

































































2.5.5.3. Local Monitoring of Recruitment Activities

The Recruitment Coordinator prepares recruitment reports for presentation at weekly
meetings with the Principal Investigator, Project Director, and other LIFE staff. These
reports include a visual display of current recruitment numbers contrasted with targeted
recruitment goals. Data are presented by ethnicity, gender, and EPESE score. These
reports also present recruitment yields by recruitment strategy. For example, we are
able to track which recruitment strategy (e.g., newspaper ad, radio ad, community
presentation, etc.) results in the greatest yield of Latinos, men, women, and individuals
with lower EPESE scores. These data prove invaluable as the LIFE team addresses
recruitment issues that may arise.

2.5.5.4. Problem Solving Recruitment Issues

Weekly and monthly recruitment goals are set (e.g., # screened, # eligible, #
randomized) to keep the site focused on achieving short- and long-term recruitment
objectives. Staff meet weekly to review recruitment tracking reports and current
progress towards recruitment goals. Strategies are adjusted on an ongoing basis (e.g.,
increase frequency of mass mailings, shift in time or location of media advertising) to
stimulate improvement in recruitment responses.

2.5.5.5. IRB Requirements for Oversight of Recruitment Issues

All recruitment materials developed for the LIFE study are submitted to the Stanford IRB
for approval (i.e., letters, brochures, media advertisements). The Stanford University
Research Compliance Office has specific guidelines on appropriate language for
recruitment material.

2.5.5.6. Training of Local Staff Regarding Recruitment Activities

The Project Director and/or other staff attend centralized training sessions for screening
of potential participants. These staff are responsible for training local staff on protocol
issues related to recruitment for the LIFE study. Stanford has a dedicated Recruitment
Coordinator who is responsible for developing recruitment strategies and developing
rapport with local community agencies/groups in order to disseminate information about
the LIFE study and reach diverse populations, and for monitoring the screening
activities of staff at the Stanford site.

2.5.6. Tufts University
2.5.6.1. Recruitment Strategies
Two hundred subjects will be recruited over the course of 2.5 years and recruiting will
include a combination of techniques:
e Recruitment from our database which contains more than 50,000 names.
e Direct, age-targeted, mailings to seniors in the Boston metropolitan area.
e Advertising study through Harvard Coop Program on Aging which maintains a
database of seniors interested in participating in research studies.
e Radio ads on stations with older demographics (eg: WBZ 1030 Boston).
e Print ads in publications with older demographics.
e Advertising in church bulletins

2-23



e Presentations to local senior citizen centers, churches and health fairs.
e Tufts HNRCA, and other website listings.

2.5.6.2. Local Monitoring of Recruitment Activities

The Manager of Volunteer Services (__) monitors study activity on a daily

basis. In consultation with the study recruiter, they will make adjustments to recruitment
plans as needed.

2.5.6.3. Local Monitoring of Recruitment Yield and Problem Solving Recruitment
Issues

Weekly meetings are held with Volunteer, Dietary and Nursing Services to discuss
study recruitment, screening and admissions progress. Individual participants are
reviewed, as well as overall study progress in the above mentioned three areas.

2.5.6.4. IRB Requirements for Oversight of Recruitment Issues
All recruitment materials are reviewed and approved by the Tufts University IRB, and
must also be reapproved on a yearly basis during the annual continuing review process.

2.5.6.5. Training of Local Staff Regarding Recruitment Activities

In 2008 Volunteer Services at the HNRCA prescreened 4,562 potential subjects for 15
randomized clinical trials. Of these, 745 came into the Center for screening and 674
were admitted to protocols.

The department has operated continually sine 1983 and consists of 4 full time
employees: Manager, Recruiter, Screening Coordinator and Admitting Coordinator.
Telephone prescreening is conducted by part-time university students from several
universities in the Boston area. This flexible and highly qualified staff expands as
necessary depending on study requirements.

At present there are 4 students trained and available to work on all studies. These
interviewers are required to take an initial IRB training (CITI) and yearly updates. They
meet with the study coordinator before beginning a new study and work with the
Manager of Volunteer Services or the study recruiter at all times. Interviewers have
been trained in general phone interviewing procedures designed to reduce interviewer
bias and study specific procedures designed to identify qualified participants and
decrease the number screens done on site.

2.5.7. Wake Forest University

2.5.7.1. Recruitment Strategies

At Wake we identify 4 kinds of recruitment strategies: lead-based, population-based,
location-based, and relationship development. Lead-based recruitment means that
approaching people who have already identified themselves as being interested in
participating in research conducted at our facility. We already have a waiting list of
people potentially interested in the study to call, and also maintain a data base (VITAL)
that includes the names of community residents that have been screened for or
participated in other studies who have agreed to be approached. Population-based
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recruitment means less targeted appeals to mass-audience and includes: mass-
mailings, posters, billboards, TV and radio advertising. Location-based recruitment is
recruitment done at particular places where a large number of eligible participants are
likely to be found such as senior centers, physician offices and health fairs and the like.
Finally, relationship building refers to activities that are meant to raise awareness of the
study among people who might be potential gatekeepers for potential participants. This
would include contacts with physicians or presentations to administrators of facilities
catering the needs of the elderly.

We use all four approaches in recruiting for the LIFE study. We divide the recruitment
period into 4 intervals. The table below provides a general idea of the order in which we
roll out different strategies. We begin the recruitment using strategies that have been
successful for us in the past. Of course, this plan is adapted based on the success of
varying strategies at the other field centers. Also, we estimate it takes about a month to
judge the success of given strategies and another week to implement an alternative
strategy. Therefore, our local recruitment team discusses recruitment progress weekly
to measure our success and adapt accordingly.

Description of Planned Recruitment Strategies:

e Have numerous IRB approved ads. These ads can be used for flyers as well as
newspaper and TV. We monitor response and develop new ads as necessary.

e Place 1 3 x 5 W-S Journal Place Ad 1 on a Monday, Tues, and Wed to start
recruitment.

e Front page article in the VITAL newsletter in spring (Month 1-3). Reaches over 6200
people over 50 who are interested in research. Can put an ad in the Fall publication
as well.

e Place an ad in Infinity newsletter to run for next 5 years in a rotation. (The WFBMC
has approximately 31,000 inpatients a year, 260,000 outpatients a year, and 11,000
employees.)

e Place flyers around Medical Center, WFU, Wendy’s, Mt. Zion, local libraries, Best
Health, etc.

e Talks at Best Health, Calvary Baptist Church (Senior Group), Mt. Zion Senior Group
(African American Church).

e Events: Any event at the GRC represents the LIFE study. (Dixie Classic Fair Senior
Day, Brookridge Health Fair, etc)
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2.5.7.2. Timeline

Months Months | Months | Months
1-5 6-10 1115 16-20

SPPB Screening Visits Needed 40 per 40 per | 40 per | 40 per

(Assuming 4 SPPB’s to get 1 elig.) | month | month | month | month

Calls to our wait list (A) X

W-S Journal (B) XX XX

Vital Newsletter Spring & Fall (A) X X X X

Infinity newsletter (B) XX XX

Flyers (B) XX XX

Events (C,B) XXXX

Website (B) XX XX

Word of Mouth (A) XXXX

Targeted Mass Mailings (B) XX XX

TV (B) X X

Talks (At least monthly) (C,D) XXXX

Pepper referral process (A) XX XX

Doctor’s office recruiting (C) If If

Needed | Needed
Screenings at Senior Apartment X X X
Complexes (C)

A-Lead based

B-Population based
C-Location based
D-Relationship development

2.5.7.3. Local Monitoring of Recruitment Activities

The LIFE study data system is useful in tracking the recruitment process for those
participants who consent to phone screen. However, it is necessary for the clinics
themselves to develop a tracking system to monitor the effectiveness of various
recruitment strategies in generating contacts for the study. The reason this is
important, is that it helps to monitor whether the proper message is getting out. For
example, if a TV ad generates 100 calls, but only 1 of the callers is interested in the
doing the phone screen once hearing more about the study, it would be evident that the
message delivered was not appropriate and should be changed.

All recruiters at the Wake Forest Site are to maintain a contact log to record the
disposition of all contacts related to LIFE recruitment.

The elements collected are:
e Date of Contact
¢ Recruitment tool the contact is responding to
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¢ Whether the contact went on to the phone screen

e For those not going on to the phone screen, the recruiters attempt to ascertain
the contacts, gender, race, and reason for not wanting to continue in the
screening process.

These logs are tabulated weekly to provide information on the kinds of participants that
each recruitment tool is bringing in.

Once the phone consent is obtained, and the phone screen has been administered,
DMAQ Center helps us track the following items both weekly and cumulatively
throughout the recruitment period.

e Number of phone screens

e Number of phone screen’s eligible

e Number of SPPB’s assessments done
e Number of SPPB’s eligible

e Number of SV1 visits done

e Number of SV1’s eligible

e Number randomized

Using these counts we follow reports tracking the yields through the recruitment process
both overall and broken down by ethnicity, zip, age, recruitment source, and SPPB
score.

The recruitment goals require that there be approximately 45% of participants with
SPPB scores of 7 or below and 22.5% minority participation. We use the information
gathered in the first two months of the study to gauge approaches that are more
successful in recruiting participants matching the study profile.

2.5.7.4. Problem Solving Recruitment Issues
We plan to have weekly meetings with the Principal Investigator, Project Coordinator,
Recruitment Coordinator and staff to discuss recruitment and problem solve any issues.

2.5.7.5. IRB Requirements for Oversight of Recruitment Issues
All recruitment materials developed for the LIFE study are submitted to the Wake IRB
for approval. All fliers, ads, brochures will be IRB approved prior to use.

2.5.7.6. Training of Local Staff Regarding Recruitment Activities

All recruiters are trained LIFE coordinators. In addition to the regular LIFE training, all
staff involved in recruiting are required to do practice phone screens and screening
visits. The Project Director and/or other staff attending centralized training sessions are
responsible for training local staff on protocol issues related to recruitment for the LIFE
study. Wake has a dedicated Recruitment Coordinator who is responsible for
developing recruitment strategies and developing rapport with local community
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agencies/groups in order to disseminate information about the LIFE study and reach
diverse populations.

2.5.8. Yale University

2.5.8.1. Recruitment Strategies and Timeline

Sources of Recruitment:

e We plan to purchase commercial mailings lists from reputable commercial firms.

e We will pursue approval from the Connecticut VA Healthcare System for access to
their mailing list of veterans age 70-89

o We will approach large primary care practices with significant volume of older
patients and well as geriatricians throughout the region. We have successfully
recruited from in the past for access to patient rosters.

e We will contact area flu vaccine providers for permission to distribute flyers at their
flu clinics.

e Print ads in area newspapers, including the New Haven Register, Hartford Courant,
Connecticut Post, Shoreline Times

¢ Yale Office of Public Affairs will prepare a local press release

e Senior housing the region, including congregate housing, assisted living and public
and private age restricted housing developments.

e Senior center and clubs, retiree organizations

e Yale Program on Aging Community Advisory Board has been informed and will
continue to be updated on this study. They have made suggestions for outreach
targets.

Information to professionals

e Grand Rounds

e Targeted mailings to providers

e Targeted visits and correspondence with providers at VA, Yale, Hospital of St
Raphael, VNA

e Professional PowerPoint Presentation

e |dentify targets for outreach to health professional audiences — geriatricians, primary
care physicians, county medical associations.

Recruiting subjects

e Direct mailing of brochure and cover letter

e Print ads in local papers

e Radio ads

e Additional brochures at flu clinics, senior centers and senior housing, primary care
practices, and VNAs

e Talks to lay audiences such as the Knights of Columbus, Elks, and other fraternal
organizations.

e Develop a profile of New Haven County older persons (70-89) (Use American Fact-
finder) to identify where are they concentrated. E.g. The Bella Vista housing complex
in New Haven has 1,900 older residents in 5 high rise buildings. We have
successfully recruited there in the past.

e We all consider establishing a community research advisory board specifically for
LIFE for several reasons: to hear consumer perspective on recruitment effort, to
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involve key informants in the recruitment efforts, to assist in the identification of local
groups or focal points for contacts. 1 meeting a year. We could ask members of the
existing Program on Aging Community Advisory Board add professionals and aim
for geographic representation.

Recruitment flow

Study information is widely distributed as described above under the direction of Ms.
lannone.

Potential subject contact the study via phone, postcard, e-mail, walk-in, or walk up
after talks.

e s the initial screener, responding to phone calls, e-mails, post cards

and walk-ins. She introduces the study, obtains verbal consent for screening and
conducts the phone screen.

e has the schedule of the study nurse, _ as well as

knowledge of transportation resources of subjects. For eligible persons,
will arrange a time for screening visit, make sure transportation is available, and give
potential subjects instructions for preparation for the screening visit.

Informed consent
e have recruited hundreds of subjects to studies

and are well practiced in the process of informed consent, including the
determination of the person’s ability to give informed consent, reading the form and
answering questions, retaining a copy for the study files as well as giving the subject
a copy for his files. They will familiarize themselves with the LIFE FAQS.

2.5.8.2. Local Monitoring of Recruitment Activities

All members of the recruitment team will maintain a log of their activities, including
individuals or agencies contacted, type of contact and outcome. When potential
subjects are screened they will be asked how they heard abut the LIFE study and
methods of recruitment are documented by the each of the LIFE field centers.

The Yale Program on Aging has an outstanding record of retention of older persons
in research. Each subject is treated with great respect and care, calls are returned
promptly, time is taken to make arrangements for comfortable transportation,
subjects are met at the door, and staff conducts themselves with warmth and
professionalism. Follow-up calls are made in order to minimize losses to follow-up,
all contacts are documented and special notes (such as subject uses a walker, call
in evenings, etc) are made.

2.5.8.3. Problem Solving Recruitment Issues

Weekly meetings with Principal Investigator, Project Coordinator, Recruitment
Director and staff

Weekly recruitment staff meetings

Recruitment will be reviewed on a weekly basis to monitor response to advertising in
order to target resources as effectively as possible.

Once potential subjects contact us, all reasons for terminating the screening process
will be documented and reviewed to see whether any remedial action (such as
calling back with a more detailed answer to a question) is warranted. Staff is all
experienced in this type of documentation and close, case-by-case review.
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As soon as a person is deemed eligible for a screening visit, retention efforts will be
put in place, to track the progress of the case closely and to address problems as
soon as possible.

Staff will be advised of problem resolution in meetings or via e-mail and adjustments
to the local MOP.

2.5.8.4. IRB Requirements for Oversight of Recruitment Issues

All recruitment materials must be reviewed and approved by the Yale IRB (HIC).
Other IRBs, such as those area hospitals, will be approached, as necessary, for
approval to recruit through their clinics or media.

Amendments and annual renewals will be submitted as required by the various
IRBs.

Files will be kept of all IRB correspondence as well as copies of approved and
pending documents

2.5.8.5. Training of Local Staff Regarding Recruitment Activities
Personnel involved in recruitment

e chief recruiter

»  RAwill assist

e , Director of the Yale Program on Aging Field Core

The LIFE recruitment team at Yale is led by Lynne lannone who has extensive
experience with both direct subject recruitment and training recruitment staff to work
in a wide range of recruitment sites.

All staff working with participants complete the NIH requirements for insuring HIPAA
compliance and Human Subjects’ Protection.

The resources of the well established Yale Program on Aging Field Core are
available to assist with a large network of community contacts as well as decades of
recruitment experience and strategies.
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Appendix A
Example of Administrative Coordinating Center Recruitment

Tracking Report
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RECRUITMENT TRACKING REPORT
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Appendix B

Press Release

CONTACT: PR Department Rep here
telephone number here
e-mail address here

New Study Looks for Ways to Delay Disability in Older Adults
Name of Institution here one of eight research centers for study

City of Release here — As the life expectancy of Americans increases, learning how to

prevent or delay age-related physical disability has become a major health priority.
(name of local institution here) is one of eight centers in the country that will study

whether physical activity and other lifestyle changes can help older adults retain their
independence.

The Lifestyle Intervention and Independence for Elders (LIFE) study is funded by the
National Institute on Aging (NIA). The study will include 1,600 adults who are 70 to 89 years
old. It will especially target those who are having difficulty doing daily activities such as
walking, getting out of chairs or climbing stairs.

The LIFE study is also being conducted in 7 other sites across the country.

“Other studies have looked at pieces of the disability puzzle, such as seeing whether

increasing muscle strength affects the ability to walk further, said (name of local PI,

Institution). “But we want to answer the larger question: Does a program of activity or change in
lifestyle patterns prevent physical disability? Our goal is to find strategies that will help people
remain independent longer so they can live in their own homes and participate in the day-to-day
activities.”

Study participants will be randomly assigned to one of two health programs. One group
will attend classes and demonstrations promoting successful aging that will include topics like
nutrition, communicating with health-care professionals and foot care. The other group will
participate in moderate-intensity physical activity that includes aerobic, strength, balance and
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flexibility training. Participants will receive free health screenings every six months for the
duration of study.

“During the course of their lives about half of all persons age 65 years or older will
become so severely disabled as to need a nursing home admission,” said Marco Pahor, M.D.,
from the University of Florida in Gainesville, Florida, who will lead the study. “What we learn in
LIFE has the promise of benefiting a very large segment of the older population.”

The 8 centers are currently recruiting participants for the study that begins in March. For

more information, or to learn if you qualify, call (local recruitment telephone

number) or visit (study website).
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Appendix C

Recruitment
Manual
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Recruitment Overview

Field center recruitment is essential to the success of the LIFE study. The recruitment
teams start the enrollment pipeline and keep it going until target enroliment is reached.
The recruitment team ventures out into the communities to identify individuals. They
ensure that telephone screenings are done accurately to bring in eligible people. They
make sure the field centers conduct effective orientation sessions so that participants
make fully informed decisions. Without their work, telephone screeners would have no
one to interview, clinic assessors would not be able to collect data, and interventionists
would have no one in their classes. Without reaching our recruitment enroliment
targets, the study would not have sufficient power to detect meaningful differences in

the interventions being tested. The success of LIFE starts with recruitment.

The impact of recruitment on LIFE

The recruiters’ actions and decisions influence all parts of the study. The recruiter’s job
is not just to get people in the study, but to get the right people — people who fit the
criteria, understand & value the science behind the study, and are committed partners
for the length of the study, regardless of condition assignment. The recruiters need to
have a deep familiarity with all components of the study, all activities the participants
may be involved in, and the underlying scientific aims of the study in order to identify

the most appropriate and motivated candidates for participation.

Expectations
= Field Center recruitment teams are expected to reach target numbers on a

regular basis (weekly, monthly and quarterly).

= Field Center recruitment teams are expected to achieve diversity re: center-
specific minority participation (study wide target 22.5%)

= Field Center recruitment teams are expected to achieve target representation of
SPPB scores (at least 45% with SPPB scores of 7 or lower)

= Field Center recruitment teams are expected to monitor retention over time to

identify people at risk for drop-out or loss to follow-up.
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Recruitment Timelines

= Each Field Center has a 21 month recruitment period to enroll 200 participants

= Recruitment can begin as early as January 2010 but must conclude no later than
December 2011

= Field Centers have liberty to condense recruitment and finish enrolling
participants on a faster timeline, but should reach their target enrollment no later
than December 2011.

Recruitment Goals

= 200 participants at each field center = 1600 participants across all sites
= 9-10 participants enrolled per month will achieve 200 participants in 21 months
= At least 45% of enrollees will have SPPB scores of 7 or lower
= At least 22.5% of enrollees will represent minorities
= Ethnic minority status takes precedence over the SPPB score
0 minority participants in the pilot study had low SPPB scores compared to

non-minority participants
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Recruitment Goal-Setting Suggestions

Sites are encouraged to establish weekly and monthly targets to achieve their long-term recruitment goals. Tracking
yields from recruitment methods and monitoring return rates from one phase of recruitment to the next is crucial for
establishing feasible goals. For example, in the LIFE-Pilot, one field center had the following yields that they can use to

set their long-term goals for the Major Trial:

Field Center Yields from LIFE-Pilot Study

Recruitment Goals for LIFE-Major Study

Of Direct Mail pieces Sent, 2.5% responded to undergo Phone Screen 101,160 mailings to yield 2529 screens

Of those screened, 28% were eligible

2529 screens to yield 708 eligible

Of those eligible, 84% attended an Orientation

708 eligible to yield 595 in Orientation

*Eligible SPPB performed at orientation

Of those attending orientation, 42% were eligible for SV1/2* 595 in orientation to yield 250 for SV1/SV2

Of those attending SV1/2, 80% were randomized 250 SV1/SV2 to yield 200 randomized

Assuming 88 weeks of active recruitment (-1wk in Nov, -2wk in Dec), this site can set these weekly and monthly goals:

SAMPLE Weekly Goals

280-290 mailings per week

28-29 screens per week

8-9 eligible for orientation per week
6-7 attending orientation per week
2-3 scheduled for SV1/SV2 per week
2-3 randomized per week

SAMPLE Monthly Goals

1120-1160 mailings per month
112-116 screens per month

32-36 eligible for orientation per month
24-28 attending orientation per month
8-12 scheduled for SV1/SV2 per month
8-12 randomized per month

Less-than-expected recruitment yields and return rates will necessitate increasing goals along the way; this is why it is
essential to regularly calculate yields and return rates to determine if recruitment activities are resulting in large enough

volume at various stages of the pipeline.
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Tracking Recruitment

The Recruitment Pipeline — what is it?

The pipeline captures all of the essential phases in the recruitment process from

initial contact to randomization. The Recruitment team is charged with monitoring

activities at these different phases:

response to advertisement
- completion of telephone screen
- attendance at orientation/completion of SPPB
- attendance at SV1/SV2

- successful randomization

Field Centers are encouraged to develop their own tracking system to:

Monitor flow of participants through the entire enrollment pipeline

track response rates and yields from different recruitment methods

document the outcome of telephone screens (# eligible, reasons for
ineligibility)

document scheduling, attendance and outcomes for orientations and SV1/SV2

Track randomization and allocation to the 2 study conditions

Weekly monitoring at each site is encouraged to:

Track recruitment yields and return rates at each phase
Track reasons for ineligibility at each phase
Track various methods used for recruitment and yields by methods

Monitor goals re: SPPB targets and minority representation

The LIFE website will post up-to-date recruitment reports across sites

Reports of recruitment will be submitted regularly to DMAQC
Monthly DMAQC reports will be sent to
o Field Center Principal Investigators

o Field Center recruitment coordinator
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0 Recruitment Committee at large

Working with Media Outlets for Recruitment Advertising

Direct Mail

This method typically yields lower volume per piece distributed, but can be more
consistent and controllable as the field center determines the volume of mail sent
out and at what interval. Direct mail campaigns are relatively easy to do as you only
need an address list, mailing materials, and postage. Successful direct mail
campaigns require a reliable address list supplier and a trustworthy mail services
assembler/distributor.

Publicly available address lists are available through a variety of vendors. However,
the general public may not be aware that their addresses are commercially
available. As a courtesy to mail recipients, you may want to include information for
the DO NOT SOLICIT mail clearinghouse if the recipient wants to have his or her
name/address removed from the publicly available record. Note that only the
addressee (or next of kin if the addressee is deceased) is able to self-remove via the

clearninghouse; field centers can not do this for them.

If you want to be taken off as many national mailing lists as possible, contact the Direct
Marketing Association Mail Preference Service. You must re-register after three years.
To Register by mail, send a letter plus a $1 check or money order to:

Mail Preference Service

Direct Marketing Association

PO Box 643

Carmel, NY 10512

To Register online for free, visit https://www.dmachoice.org/dma/member/regist.action
To Register names of deceased, visit https://preference.the-dma.org/cgi/ddnc.php.

Newspaper
This media often yields high interest over a relatively short time frame. Newspapers

remain popular with older age groups and offers field centers the ability to tailor
advertisement placement to newspaper sections that appeal to different audiences
(e.g., health and wellness, sports, community). Newspapers typically charge rates

according to a combination of ad size, placement, and frequency. The per-ad cost is
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relatively expensive, but most newspapers will lower the per-ad price in return for
placing ads more frequently. The design of an attractive, informative ad that fits
within the field center’s space affordability can be a challenge. Inquire with your
newspaper sales representative to see if their art department can assist you with ad

design; many large-market newspapers offer this service at no cost.

Radio

This media has the same advantage as newspaper in that it often returns a high
yield over a short-time frame. Depending on the radio station, program and time of
day, radio ads can be the most expensive. They also have the drawback of giving
you limited time to communicate your message and contact information. However,
radio stations have extensive market research data and are often able to isolate the
specific time or program that will reach your targeted audience. Radio is
recommended if you want to make a “big splash” and you can identify a station and
program that has a high saturation into your target audience. Message simplicity

and repetition of contact information is the key to a successful radio ad.

In-person events

In person presentations, outreach events and health fairs are often the most time
consuming, least predictable methods for recruitment advertising. Depending on
the audience in attendance, the yield can be widely variable. However, in-person
presentations are often essential for relationship-building and extension into
communities where research institutions are not regular partners (i.e., for partnering

with hard to reach or under-represented segments of the population).
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Suggested questions to ask when working with different media outlets:

Direct Mail: For list suppliers, how often are addresses updated? How reliable are
the addresses? What is the pricing structure? (Some companies charge by the
1,000 of addresses, and add a surcharge for specific criteria such as age, zip code,
gender, race)

What is the policy for reusing an address list?

Newspaper/Radio: is a contract involved, and what are the terms? Can ads be
moved/rescheduled based on initial responses? Will hard copies of the published
paper be sent to the field center? Can the vendor help with artwork design or radio

script editing?

In-Person Events: what is the space availability or room setup? Is there A/V
equipment available? Who is expected to attend? What will people know about us
before we arrive? What other activities are going on at the same time that may
compete for attention? What kinds of presentations attract the biggest and most

interested crowds?
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Telephone Screening for Eligibility

The Phone Script below details important information for the recruiter to convey to
the prospective participant, including:

e Purpose of the screener and length of the call

e Detailed explanation of the study

e Obtain verbal consent to conduct telephone screen

Phone Script

Thank you for calling the University of X to find out more about the LIFE Study. My
name is [interviewer's name]. The goal of the LIFE Study is to find out how older people
can make changes in their lives that will help them to remain independent members of
their communities for a longer period of time. This study is for people 70 to 89 years of
age who would probably benefit most from the program, that is, people who do not
engage in regular physical activity. The study will last up to almost 4 years, and those
participating will be asked to join one of two groups: one group will get help to become
more physically active and the other group will attend a special educational program
that will provide information on good ways to stay healthy and independent, in addition
to stretching exercises. As part of the study, there will be a number of medical, physical,
memory, and mood tests. Would you be willing to come to an Information Session to
hear more about this study and if you are interested be screened at that time.

{if NO}: Thank you for your time. If you change your mind you can feel free to call me
back with any questions about the LIFE study.

{If YES}: Before enrolling you in the LIFE Study, we need to see if you qualify. What |
would like to do now is to ask you some questions about your health and medical
history to see if you can be in the study. This interview will take 15-20 minutes. You
may not feel like you want to answer some of the questions. If that is the case, just let
me know at that time. Your participation is completely voluntary and you do not have to
answer any questions if you do not want to. You should know that any information you
might share including your name and address will be kept strictly confidential and will
be kept under lock and key. If you are eligible and enrolled in The LIFE Study, you wiill
be compensated for your time. In addition, transportation will be provided to all study
visits if needed.

{If yes}: Proceed with Telephone Screener

Do | have your permission to ask you these questions?

{if NO}: Thank you for your time. If you change your mind you can call me back and
ask about the LIFE Study.

It is also imperative that the recruiter follows the Telephone Script and Screener
Protocol verbatim and does not deviate from the written questions. The Telephone
Screener provides scripted responses when answers would deem someone ineligible.

If someone answers a question non-traditionally, interviewers should seek

consultation from their recruitment director. If the question can't be resolved the
recruitment director should seek advice from the field center Project Director. It is
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also helpful to have these difficult situations brought up on Recruitment Committee
conference calls.

The Orientation Session

After people have been screened and deemed eligible on the Telephone Screener,
they should be invited to an in-person group Orientation session. The purpose of
the Orientation is to fully explain the science of the LIFE study, specify the activities
the participant would be expected to take part, and convey sufficient information
about the study and answer questions to secure truly informed consent to
participate.

LIFE Orientation Session Procedures

1. Scheduling for an orientation.

Field Centers should schedule Orientation sessions based on their needs. Some
centers may wish to have regular, fixed times (e.g., every Monday at 3pm), and
others may wish to schedule a variety of times that people can choose. Eligible
persons should be scheduled for an orientation session immediately after telephone
screening, if possible.

2. Prepare persons for orientation.
A reminder letter and supplementary material should be sent out prior to the session
to properly prepare the person.
One week before orientation session or at time of scheduling, send:

v’ Letter about the nature of the orientation (date, time, what to expect)

v' Directions to the location

v Parking permit (if necessary)
To ensure maximum attendance, initiate reminder calls the day before the
orientation.

3. The Day of Orientation.

On the day of the session, have the following materials ready:

v Folders to give to participants with:

a. Informed consents

b. LIFE fact sheet

c. LIFE hand out of slides shown in presentation
Snacks or drinks if necessary
Attendance list with names of those expected to be present
End-of-session materials (Interest sheet and SV1 packet)
Prepare staff who will be conducting the SPPB and CHAMPS interview
afterward.

ANANE NN

Shortly before the orientation session, set up the room with the following:
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Computer and projector with slide show
Food or drink, if offered
Attendance list
Participant Folders
End-of-session materials
o0 Interest sheet to document person’s decision to participate further or
not.
0 SV1 packet

When The Time Comes:

v

v
v
v

Greet attendees and check-off on attendance sheet, hand out folder of
materials

Give Orientation Presentation

Solicit questions at the end and provide answers

At conclusion, ask participants to complete the interest sheet and bring to the
presenters.

Immediately After Orientation:

v
v

v
v
v

For those no longer interested, thank them and escort out.

For those interested in continuing, obtain Short Consent for SPPB and
CHAMPS

Conduct SPPB

Administer CHAMPS Questionnaire

If eligible on SPPB and CHAMPS score <125, schedule SV1 (clinic)
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Sample Orientation Slide Show

Lifestyle Interventions and
Independence for Elders Study

Information Session
University of Pittsburgh Department of Epidemiology &
National Institute of Health/National Institute on Aging

Anne B. Newman, MD, MPH, Principal Investigator
Nancy W. Glynn, PhD, Site Director

The LIFE Study

* The LIFE Study is a multicenter
randomized clinical trial supported by the
National Institutes of Health.

— Partly funded through the American
Recovery and Reinvestment Act.

* Goal: To determine how older adults can make
changes in their lives that will allow them to
remain independent community members for a
longer period of time.
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Recruitment and Enrolilment

Enroll 1600 people from 8 field centers around
the US in order to compare two lifestyle
programs aimed at increasing independence.

— Seeking 200 participants in Pittsburgh. Recruitment
and enrollment from March 2010 through December
2011.

Study duration 1.9 — 3.5 yrs, average 2.7 yrs

The LIFE Study Field Centers

Stanford r’ Yale/
Pitt

Northwestern

WFU
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Lifestyle Programs

Physical Activity = Successful Aging

Structured Workshops

Content Exercise *Facilitated by Health
-Led by trained and Educators and expert guest

certified Exercise speakers
Physiologists - Disease prevention/treatment

Nutrition/eating for protection

Walking (center-based Keeping the mind active
and at home) Stress reduction/relaxation
Stretching Monitoring/managing
+Strength training symptoms
*Balance training - Sleep

-“Hot” and participant choice

topics

Upper body stretching routine

at each workshop

Lifestyle Programs

_ Physical Activity | Successful Aging

*60-75 min/class *60-75 min/class

Time
Commitment | .Attend 2 times/wk *Week 1-26: attend1/wk
throughout study

*Week 27-end: attend
1/mo, minimum but up to
2/mo

¢Increase home exercise
from 1-2 times/wk to 4-5
times/wk as study

progresses sInteractive assignments

*Phone contacts after

: .. *Phone contacts after
missed visits

missed visits
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Are YOUEligible?

» We are looking for adults who are:
— 70-89 years of age
— having difficulties with daily activities
— not involved in regular exercise

— willing to adhere to study requirements
(scheduled clinic visits & intervention
classes)

— WILLING to be RANDOMLY ASSIGNED to
EITHER intervention program!

What is Randomization and
Why is it so Important?

« Similar to the flip of a coin, only now we
use computers

« Every participant has an equal chance
of being placed into either program

* Randomization is the SCIENCE of
research — it prevents selection bias
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How Do YOU Benefit?

Health & medical screening exams — FREE!

— Study measurements include: ECG, physical exam, physical
function, blood and urine specimen collection, activity monitoring,
lung function, strength, memory, sleep

— You will receive results reports for many measures to share with
your doctor

Receive a small payment for your time and effort when
completing each clinic visit starting with the
randomization visit.

— Clinic visits occur every 6 months (last 1 to 3 hrs each)

— Compensation of up to $180

Consider your contribution to science.

Potential for a BETTER QUALITY OF LIFE through
behavior changes & increased health knowledge.

Expectations

We will...

* Treat you as a partner in our research

» Keep you informed and involved

» Maintain your privacy & confidentiality

» Make your experience enjoyable & positive

We want you to...
Carefully read informed consents
Be willing to be randomly assigned to either program

Participate as fully as possible in the program in
which you were randomly assigned

Complete all visits and paperwork in a timely manner
Communicate openly with staff & ask questions! &
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If You Choose to Continue...

» Carefully read the SCREENING
INFORMED CONSENT prior to
agreeing to participate in the screening
portion of this study.

» Complete the physical measurements
and physical activity questionnaire
offered immediately following this
session.

QUESTIONS?
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Improving Retention during the Recruitment Process

Recruitment is not just getting eligible people into the study. It involves getting
people who are committed and dedicated into the study. Ensuring long-term
involvement and retention is an on-going process throughout the course of the
recruitment pipeline.

= Spend as much time as is necessary to answer questions along the way;
participants should be helped to make fully informed decisions about
participation at each stage of the recruitment process.

= Show consistent enthusiasm for all aspects of the study — from orientation
sessions to clinic assessments to randomization. Participants can pick up on staff
attitudes and tones about different parts of the study — if we don’t think
something is important, they will think it's not important. Don't let your opinions
on the relative value of study activities affect participant involvement.

= Participants will encounter many staff along the way and it can be very confusing
to figure out who they are talking to and why. Help participants become familiar
with all staff they may encounter. Field centers may want to provide short
biographies with photos that describe people’s roles on the study.

= Be sure the participant knows how long each visit takes so they can plan their
time accordingly. Many may be using public transit, ride assistance programs or
relying on friends and family to help them come to the field centers.

= Be sure the participant knows what to expect at each visit so they can prepare
physically and mentally (e.g., wearing proper clothing, feeling well-rested,
mentally ready for blood draw, etc.).

o0 Provide participants with a copy of their study visit schedule that includes
a list of procedures they will complete at each visit.
o Feeling prepared and knowing what to expect can help participants give
their best effort for study activities.
= Send mail reminders a week ahead, and telephone reminders a day ahead of

visits.
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= Develop familiarity with participants (learn their family members, activities, pets)
to help you remember them more personally, and help the participant feel
important.

Helping Participants Understand the Study Visits

Every LIFE staff member that has contact with participants play an important role in
assuring the collection of quality data for the study. Those scheduling participants
for data collection/clinic assessment visits should be prepared to:

= clarify the purpose of study visits for participants

= Take time to explain the study visit schedule and why different, multiple visits
are important

= Emphasize that we can work with participants to keep them in the study
when they have unexpected schedule changes or disruptions

Helping Participants Understand the Intervention Conditions

Similar to ensuring quality data collection, every LIFE staff member plays an
important role in ensuring maximum understanding and involvement in the study
interventions. Communication and education about the study interventions is
essential at various stages of the recruitment pipeline — in the telephone screen, at
orientation, and prior to randomization. Participants need to be routinely educated
about the intervention throughout the recruitment-to-enrollment pipeline, and thus,
all staff who encounter them at these stages should be prepared to do the
following:

= clarify the two intervention conditions for participants
Physical Activity: supervised walking, balance and muscle strengthening
Successful Aging: Global health and wellness information and discussion
specifically for aging, flexibility & stretching exercises

=  Confirm the class schedule, location, and class leaders

= Have honest discussions about participants’ willingness to be randomized. No

participant should be encouraged to “take their chances” if they express

discomfort and/or unwillingness to be assigned to any condition. If a

participant communicate hesitation or strong preference:

= Do not proceed to randomize. Reuvisit the discussion of benefits to be
gained from either intervention.

= Suggest a “cooling off” period to give the person time to re-evaluate
willingness to be randomly assigned.
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= If you are not convinced that the person would willingly accept random
assignment, decline the participant from the study prior to randomization.

= A Pre-Randomization Expectations form has been developed to help staff
discuss the intervention conditions, randomization process, and study
commitment with participants. It is designed to be used after SV1.

Incentives for Study Retention

The time burden and involvement in the study is very extensive and requires a fair
amount of personal commitment from participants. Given the long-term nature of
the project, monetary compensation is not a reasonable incentive to encourage
enrollment and adherence. However, field centers do have discretion to provide
small, token incentives for specific activities along the way.

= For Participation in Data Collection Activities
LIFE field centers have each independently budgeted funds to provide incentives
for participation in the clinical assessments. Field centers have independent
decision-making regarding when and how participants can be given these
incentives (e.g., cash versus gift cards, for randomization only, divided among
screening visits, etc.).
Compensation is recommended for in-person visits only (not telephone data
collection or proxy reports).

= For Participation in Intervention Activities
Small token incentives (t-shirts, hats, bag) will be given periodically in the
intervention conditions based on attendance and performance as determined by
the Intervention Committee.

Resources for Recruitment Help

= Throughout the recruitment phase of the trial (i.e. the first 2 years of the study),
the Recruitment Committee will convene regularly via teleconference call to check in
with field centers about recruitment progress, trouble shoot as a group for site(s)
that are struggling with recruitment goals, and exchange ideas and information

about successful and effective methods for recruiting participants.

= The Recruitment Committee at large is available to assist Field Centers with

troubleshooting recruitment challenges.
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=  We can work with field centers to analyze outcomes at different phases of the

pipeline to assess areas of difficulty, where people are falling out of the process, etc.

= The Administrative Coordinating Center (LIFEACC@aging.ufl.edu) maintains an

email list of Recruitment Committee members; staff can use this resource to

communicate to the team in between teleconference calls.
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Appendix D

Site Specific Recruitment Materials
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New
Research
Study!

Northwestern University

Feinberg School of Medicine

New Research Study!

DO YOU HAVE TROUBLE...

Getting in or out of a car? Carrying groceries?
Climbing stairs? Eating right?

If so, you may be eligible to participate in a research project at
Northwestern University. We are exploring different ways of helping adults
improve their quality of life and remain independent for longer periods of
time.

If you are:
» Between 70 and 89 years old
 Having difficulties doing daily activities such as walking, getting out
of chairs, and climbing stairs
* Not involved in a regular, structured program of physical activity or
another project involving lifestyle programs
* Living within a reasonable commuting distance to Northwestern
Memorial Hospital

The LIFE study may meet your needs.

Eligible participants will receive free clinical evaluations, a healthy
lifestyle intervention and regular contact with our professional staff.

If you are interested, please call:
312-503-XXXX

Principal Investigator: Mary M. McDermott, MD IRB#XXXX
Transportation available; costs of transportation or parking reimbursed;
monetary compensation for completing all testing.
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Do you have problems performing routine activities of daily living?
Are you concerned about losing your mobility?

Lifestyle Interventions and
Independence for Elders
(The LIFE Study)
Northwestern University
Feinberg School of Medicine

If you are between the ages of 70 and 89
and have difficulties doing daily activities
such as walking, getting out of chairs, and
climbing stairs, then you may be eligible for
a research study.

If eligible, you may receive:

- Free access to a physical activity program focusing on
walking, strength, flexibility and balance training

- Free group health education sessions with other patients,
focusing on successful aging

- Transportation to and from study visits

- Up to $XX for completing the study

For more information, call us at 312-503-XXXX
Principal Investigator: Mary McDermott MD IRB # XXXXX
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Pennington Biomedical Research Center
[DATE]

To Whom It May Concern:

The Pennington Biomedical Research Center, a non-profit research facility, is currently recruiting
for a new study called Lifestyle Interventions and Independence for Elders (LIFE). LIFE is testing
two different programs to help older adults make changes in their lives to help them to enhance the
quality of their lives and remain independent members of their community for a longer period of
time. In past recruitment efforts, we have received a number of referrals from area churches and
church related organizations throughout the DFW community.

We are currently recruiting adults who are:
e 70to 89 years old;
e We are especially interested in including persons who are having difficulty doing
their daily activities such as walking, getting out of chairs, and climbing stairs;
e Not involved in a regular, structured program of physical activity or another research
study involving lifestyle programs;
e Live within a reasonable commuting distance of The Pennington Center.

There is no cost to participate in this study. Eligible participants are placed in either one of two
programs. One program provides strategies for Successful Aging and includes classed and
demonstrations on many topics such as nutrition, communicating with health care professionals,
and foot care. The other program provides help on how to be more physically active, including
fitness, strength, flexibility, and balance training. Both groups have regular contact with our
trained staff for up to 2 years. For their time and effort, participants receive health and medical
screening examinations at no cost. Participants receive monetary compensation for their time upon
completion of the screening and follow-up clinic visits.

Individuals who live or work within a 15-mile radius of the Cooper Institute are encouraged to call.
If you believe this could benefit individuals in your congregation, we would appreciate it if you
could post the brochures, include the information in a newsletter or bulletin, or announce it at
gatherings. An initial telephone interview is the first step to determine eligibility. Interested
participants should call XXX-XXX-XXXX.

If you have any questions, please feel free to call me at XXX-XXX-XXXX. Thank you for your
help.

Sincerely,
Recruitment Team Leader
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The University of Pittsburgh

Sample Direct Mail Letter

Are you interested in improving the quality of your life and enhancing your future
independence? The LIFE study, Lifestyle Interventions and Independence for Elders, a
research project funded by the National Institute on Aging, will explore two programs to help
older adults remain independent in their community for a longer period of time. As a
participant, you will be assigned by chance to either a program focusing on successful aging
or a walking program with strength training. | invite you to join this important research
study.

You may be eligible to join the LIFE study if you are:

« between the ages of 70 and 85

« having difficulty getting in or out of chairs

« having difficulty walking outside of your home
« having difficulty climbing stairs

As a LIFE participant, you will receive free health and medical screening exams, monetary
compensation for your time after completion of screening and follow-up visits, and training
from health care professionals.

Validated parking or transportation will be provided for screening visits.

The enclosed brochure will explain the study in more detail. Please contact us to learn more
about this important opportunity. Any information that you give will be kept completely
confidential. Together we can learn how to improve your lifestyle and those of generations

to come. For more information, please return the enclosed, postage-paid card or simply call
412-624-6926 or 1-800-872-3653.

Sincerely,

Anne Newman, M.D., M.P.H.
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Stanford University

(Date)
Dear Community Member,

As you may know, life expectancy and overall health have improved for a large number
of Americans in recent years, however, not all Americans are benefiting equally. Being
physically active, eating a healthy diet and getting regular medical check-ups have been
shown to reduce the risk of disease and improve quality of life, but many people find it
hard to make these changes on their own, especially after middle age.

To help people prevent disease and improve quality of life, our Healthy Aging Projects
group at the Stanford Prevention Research Center have launched The LIFE (Lifestyle
Interventions and Independence for Elders) Study. This project will look at different
ways for older adults to improve their quality of life and remain independent.

We welcome members of the community like yourself, or any friends and family
members over the age of 70, to participate in The LIFE Study. As a participant, you
would contribute greatly to our understanding of the effectiveness of our programs with
a diverse range of participants. At the same time, you would gain the opportunity to
make important changes in your health habits with the support, guidance and up-to-date
information provided by the Stanford research team.

If you are over the age of 70, not participating in a exercise program and are beginning
to have some difficulty performing daily life activities like climbing stairs or getting out of
a chair, we encourage you to volunteer for The LIFE Study. Eligible participants
receive a free medical exam, supportive phone calls from our staff and either a
supervised exercise program or interactive health and wellness seminars.

Please read the enclosed brochure about the study. If you feel you would benefit from
this opportunity to improve your quality of life, please call us at 650-723-9530 and select
option 4 or visit our website at http://healthyaqging.stanford.edu. | look forward to hearing
from you.

Yours in Health,

Kristin Wallace
LIFE Study Research Assistant
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Lifestyle Interventions and Independence for Elders (LIFE) Study
Pl: Roger Fielding, PhD
Recruitment Letter

JEAN MAYER

UNITED STATES DEPARTMENT
OF AGRICULTURE

HUMAN NUTRITION
RESEARCH CENTER ON AGING

Dear Potential HNRCA Volunteer,

We are conducting a research study entitled The Lifestyle Interventions and Independence
for Elders (LIFE) Study at the Jean Mayer USDA Human Nutrition Research Center on
Aging (HNRCA) at Tufts University. The purpose of this study is to determine healthy
lifestyle changes to help older adults improve quality of life and remain independent longer.

We are looking for participants 70-89 years of age who have problems performing routine
activities of daily living. Some examples of this may include having difficulty lifting and
carrying objects, rising out of a chair, climbing a flight of stairs, or walking a quarter of a
mile or more without stopping to rest. If you are eligible for the study, you will be assigned
by chance, like flipping a coin, into either a physical activity or a successful aging program.
The physical activity group will meet twice per week to perform fitness, strength, flexibility,
and balance training. The successful aging group will meet once a week to attend classes on
topics such as nutrition and communicating with health care professionals as well as perform
flexibility training. All participants will complete follow-up visits every six months to assess
health and fitness status. Your study participation will continue for up to 3.5 years.

You will receive information regarding your health and fitness status that would not
otherwise be readily available. The results of the medical screening and fitness evaluations
will be made available to you and/or your primary care physician, upon your request. The
results of the study will potentially help others in the future, due to an improved
understanding of effective lifestyle to help older adults remain independent longer.

If you are interested and want to find out more, please contact us at 1-800-738-7555 or life-
volunteers@tufts.edu. You will be asked a series of questions over the telephone to
determine your eligibility. To learn more about the LIFE Study visit
www.thelifestudy.org/enroll. A stipend of up to $300 for completion of the study is offered.
All of the visits will be at the HNRCA.

Kindest Regards,

Roger Fielding, Ph.D.
Principal Investigator
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Wake Forest University

SAMPLE ADVERTISEMENT
DO YOU HAVE DIFFICULTY

Getting in or out of a car?
Walking up the stairs?
Carrying Groceries?

Getting into and out of a chair?

If so then the LIFE study may be for you!

Wake Forest University is conducting a research study which provides either a walking based
program or a series of programs on Successful Aging where you learn about important health
topics.

You may qualify if you:

e Are70-89
e Have mild to moderate levels of difficulty performing any of the tasks listed above

If you are interested, please call the Geriatric Research Center at 336-713-8539 or 1-877-BE-
VITAL(238-4825)
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