly selected interview and observe the collection of
physical measurements. Questions are asked about where records are kept and
how participant confidentially is assured. A site visitor conducts selected chart

reviews to look at the following:
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a. informed consent and appropriate signatures;
b. complete data forms and questionnaires; and

Cc. source documents.

Protocol and Manuals

The following questions concerning study documentation should be answered

during the course of the site visit.

1. Where is the MOP located in the clinic and do clinic staff have easy
access to it?

Do the Protocol and MOP have all the updates included?

3. What is the procedure for maintenance on equipment? Where are
the quality control logs documenting that equipment is checked at
appropriate intervals?

4. Where is the IRB approval document? Has the IRB been informed
of protocol changes?

5. A review of laboratory procedures and what OSHA regulations are
being followed.

6. A review and discussion of data reports provided by the
Administrative Coordinating Center, and exploration of any
concerns or questions that arise. Possible items for discussion
includes: data edits, missing/delinquent forms, missed visits and

protocol violations.

Preparation for the site visit is valuable to the staff. Preparation should include:

1. Distribution of the site visit guidelines to all staff;
2. An explanation of the goals of the site visit to all staff;
3. A review of compliance with the guidelines during staff

meetings prior to site visits; and

4. A self-evaluation of clinic strengths and weaknesses by each staff
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member in preparation for discussions with site visitor(s).

Post site-visit activities at the field center should include:

1. A staff meeting to debrief the field center staff regarding
information and issues related to the site visit;
Review of the written site visit report when available;

3. Goal setting and planning based on site visit
recommendations;
A written response from the PI to the Site Visit Team;
A follow-up progress report and discussion with the site visit team
approximately three months after the site visit.

24.4.2. Site Visits to Central Laboratories and Reading Centers

Site visits are also conducted periodically at the central laboratory and reading
centers. Site visit members include Administrative Coordinating Center staff, and
other LIFE investigators. Similarly, a periodic site visit of the Administrative

Coordinating Center is made by investigators and staff from other LIFE sites.

24.5. Physical Activity/Successful Aging Intervention

Quiality control across and within study field center is be achieved at several
different levels. All centers in LIFE utilize the same Physical Activity and Health
Education intervention. A set of manuals have been developed by LIFE and
approved by the Steering Committee. These include a participant manual for the
participants and an accompanying guide for the interventionists (see the exercise
interventionist’s manual and the health educator’'s manual). All centers use these
materials, which have been designed to be appropriate for individuals of different
backgrounds and educational levels. In addition, two counseling staff from each

site are centrally trained by the Interventions and Operations Committee and

Chapter 24 Revised 4/28/05 V.1.2 24-19



monitored to ensure they deliver the intervention as designed. (Details of the
lectures delivered during intervention training can be found in the appropriate
training manuals). These individuals are responsible for training other staff
members at their field centers who are to be involved in the intervention. Such
training involves the following: (a) a review of the study protocol, (b) peer-tutored
review of the lecture content presented during central training, (c) small group
exercises similar to those offered during central training to practice exercise
techniques and skills, and (d) the trainee’s observation of the senior

interventionist conducting several individual and group sessions.

To maintain the fidelity of the intervention, LIFE provides (a) strong initial and
follow-up training for intervention staff, (b) monthly monitoring of center and
participant behavior via a computerized tracking system, (c) Lifestyle Resource
Core generated monthly contacts with each clinic concerning potential problems
that may exist for specific groups or individuals in the LIFE intervention, and (d)

site visits when required.

Central training is provided for intervention staff at the start of the study and
onsite updates are provided on an annual basis. These training/review sessions
contribute significantly to the quality of data by providing an opportunity for
learning/updating intervention and data collection skills, recruiting skills,
addressing specific problems related to adherence, and promoting study
camaraderie. Since the need for replacement training is difficult to predict, the
scheduling of these sessions are done on an ad hoc basis. Interventionists are
asked to confirm in writing that they have read and are fully conversant with the
training materials and study procedures.

Field centers are provided with adherence and retention strategies and are
encouraged to tailor these to the needs of their participants (based on factors
such as ethnicity and geographical region) and to regularly monitor their
performance. To monitor these variables, we have developed a computerized

intervention tracking system to increase adherence by the interventionists to the
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study protocol. Elements of the LIFE computerized tracking system include
demographic data on each participant, attendance records for both individual and
group sessions, and exercise training parameters. Data are entered on each
participant on a weekly basis and downloaded to the Administrative Coordinating
Center. Data are used to generate monthly reports by the Administrative
Coordinating Center for the Lifestyle Resource Core that are responsible for

intervention fidelity. These reports include, but are not limited to the following:

e The average number of minutes of weekly physical activity for each
participant. The distance covered during the onsite walking sessions, the
reported perceived exertion, the weight used during strength training
exercises. Average rates of attendance for the individual and group
sessions for each field center in the LIFE trial.

e Interventionists query participants deemed intervention dropouts (i.e.,
those who refuse to participate in any further intervention activities) as to
their reasons for discontinuing active participation. These reasons are
documented in the tracking system. Participants who have withdrawn from
the intervention are encouraged to remain active in follow-up data
collection (i.e., discontinue intervention activities but continue in follow-up
data collection). However, those individuals who elect to withdraw from
both aspects of study participation continue to be contacted by the

retention staff.

The Lifestyle Resource Core (LRC)

The Lifestyle Resource Core is responsible for the monthly monitoring of the
interventions study-wide and for contacting individual sites that are failing to meet
study goals. This core also serves as an expert panel for questions that may
arise on the part of the individual interventionists throughout the course of the
study. Members of this core are appointed by the steering committee in
conjunction with the Lifestyle committee of LIFE. Some of the tasks of the LRC

include: a) conducting conference calls on a monthly basis with region
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interventionist, b) reviewing monthly reports from the Administrative Coordinating

Center, c) responding to email inquiries from sites.
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Appendix A
Certification Forms
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LIFE Certification/Recertification
Short Physical Performance Battery (SPPB)

Name Staff ID

1. [ Attendance at LIFE training session or
Date

[] Local training by a staff member certified in the procedure.

Date Name of Trainer

Description of local training:

2. [] Become familiar with LIFE Study website

3. Required Reading

[] Chapter 1, Protocol

[] Chapter 4, General Procedures
[] Chapter 6, Screening

[] Chapter 8, Follow-up Visits

[] Chapter 16, Physical Measures
[] Chapter 24, Quality Control

[ ] Views Training CD-ROM entitled “Assessing Physical Performance in the Older
Patient

4. [] Conducts 3 assessments, records on the Short Physical Performance Battery
Form. Trainer uses and complete the SPPB Certification Checklist during
observation of the procedure.

5. [] Date of Certification

Signature of Program Coordinator & Date Signature of Principal Investigator & Date
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LIFE Certification/Recertification Checklist
Short Physical Performance Battery

Technician Name Staff ID

During Procedure:

1. [] Ensures participant’s safety at all times.

Observes the Following Procedural Steps:

2. [] Assembles proper materials and equipment:

26.

27.

28.

3
4
5
6
7
8
9
10
11.
12.
13
14
15
16
17

N A

]

Stopwatch, masking tape, 5 meter tape measure, script, score sheet, and
a straight-backed chair with a hard seat.

Properly sets up course layout for the gait speed test.

Greets participant and reviews procedures.

Ensures that participant is wearing proper footwear, i.e. not high heels.
Performs tests in their proper order.

Provides instructions exactly as they are written in the script.

Indicates location where SPPB was performed.

Properly demonstrates each maneuver.

Ensures that participant understands the instructions.

Scores each maneuver correctly.

Provides explanation when a specific maneuver is not attempted.
Positions participants correctly for each maneuver.

Positions himself/herself correctly for each maneuver.

For balance tests, stabilizes participant until feet are in correct position.

Times the balance tests correctly.

Properly determines whether cane or walker should be used for gait
speed test.

Instructs participant to walk at their usual pace.

Times the gait speed test correctly (first and second trials)

Indicates length of walking course.

Records whether walking aid was used.

Positions chair properly against wall.

Determines whether participant feels safe standing from chair.
Determines whether participant feels safe standing from chair with arms
folded.

Records whether participant was able to stand from chair without the use
of their arms.

Determines whether participant feels safe standing from chair five times
without using their arms.

Instructs participant that five chair stands should be done as quickly as
possible.

Times the repeated chair stand test correctly.
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29. [] Stops the repeated chair stand test properly, i.e. participant has to use
their arms, is unable to complete the test after one minute, or stops and
is unable to continue.

30. [] Correctly calculates summary score for balance tests

31. [] Correctly calculates composite score for SPPB.

Comments:

Observer: Date observed:
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LIFE Certification/Recertification
Seated Blood Pressure

Name Staff ID

1. [] Attendance at LIFE training session or
Date

[] Local training by a staff member certified in the procedure.

Date Name of Trainer

Description of local training:

2. [IBecome familiar LIFE Study website.

3. Required Reading

[] Chapter 1, Protocol

[] Chapter 4, General Procedures
[] Chapter 6, Screening

[] Chapter 8, Follow-up Visits

[] Chapter 16, Physical Measures
[] Chapter 24, Quality Control

4. []Conduct 3 blood pressures, record on the Blood Pressure, Radial Pulse &
Weight Form. Trainer uses and complete the Seated BP Certification Checklist
during observation of the procedure.

5. [] Date of Certification

Signature of Program Coordinator Date  Signature of Principal Investigator Date
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LIFE Certification/Recertification Checklist
Seated Blood Pressure

Name Staff ID
During Procedure:

1. [] Keeps participant warm, relaxed and comfortable
2. [] Discourages participant from talking except to voice discomfort or confusion
about instructions

Observes the Following Procedural Steps:

3. [JAssembles proper materials and equipment: standard mercury
sphygmomanometer, 4 cuff sizes, measuring tape, cosmetic marking pencil

4. []Greets participant and reviews purpose, time requirement and procedure.

5. []Seats participant in proper position- both feet flat on floor, right forearm
resting on table

6. [IDetermines appropriate cuff size by following protocol for measurement of
arm circumference. Measures length of arm from acromion to olecranon
process, marks midpoint on arm. Measures arm circumference at mid point
mark. Determines cuff size from MOP chart

7. [[JRecords arm circumference, cuff size and arm measured on data form

8. [IMeasures and records radial pulse

9. [] Places cuff properly with center of bladder over the brachial artery and cuff at
the level of participant's heart

10. []Palpates brachial artery and estimates MIP

11. []Confirms participant is relaxed and comfortable and reminds of the need to be
seated quietly for 5 minutes prior to the measurement

12. [ ]Observes the 5 minutes of relaxed sitting

13. []Obtains 2 blood pressure measures with a 30 second interval between end of

first reading and beginning of second reading

14. [ ]Records both BP readings correctly on the data forms

15. [_]JCommunicates appropriately with participant regarding a normal or an alert
BP

Comments:

Observer: Date Observed:
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LIFE Certification/Recertification
Weight, Height

Name Staff ID

1. [] Attendance at LIFE training session or
Date

[ ILocal training by a staff member certified in the procedure.

Date Name of Trainer

Description of local training:

2. [ Become familiar with LIFE Study website.

3. Required Reading

L]

Chapter 1, Protocol
[] Chapter 4, General Procedure
[] Chapter 6, Screening

[ ] Chapter 8, Follow-up Visits

[] Chapter 16, Physical Measures
[] Chapter 24, Quality Control

4. [] Conduct 3 sets of measures. Record on the Blood Pressure, Radial Pulse &
Weight form. Observer uses and complete the Weight and Height Certification
Checklist during observation of procedure.

5. [] Records height on the Height form. Observer uses and completes the Weight,
Height Certification Checklist during observation of procedure.

6. [_] Date of Certification

Signature of Program Coordinator Date

Signature of Principal Investigator Date
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LIFE Certification/Recertification Checklist
Weight, Height

Technician Name Staff ID

Observes the Following Procedural Steps:

1. [] Assembles proper materials and equipment:
Balance beam scale for weight; wall-mounted stadiometer or wall-
mounted ruler with level for height.
2. [] Greets participant and reviews procedure
3. [] Confirms participant is wearing light clothing, empty pockets and
shoes removed
5. [] Positions participant correctly on the scale - head erect, eyes
looking straight forward, stands still in middle of scale platform
5. [] Determines and records the weight to the nearest .1 kg on the study form
6. [] Articulates the requirements for Annual Commercial Calibration
7. [ For height, positions participant correctly and checks for kyphosis.
8. [] Determines and records the height to the nearest .1 cm on the study form
Comments:
Observer: Date Observed
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LIFE Certification/Recertification
Waist Circumference

Name Staff ID

1[] Attendance at LIFE training session or
Date

[ ILocal training by a staff member certified in the procedure.

Date Name of Trainer

Description of local training:

2 [ Become familiar with LIFE Study website.
3.[] View the Waist Circumference Training Video

4. Required Reading

Chapter 1, Protocol

Chapter 4, General Procedures
Chapter 6, Screening

Chapter 8, Follow-up Visits
Chapter 16, Physical Measures
Chapter 24, Quality Control

Oddgoggn

Conduct 3 sets of measures. Record on the Blood Pressure, Radial Pulse and
Weight form. Observer uses and completes the Waist Circumference
Certification Checklist during observation of procedure.

6 [ ] Date of Certification

Signature of Program Coordinator Date

Signature of Principal Investigator Date
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LIFE Certification/Recertification Checklist
Waist Circumference

Technician Name Staff ID

During procedure:

[] Ensures participant safety at all times

Observes the Following Procedural Steps:

1.

arowd

© N

[] Assembles proper materials and equipment:
Gulick Il Tape measure, washable marker

[] Greets participant and reviews procedure

[] Instructs participant to remove clothing from abdomen.

[] Positions participant properly: standing with feet together.

] Aligns the tape properly around the abdomen while articulating the
anatomical landmarks used. Determines the midpoint between the
highest point of the iliac crest and the lowest part of the costal margin in
the mid-axillary line. Marks the midpoint on both sides with washable
marker.

[ ] Reads the measurement next to the “zero line” and records the
measurement to the nearest 0.1 cm on the study form.

[] Demonstrates the procedure for determining the “calibration point.”

[] Repeats measurement. Compares measurements and obtains third
measurement if the first 2 measurements are not within 0.5 cm.

Comments:

Observer:

Date Observed
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LIFE Certification/Recertification
400 Meter Walk (400 MW)

Name Staff ID

1. [] Attendance at LIFE training session or
Date

] Local training by a staff member certified in the procedure.

Date Name of Trainer

Description of local training:

2. [] Become familiar with LIFE Study website.

3. Required Reading
[] Chapter 1, Protocol
[] Chapter 4, General Procedures
[] Chapter 6, Screening
[] Chapter 8, Follow-up Visits
[] Chapter 16, Physical Measures
[] Chapter 24, Quality Control
[] Views training Power Point presentation

4. [ ]Conducts 1 assessment, records on the 400 meter walk Form. Trainer uses
and completes the 400 meter walk Certification Checklist during observation of
the procedure.

5. [_] Date of Certification

Signature of Program Coordinator & Date  Signature of Principal Investigator & Date
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LIFE Certification/Recertification Checklist
400 M Walk

Technician Name Staff ID

During Procedure:
1. []Ensures participant’s safety at all times.

Observes the Following Procedural Steps:
2. [_]Assembles proper materials and equipment:
Stopwatch, traffic cones, Redi-measure wheel, 2 standard chairs, script, data

sheet.
3. [IProperly sets up course layout for the 400 M Walk test.
4. []Greets participant and reviews procedures.
5. [Ensures that participant is wearing proper footwear, i.e. not high heels.
6. [ ]Recites exclusion criteria for 400 M Walk.
7. [Provides instructions exactly as they are written in the script.
8. [Instructs participant to walk at his/her usual pace without overexerting

himself/herself.
9. []Properly demonstrates each maneuver.
10. [_]Ensures that participant understands the instructions.
11. [[JRecords data properly.
12. []Provides standard encouragement to participant.
13. [] Delivers key points from script clearly.
14. []Positions himself/herself correctly for the walk
15. [ JRecords the distance covered correctly
16. [_]Correctly records the time to completion or the time when participant stops.
17. [[]Correctly enters data on collection forms
18. [_]Correctly debriefs the participant.

Comments:

Observer: Date Observed:
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LIFE Certification/Recertification
Medication Inventory

Name Staff ID

1. [JAttendance at LIFE training session or
Date

[]Local training by a staff member certified in the procedure.

Date Name of Trainer

Description of local training:

2. [] Become familiar with LIFE Study website.

3. Required Reading

[] Chapter 1, Protocol

[] Chapter 4, General Procedures
[] Chapter 6, Screening

[] Chapter 8, Follow-up Visits

[] Chapter 24, Quality Control

[] Chapter 25, Interviewing

4. []Complete review of 3 sets of medications, record on the Medication Inventory
Form. Trainer uses and completes the Medication Inventory Certification
Checklist during observation of the procedure.

5. [] Date of Certification

Signature of Program Coordinator Date  Signature of Principal Investigator Date
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LIFE Certification/Recertification Checklist
Medication Inventory

Technician Name Staff ID

Observes the Following Procedural Steps:

1. [] Obtains proper form.

2. [] Greets participant and asks to see all prescription and over-the-counter
medications taken during the past two weeks.

3. [] Writes the name of each medication on a separate line.

4. [] For each prescription medication, accurately and completely transcribes the
name, strength, and units.

5. [] For each prescription medication, accurately indicates the formulation code,
and whether or not the container was actually seen.

6. [] For each non-prescription medication, accurately and completely transcribes
the name, strength, and units.

7. [ For each non-prescription medication, accurately indicates the formulation
code and whether or not the container was actually seen

8. [] If participant did not bring in all their medications, asks participant for a
medication list.

9. [ If participant did not bring in all their medications and a medication list is not
available, asks participant to recall all the prescription and nonprescription
medications that they have taken during the past two weeks.

Comments:
Observer: Date observed:
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LIFE Certification/Recertification
Grip Strength

Name Staff ID

1. [JAttendance at LIFE training session or
Date
[]Local training by a staff member certified in the procedure.

Date Name of Trainer

Description of local training:

2. [] Become familiar with LIFE Study website.

3. Required Reading
[] Chapter 1, Protocol
[] Chapter 4, General Procedures
[] Chapter 6, Screening
[] Chapter 8, Follow-up Visits
[ ] Chapter 16, Physical Measures
[] Chapter 24, Quality Control

4. []Conduct 3 sets of measures, record on Grip Strength Form. Trainer uses
and completes the Grip Strength Certification Checklist during observation of
the procedure.

5. [_] Date of Certification

Signature of Program Coordinator &Date  Signature of Principal Investigator & Date
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LIFE Certification/Recertification Checklist
Grip Strength

Name

Staff ID

Observes the Following Procedural Steps:

1.
2.
3

8.

9.

[]Assembles proper materials and equipment: Jaymar Handheld Dynamometer
[ IGreets participant and reviews procedure.

[IDetermines whether participant has had a current flare-up of pain in the

wrist or hand or any surgery on their hands or wrists in the past three months.
[|Determines whether participant is right- or left-handed.

[ ]Sets the dynamometer handgrip at position appropriate for participant.
Adjusts  position for a smaller or larger hand when necessary.

[_IChecks that arrow of dynamometer is set at ZERO.

[Positions participant’s arm properly on the table, with elbow bent, while seated
in a chair.

[lDemonstrates how to properly grip bars of dynamometer and squeeze

slowly and as hard as possible.

[_]Allows one practice try to familiarize participant with the feel of the instrument.

10. [_]Ensures that the bars are the right distance apart for a comfortable grip.
11. [ ]Shows dial to participant.

12. [_]Allows ten seconds of rest between trials on each hand.

13. [_JRecords each value to the nearest 2 kilograms.

14. [ ]Resets the arrow to zero after each reading.

Comments:

Observer: Date observed:
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LIFE Certification/Recertification
Blouse/Shirt Test

Name Staff ID

1. [JAttendance at LIFE training session or
Date

[Local training by a staff member certified in the procedure.

Date Name of Trainer

Description of local training:

2. [] Become familiar with LIFE Study website.

3. Required Reading

[] Chapter 1, Protocol

[] Chapter 4, General Procedures
[] Chapter 6, Screening

[] Chapter 8, Follow-up Visits

[] Chapter 16, Physical Measures
[] Chapter 24, Quality Control

4. []Conducts 3 assessments, records on the Blouse/Shirt Test form. Trainer uses
and completes the Blouse/Shirt Checklist during observation of the procedure.

5. [_]Date of Certification

Signature of Program Coordinator & Date Signature of Principal Investigator & Date
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LIFE Certification/Recertification Checklist
Blouse/Shirt Test

Name Staff ID
During Procedure:
1. [[]Ensures participant’s safety at all times.
Observes the Following Procedural Steps:
2. [_]Assembles proper materials and equipment:
Blouse for women [sizes medium (12), large (18), and extra-large (22)], Shirt
for men [sizes medium, large, extra large], and a stop watch.
3. [IGreets participant and reviews procedures.
4. []Provides instructions exactly as they are written in the script.
5. [Ensures that participant understands the instructions.
6. [IScores the test correctly.

7. [Positions himself/herself correctly for the task.

8. [ITimes the test correctly.

Comments:

Observer: Date observed:
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LIFE Certification/Recertification
Lateral Mobility Task Ancillary Study Testing (WFU Only)

Name Staff ID

1. []Attendance at LIFE training session or
Date
[Local training by a staff member certified in the procedure.

Date Name of Trainer

Description of local training:

2. [] Become familiar with LIFE Study website.

3. Required Reading

[] Chapter 1, Protocol

[] Chapter 4, General Procedures
[] Chapter 6, Screening

[] Chapter 8, Follow-up Visits

[ ] Chapter 16, Physical Measures
[] Chapter 24, Quality Control

4. []Conducts 3 assessments, record on the Lateral Mobility Task Ancillary Study
Testing Form. Trainer uses and completes the LATMOB Certification Checklist
during observation of the procedure.

5. [_]Date of Certification

Signature of Program Coordinator Date  Signature of Principal Investigator Date
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LIFE Certification/Recertification Checklist
Lateral Mobility Task Ancillary Study Testing (WFU Only)

Name Staff ID

During Procedure:
1. []Ensures participant’s safety at all times.
Observes the Following Procedural Steps:

2. [JAssembles proper materials and equipment:
Stopwatch, mat template, stands, crossbars, chair, step bench, script, score
sheet.

[IProperly sets up equipment layout for the LATMOB test.

[ |Greets participant and reviews procedures.

[_lEnsures that participant is wearing proper footwear, i.e. not high heels.

[_|Ensures participant is stable enough to perform task safely.

[IProvides instructions exactly as they are written in the script.

[lIndicates location where LATMOB was performed.

[IProperly demonstrates the task.

10 [_lEnsures that participant understands the instructions.

11. [ ]Allows participant one practice trial.

12. [ ]Allows participant another practice trial if needed.

13. []Positions participants correctly for each trial.

14. [ ]Positions himself/herself correctly for each trial. (i.e., stopwatch around neck,

remains in proximity to participant as they perform the task.)

15. []Clearly indicates when participant should begin task.

16. [_]Begins timing when left foot hits mat.

17. [[]Stops timing when right foot (or both feet if done simultaneously) are flat on

the step.

18. [] Has participant repeat task if not performed properly.

19. [[]Has participant repeat task if cross bar is displaced.

20. [_]Provides explanation when task is not attempted or cross bar displaced.

21. [Provides explanation if participant needed assistance over low bar.

22. [_]Comments/notes and data are clear and legible.

©COoNo O AW

Comments:

Observer: Date observed:
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LIFE Certification/Recertification
Blood Collection

Name Staff ID

1. []Attendance at LIFE training session or
Date

[ILocal training by a staff member certified in the procedure

Date Name of Trainer

Description of local training:

] Become familiar with LIFE Study website.

Required Reading

[] Chapter 1, Protocol

[] Chapter 4, General Procedures

[_IChapter 6, Screening

[] Chapter 8, Follow-up Visits

[] Chapter 13, Specimen Collection, Processing and Shipment
[] Chapter 24, Quality Control

4. [] Draw blood on 1 volunteer according to the LIFE procedure manual (Chapter
13).Completes Phlebotomy Certification Checklist. Follow all safety
recommendations, label all tubes correctly, draw tubes in correct order of priority,
and deliver blood to processing station (on ice for plasma and at room
temperature for serum).

[] Complete the Phlebotomy Form correctly.
[] Date of Certification

Signature of Program Coordinator & Date Signature of Principal Investigator & Date
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LIFE Certification/Recertification Checklist
Blood Collection

Name Staff ID
During the procedure:
1. [] Ensures participant’s safety at all times.

Observes the Following Procedural Steps:
2. [] Assembles proper materials and equipment:
Stopwatch, vacutainers, safety needles, alcohol pad, gauze, bandade, ice
bath
3. [] Covers safety questions on the Phlebotomy Form.
4. [] Explains to the participant that they will now draw a blood sample.
5. [] Performs venipuncture per proper technique, in the assigned tube order,
timing the procedure with a stopwatch.
6. [] Records the length of time the tourniquet was in place. Makes notation under
comment section of the Phlebotomy Form if the tourniquet was in place
longer than 180 seconds.
[] Places the appropriate tubes on ice after gentle mixing.
[] Inspects and provides a bandage to venipuncture site.
[] Makes a note to reschedule participant for a blood draw visit if they were not
fasting or had a difficult venipuncture.

© oo~

Comments:

Observer: Date Observed:
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LIFE Certification/Recertification
Blood Processing

Name Staff ID

1. [JAttendance at LIFE training session or
Date
[ILocal training by a staff member certified in the procedure

Date Name of Trainer

Description of local training:

] Become familiar with LIFE Study website.
Required Reading

[] Chapter 1, Protocol

[] Chapter 4, General Procedures

[_IChapter 6, Screening

[] Chapter 8, Follow-up Visits

[] Chapter 13, Specimen Collection, Processing and Shipment
[] Chapter 24, Quality Control

4. [] Process baseline blood samples from 1 volunteer according to the LIFE
procedure manual (Chapter 13). Completes Blood Processing checklist.

[ ]IComplete Blood Processing and Shipping Forms.

[1Send aliquoted, frozen samples along with appropriate forms to the Biological
Specimen Repository. Receive naotification from the Biological Specimen
Repository that specimens arrived in satisfactory condition.

7. [] Date of Certification

Signature of Program Coordinator & Date Signature of Principal Investigator & Date
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LIFE Certification/Recertification Checklist
Blood Processing

Name

Staff

During the procedure:

1.

[] Ensures blood samples are handled appropriately on ice or in a sample tube

Kryorack during processing.

Observes the Following Procedural Steps:

2.

8.

9.

[] Assembles proper materials and equipment:
Ice bath, Kryoracks for specimen tubes and cryovials, 15 cc conical tubes,
cryovials with purple, red, blue and green caps, transfer pipettes sharpes
containers for tube disposal, specimen labels.

[] Logs sample in on Life Study-Phlebotomy Log

[] Places EDTA purple top, Citrate blue top, and Heparin green top tubes in ice
bath or Kryorack for specimen tubes received into the processing area. Put
the two 10 ml red top tubes in a rack at room temperature and allow them to
clot for 30 minutes.

[] Labels all conical tubes and cryovials to be used in the specimen processing.

[] Follows all steps in the Life Study Blood Processing chart.

[] Places the cryovials into a 2” storage box and store in a -70°C freezer until
shipment.

[] Places the three 15 cc conical tubes (recapped) into a 2” study box (no
divider) and freeze at -20°C or -70°C until shipment.

[] Reviewed and understands shipping form and instructions.

10.[] Cleans processing area with 10% bleach or appropriate viral cleanser.

Stocks processing area for the next day. Records room and centrifuge
temperatures.

Comments:

Observer: Date Observed
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LIFE Certification/Recertification
Interviewing (HRQL & MMSE)

Name Staff ID

1. [] Attendance at LIFE training session or
Date
[] Local training by a staff member certified in the procedure.

Date Name of Trainer

Description of local training:

2. Required Reading

[_IChapter 1, Protocol
[_IChapter 4 General Procedures
[_IChapter 6, Screening
[_IChapter 8, Follow-up Visits
[_IChapter 24, Quality Control
[_IChapter 25, Interviewing

3. [[]Conducts interviews on one volunteer according to the description in Chapter 25.
This includes administering the HRQL and MMSE form. The interviews are
observed directly by the trainer.

4. [ ]Date of Certification

Signature of Trainer & Date Signature of Principal Investigator & Date

Chapter 24 Revised 4/28/05 V.1.2 24-47



LIFE Certification/Recertification Checklist
Interviewing (HRQL & MMSE)

Name Staff

Observes the Following Procedural Steps:

[_IProperly greets participant

[]Reads slowly in a natural conversational rhythm and in a normal tone of voice
[]Always reads the entire question before getting the participant’s response
[lIs aware of the participant’s facial expressions, e.g. puzzled, confused
[_]Asks every question

[IRepeats questions if it is answered inappropriately, but repeats it exactly as
written.

[]offers to reread a question if participants does not understand the question
[_]Asks questionnaire items in order and exactly as worded

[ICorrectly codes participant’s responses on the data collection forms

ourwNE
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Observer: Date Observed:
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LIFE Certification/Recertification

CHAMPS
Name Staff ID
1. [] Attendance at LIFE training session or
Date
[] Local training by a staff member certified in the procedure.
Date Name of Trainer
2. Required Reading
[_IChapter 1, Protocol
[_IChapter 4 General Procedures
[_IChapter 6, Screening
[_IChapter 8, Follow-up Visits
[_IChapter 24, Quality Control
[IChapter 25, Interviewing
3. [IConducts practice interviews on 3-5 older volunteers and then conducts a final

4. [ ]Date of Certification

interview while being evaluated by the designated site investigator. The site
investigator must complete the LIFE certification/recertification checklist for
CHAMPS on the interviewer being certified.

Signature of Trainer & Date Signature of Principal Investigator & Date
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LIFE Certification/Recertification Checklist
CHAMPS

Name Staff

Observes the Following Procedural Steps:

1. [[JRead required material

2. [Is knowledgeable about MET capacity and MET demands of the activities in the
CHAMPS Questionnaire

3. [Is not judgmental in relation to participant responses

4. [Is not biased in asking questions

5. [Is accurate in his/her determination of the frequency spent in various physical

activities on a weekly basis

[_IDemonstrates skill in probing time spent in various activities

[Is effective in discriminating between single and multiple bouts of physical activity

[IDoes not give credit for single activity in two different categories

© N

Observer: Date Observed:

Chapter 24 Revised 4/28/05 V.1.2 24-50



LIFE Certification/Recertification
Data Entry

Name Staff ID

1. [] Attendance at LIFE training session or
Date

[] Local training by a staff member certified in the procedure.

Date Name of Trainer

Description of local training:

2. [IBecome familiar with LIFE Study website.

3. Required Reading
[] Chapter 1, Protocol
[] Chapter 4, General Procedures
[] Chapter 7, Randomization
[] Chapter 23, Data Management
[] Chapter 24, Quality Control
[] Chapter 26, Study Organization and Policies

3. []Enter information to and print participant labels using label application. Assign
acrostic to participant. Complete entry of 3 sets data entry forms: Telephone
Screener, MMSE, and SPPB. Trainer uses and completes the Data Entry
Certification Checklist during observation of the procedure. The program verifies
data entered.

4. Data verified by (Program Coordinator):

5. Date of Certification

Signature of Program Coordinator Date  Signature of Principal Investigator Date
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LIFE Certification/Recertification Checklist
Data Entry

Name Staff ID

Observes the Following Procedural Steps:
1. [] Obtains telephone screener and enters data into label application.
2. [] Correctly prints labels for participant entered.

Correctly assigns acrostic for participant.

Interview, MMSE, and SPPB.

-4
4. [] Opens data entry application on website and enters Telephone Screening
. ] Files completed forms as required by site.

-4

Verified data entered.

Comments:

Observer: Date Observed:
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LIFE Certification/Recertification
Behavioral Run-In Administration and Assessment

Name Staff ID

1. []Attendance at LIFE training session or

Date
[] Local training by a staff member certified in the procedure.

Date Name of Trainer

Description of local training:

2. [IBecome familiar with LIFE Study website.

3. Required Reading
[] Chapter 1, Protocol
[] Chapter 6, Behavioral Run-In

[] Chapter 25, Interviewing
3. The person conducting the behavioral run-in must either be a behavioral scientist or

an interventionist that has been trained by a behavioral scientist to conduct run-ins.
Please check one of the following:

[ ] Behavioral Scientist
[ ] Interventionist trained by a behavioral scientist for the behavioral run-In

4. By checking the boxes below, | acknowledge that | will perform the following
assurances while conducting the behavioral run-in:

[ ] at least 6 of the 7 days have been recorded,
[] daily data on fruits/vegetables (consumed or not consumed) is present,
[] daily data on physical activity (performed or not performed) is present,

[] participant recognizes that record keeping may be a part of the study and that

he/she is willing to perform these type of assignments for the duration of the
study,

[] reaffirmation that the participant is willing to accept assignment to either
treatment arm.

5. [] Date of Certification

Signature of Program Coordinator & Date Signature of Principal Investigator & Date
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LIFE Certification/Recertification
Physical Activity Intervention Specialist

Name Staff ID

1. [JAttendance at LIFE training session or
Date

[Local training by a staff member certified in the procedure.

Date Name of Trainer

Description of local training:

2. [IBecome familiar with LIFE Study website.

3. Required Reading
[] Chapter 1, Protocol
Chapter 4, General Procedures

L]

[ ] Chapter 8, Follow-up Visits
[] Chapter 10, Physical Activity and Successful Aging Education Intervention
[ ] Chapter 21, Safety Management
[] Chapter 22, Adverse Events
[] Chapter 24, Quality Control
[] Appendix D, Exercise Interventionist’s Training Guide
4. []

Date of Certification

Signature of Program Coordinator & Date Signature of Principal Investigator & Date
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LIFE Certification/Recertification Checklist
Physical Activity Intervention Specialist

Name

Staff ID

During Procedure:

1.

[_lEnsures participant’s safety at all times.

Observes the Following Procedural Steps:

2.

7.
8.

9.

[IProperly greets and orients new participant to exercise program

[JFamiliar with exercise training form and log

[_]can complete baseline assessment of vital signs, RPE instructions, and
pedometer use

[_]Records walking data appropriately and monitors participant

[ISuccessfully obtains post-walking vital signs and completes all forms
completely

[lInstructs flexibility exercises appropriately

[_]can properly instruct and supervise resistance training, records weights and
RPE for each exercise

[_]Administers balance training appropriately

10. [JLogs all attendance sheets and missed forms appropriately
11. [_JFamiliar with Field Center emergency procedures and reporting of all Events
12. [ ]Can adequately review “home-based participant log” and inform the participant

Behavioral, Group, and Counseling Skills

1. []Can effectively lead and manage a behavioral group session
2. [IDemonstrates competence in initial contact and telephone contact counseling
3. [IDemonstrates appropriate basic counseling skills
Data Entry
1. []Physical Activity Session form
Comments:
Observer: Date Observed:
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LIFE Certification/Recertification
Successful Aging Workshop Leader / Intervention Specialist

Name Staff ID

1. [JAttendance at LIFE training session or
Date

[Local training by a staff member certified in the procedure.

Date Name of Trainer

Description of local training:

2. [IBecome familiar with LIFE Study website.

3. Required Reading
[] Chapter 1, Protocol
Chapter 4, General Procedures
Chapter 8, Follow-up Visits
Chapter 9, Retention Activities
Chapter 10, Physical Exercise and Health Education Intervention
Chapter 21, Safety Management
Chapter 22, Adverse Events
Chapter 24, Quality Control
Appendix E, Workshop Interventionist’s Training Guide

Dooodood

4. [ ]Date of Certification

Signature of Program Coordinator & Date Signature of Principal Investigator & Date
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LIFE Certification/Recertification Checklist
Successful Aging Workshop Leader / Intervention Specialist

Name Staff ID
During Procedure:

1. []Ensures participant’s safety at all times.

Observes the Following Procedural Steps:

[IProperly greets and orients new participants to the workshops

[ JFamiliar with workshop MOP, protocols and forms

[lInstructs upper extremity stretching exercises appropriately

[lDemonstrates working knowledge of workshop scheduling procedures (i.e.,
when calendar schedule should be finalized, when presentations should be
confirmed, when participants should be informed of class schedule)

6. [IDemonstrates proficiency in developing workshop series (i.e., can draft initial
schedule, create list of contacts & activity ideas, etc.).

[IDemonstrates proficiency in executing scheduled telephone contacts.

[ICreates and presents a minimum of one workshop class with original
presentation content, handouts and activities (can be waived if classroom
instruction was performed in previous work role and has been observed by
site coordinators.)

9. [Logs all attendance sheets and missed forms appropriately

10. [_JFamiliar with Field Center emergency procedures and reporting of all Events

arwn

© N

Observer: Date Observed:
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LIFE Certification/Recertification
Program Coordinator

Name Staff ID

1. [JAttendance at LIFE training session or
Date

[Local training by a staff member certified in the procedure.

Date Name of Trainer

Description of local training:

2. [IBecome familiar with LIFE Study website.

3. Required Reading
[ ] Protocol
[] MOP
[] Complete site specific information in Program Coordinator Training Guide

[] Demonstrate knowledge of NIA clinical trial guidelines and management of
clinical research operations

4. [ ]Date of Certification

Signature of ACC Trainer & Date Signature of Principal Investigator & Date
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LIFE Certification/Recertification Checklist
Program Coordinator

Name

Before Training

1.

[lCompletes all information in the Program Coordinator Training Guide

Observes the Following :

2.

7.
8.

9.

[] Meets with the ACC trainer to review the information in the Program
Coordinator Guide

[] Demonstrates working knowledge of the MOP, protocols and forms
[] Demonstrates knowledge of IRB regulations and requirements

[IDemonstrates working knowledge of site operational procedures (i.e.,

participant tracking system, assessment calendar schedule, equipment
maintenance, ordering supplies, intervention site and schedule, etc.
[IDemonstrates working knowledge of screening procedures and site
recruitment plan and methods

[lDemonstrates knowledge of staff masking requirements

[ IDemonstrates knowledge of randomization procedures and reporting
requirements for protocol deviations and violations

[_] Demonstrates knowledge of data entry procedures

10. [_JFamiliar with Field Center emergency procedures and reporting of all Events

Observer: Date Observed:
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Appendix C

Program Coordinator
Training Guide
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Program Coordinator Training Guide

Site:

Site ID:
Staff:

Principal Investigator:

Date:

Program Coordinator:

Recruitment Coordinator:

Medical Safety
Officer:

MD/Study
Physician:

Phlebotomist (s)

Interventionists: Successful Aging:

Physical Activity:

Other Staff:

Name
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1. Suggested Meetings
These meetings should already be in place or should be scheduled within the
first week.

General Staff (weekly)
Attendees: PC, screening staff, phlebotomist, medical safety officer,
assessor, interventionists, PI (if available)

Meeting time/day:

Usual Attendees:

e This meeting should focus on the status of current clinic operations
(i.e., is your clinic currently screening? randomizing?); pay special
attention to screening/randomization windows.

Notes:

Recruitment (conduct as needed)
Attendees: PC, RC, PI

Usual Attendees:

. Your initial recruitment meeting should educate you on where your
clinic is at in terms of recruitment (numbers).

. What forms of advertising are currently in effect?

. What are the procedures for orientations (staffing, materials)?

o How many participants are currently awaiting orientation or are in
the screening process?

o How does your clinic follow up on ineligibles and re-screens? Is

this handled by phone call and/or letter?
Notes:
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Phlebotomy (conduct as needed)
Attendees: PC, phlebotomist

o Review the responsibilities of your phlebotomist
o Who handles specimen processing and shipping?
o Does your phlebotomist maintain all blood

processing supplies with the central laboratory?

Notes:

2. Clinic Operations

Screening

- ldentify which staff are involved in screening visits; how and when is the
data that is collected (including the pre-screen) data entered?

- Who handles scheduling and re-scheduling?

- Become familiar with the space in your clinic where various measures
are carried out.

- Do you have a protocol for when a participant has high blood pressure
or scores high on CES-D and low on the MMSE?

Notes:

Randomization

- Who randomizes participants at your center?

- When do you administer the pre-randomization review?
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- Who insures that the eligibility form is entered prior to
randomization?

- Who delivers the randomization instructions

- Remember: when randomizing, don’t forget to print the screen
that tells the randomization status!

- Is a confirmation letter sent out to participants after
randomization reminding participants of the date and time of
their first intervention visit?

Notes:

Semi Annuals

- Who schedules participants for their semi annual visits?

- How are participants paid their honorarium?

- Is there a good system for data entry?

Notes:

Data Management

- Where are participants charts located?

- Who is responsible for filing source documents?
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- Is there a quality control procedure for the data in the charts to
insure completeness and
accuracy?

- Is their a data “manager” who can oversee data entry and
timeliness?

- Become familiar with the forms that are currently in use; know
where master copies are kept and who manages the upkeep of
current forms.

- Who insures that the appropriate version of forms is always in
use? Are copies always available and does staff know where
they are located?

- Review the flow of forms (i.e., how do all source documents
arrive in a chart when some are handled by intervention, nurse,
phlebotomist, screening staff, etc.?)

Notes:

Equipment/Supplies

- Review your clinic’s procedures for equipment calibration
- Who manages supplies?
- Exam table paper

-  ECG paper
Participant snacks
Run-in diaries

- Forms, binders
- Locate the LIFE incentive items

- Is there an inventory list? Tracking system for what is given

out and when?

Chapter 24 Revised 4/28/05 V.1.2 24-65



3.

Iltems for Independent Training

Complete any certification that may be required
with your IRB
- Become familiar with your own IRB procedures
(i.e., when does your IRB meet to review changes to protocol?)
- Locate the institutional forms on which changes to protocol
should be submitted.

Notes:

- Where are current copies of consents kept? Who insures that
approvals from IRB are received?

Adverse Event Reporting

- Insure that all staff are aware of what events should be
classified as “adverse” (your IRB may require submission of
certain events that LIFE does not, and vice versa).

- Who submits adverse events to IRB?

- Who enters adverse events in the LIFE web-based data entry
system? Who data enters the event into the LIFE database?

- Who insures “approval”’ from IRB?

- Where are these forms filed?

Staff Certifications

- Review current staff certifications; is the LIFE website up to
date?

- Is there a staff person in charge of overseeing certifications?

- How does your clinic staff stay current and prevent
expirations?

- Where are the hard copy certification forms located? Are PC/PI
sign-offs up to date?
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o Committee Involvement
- Is the PC a member of any committees?

- What are his/her responsibilities?

. LIFE Website
- Become familiar with the LIFE website; make sure you have
access to what you need
- Become familiar with all of the reports that are available to you;
these reports can be useful in helping you to determine how
your clinic is doing.

o Sub-Studies
- Which sub-studies are being conducted at your site?

- Who coordinates the sub-studies?

- How are you informed of activities and issues?

- Who handles IRB issues related to sub-studies (updating
consents, submitting AE’s, etc.)

Suggested Databases

Your clinic may want to consider establishing some of the following
databases and files to help with clinic flow:

e Participant Tracking Log: this is a database containing the name of
anyone who fills out a pre-screen; you may want to include columns
such as work and home phone number, DOB, address, and eligibility
status; this database helps determine the number of participants your
clinic needs to screen before starting a group.
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Randomization Databases: you may want to include columns such as
address, PID, acrostic, phone numbers, date of randomization, and
randomization status; since this is a good place to keep patient
addresses current, you may want to mask the column listing
randomization status (in case blinded staff have access)

Medical Mailings: This database would list the names, addresses, and
phone numbers of participants’ primary care doctors; this database can
be used to document that patient results are sent at appropriate times.
Outcomes Tracking: Keep a separate outcomes database for
participants; columns should include the window in which the measure
should be completed and a notes column for any special comments
about the patient.

Recruitment Activity Database

Labels (names and addresses of participants)

Master LIFE Calendar: You may want to post a monthly calendar that
includes all meetings, group times for intervention and staff vacations.

Suqggested Letters

The following form letters may be helpful so that customized letters do not
need to be recreated for every occasion:

Participant Instruction Letters: These letters notify participants about
how to prepare for certain screening visits, randomization visit, and
semi annual f/u visit.

Ineligible Letters: These letters may follow a personal phone call to
notify the participants that they are ineligible due to age, physical
performance or health conditions; it is also helpful to have some sort of
“generic” ineligible letter.

Rescreen Letters: For temporary exclusion criteria.

Invitations: For first intervention group

Results Letters: For participants’ screening and annual results; for
doctors re: CES-D results

Outcomes: Letters that accompany questionnaires that are mailed out.
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Appendix D

Physical Activity Interventionist
Training Guide
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Physical Activity Interventionist Training Guide

Site:
Clinic ID:

Exercise Staff:

Name Primary Role

Required Reading

LIFE MOP

Chapter 1, Protocol

Chapter 4, General Procedures

Chapter 8, Follow-up Visits

Chapter 10, Physical Exercise and Health Education Intervention
Chapter 21, Safety Management

Chapter 22, Adverse Events

Chapter 24, Quality Control

Appendix D, Exercise Interventionist’s Training Guide

e Review Protocol
e Review MOP

Chapter 24 Revised 4/28/05 V.1.2

24-70



2. Suggested Meetings
These meetings should already be in place or should be scheduled within the
first week.
Intervention meeting (weekly)
Attendees: PC, Medical monitor, Intervention Staff, Recruiter, study MD, PI (if
available)

Meeting time/day:

Usual Attendees:

This meeting should focus on the status of current intervention operations (i.e.,
progress of the intervention groups); pay special attention to issues surrounding
delivery of the intervention, exercise training capacity, tracking attendance and
compliance with the intervention.

Notes:

How (and where) are visits scheduled? Which staff person schedules the visits?
Who insures that participants are attending all required visits?

How are adverse events/side effects handled?

Notes:

. Field Center Operations

Exercise facility

Identify which staff are involved in exercise training; how and when is the training
data that is collected (including the participant logs) data entered?
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Are the behavioral sessions being scheduled properly?

Become familiar with the space in your clinic where the exercise and “successful
aging” interventions are carried out.

Are there adequate steps taken to minimize contamination of the control group?

Notes:

Are steps taken to ensure blinding of the assessment group from the intervention
randomization?

Who is responsible for scheduling exercise sessions and reviewing attendance
and compliance with the intervention?

Notes:

Data Management

Where are participants exercise training forms located?

Who is responsible for filing source documents?

Who is responsible for reviewing the “Participant Logs”?
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Who is responsible for ensuring the return of “Participant Logs”

Who is responsible for the monthly behavioral telephone calls?

Is there a quality control procedure for the data in the charts to insure
completeness and accuracy?

Is their a data “manager” who can review data entry and
timeliness?

Become familiar with the training forms that are currently in use; know where
master copies are kept and who manages the upkeep of current forms.

Who insures that the appropriate version of forms is always in use? Are copies
always available and does staff know where they are
located?

Notes:

Equipment/Supplies

Review your clinic’s procedures for maintaining exercise equipment

Who manages supplies?

Pedometers
Sphygmomanometers
Stethoscopes
Stopwatches

Training logs

Training forms

Ankle Weights
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3. Iltems for Independent Training

Complete any certification that may be required
Are all intervention staff familiar with all emergency procedures

Have all staff completed Basic Life Support Training

Have all intervention staff completed the LIFE exercise interventionist certification
and re-certification training.

Notes:

Are all staff familiar with the LIFE exercise training protocol and trained in
delivering and monitoring the exercise intervention with the participants.

Notes:

Are all behavioral staff familiar with the LIFE behavioral intervention protocol and
trained in delivering the behavioral classes.

Notes:

Adverse Event Reporting

Insure that all intervention staff are aware of what events should be classified as
“adverse” (your IRB may require submission of certain events that LIFE does not,
and vice versa).

Who submits adverse events to IRB?

Who submits adverse events to CoC? Who data enters the event into the LIFE
database?

Many AE’s have an accompanying intervention modification form; this should be
obtained by the interventionists and then data entered.
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Are intervention staff familiar with the intervention modification form and how it is
to be completed?

Where are these forms filed?

Staff Certifications
Review current intervention staff certifications; is the LIFE website up to date?

How does your clinic staff stay current and prevent
expirations?

Where are the hard copy certification forms located? Are PC/PI sign-offs up to
date?

Suggested Databases

The intervention staff interfaces and accesses the following databases:
Participant Tracking System: this is a database containing the data obtained
from intervention visits, study milestones, attendance and compliance tracking,
some demographic information.

Medical Mailings: This database has the names, addresses, and phone numbers
of participants’ primary care doctors; this database can be used to document that
patient results are sent at appropriate times.

Suqggested Letters

The following form letters may be helpful so that customized letters do not need
to be recreated for every occasion:

Participant Instruction Letters: These letters describes the process to report any
abnormal physical signs and symptoms to the intervention and provides staff
contact information.
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Appendix E

Successful Aging Workshop Leader
Training Guide
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Successful Aging Workshop Leader
Training Guide

Site:

Clinic ID:
Staff:

Workshop Leader:

Workshop Assistant:

LIFE Program Coordinator:

Direct Supervisor for Workshop Leader:

Items for Independent Training at Field Centers

0O Review MOP

O Review Protocol Forms

O Assess potential classroom/meeting space and A/V equipment (see
suggested items in MOP: Workshop Format)

0O Develop initial interest list of Workshop Topics & presenters

0O Complete any certification that may be required with your institution and IRB
(e.g., HIPAA, health and safety)

0O Review Adverse Event Reporting: Insure that all staff are aware of what
events should be classified as “adverse” (your IRB may require submission of
certain events that LIFE does not, and vice versa).

O LIFE Website
Become familiar with the LIFE website; make sure you have access to what
you need (i.e., intervention, etc.)

Suggested Meetings at Field Centers

O Screening/Randomization staff: The Workshop Leader should meet with the
staffers who explain the content of the interventions to prospective
participants to ensure they have a full understanding of the Workshops and
can properly explain/describe it.

O Program Coordinator/Workshop Aide: The Workshop Leader should meet
with these staffers on a regular basis to discuss items related to the general
operation of the condition (workshop calendar, scheduling difficulties,
participant issues, space or equipment needs, etc).
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Data You Need to access to operate the Workshops at Field Centers:
Review with your site the systems in place to record and access the following
data.

O
O

Participant Contact Information: Name, phone numbers, DOB, address.
Randomization Information: Study ID of participants actually randomized,
date of randomization, and randomization outcome (i.e., which condition).
Mailings: This database should track the date and content of mailed
materials sent to participants pertaining to the workshop condition (i.e.,
calendar schedules and project newsletters).

Workshop Attendance/ Adherence Tracking: Keep up-to-date information on
participant attendance at workshops & executed telephone contacts.

Master LIFE Calendar: A monthly calendar that includes all meetings,
recruitment and screening activities, intervention contacts, assessments and
staff vacations helps keep the Workshop operations coordinated with other
study activities.

CENTRALIZED TRAINING ACTIVITIES

oooooge

O

Conduct of the Successful Aging Workshops (see Workshop MOP).
Review class format, class time breakdown, resources required.
Review guidelines for timing and scheduling of workshop topics.
Clarify/confirm criteria for class presenters/speakers.
Review timeline for scheduling guest speakers.
Review forms and sample letters for guest speaker contacts.
Confirm workshop topics (i.e., allowable vs. unallowable topics, potential for
contamination)
Review & practice Upper Extremity Stretching Protocol

o Certification on performance

Additional Intervention contacts with Participants
Review & practice protocol for Post-Randomization session

o Rehearse with “Description and Expectations” Form
Telephone Contacts (TONE)

o Review script and protocol guidelines
Post-Intervention DeBriefing Session

o Review/rehearse protocol

o Determine post-intervention options for participants

Participant Mailings
Review suggested mailings (newsletters, calendar schedules)
Review/clarify appropriateness of content, format, frequency of mailing

Participant Safety
Review MOP Chapter 22 for guidelines
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