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1. INTRODUCTION

1.1. Protocol Synopsis
Cardiovascular disease (CVD) eau3,200 deaths in Americans every day, with one death
occurring every 39 second#lthough deaths can be prevented with better risk factor
management, many risk factors remain uncontrolled. Patients with CVD have high levels of
complexity and tend to &ve numerous chronic conditions.
The PatieriCentered Medical Home (Medical Homiecluding seHmanagement, personalized
health records and tearbased care, has been proposed as a strategy to improve care for patients
with multiple chronic conditionsin addition, several Cochrane reviews and matelyses have
found evidence that adding pharmacists or nurses to the primary care team improves risk factor
control and plysician adherence to guidelineblore specifically, managed care organizations
have found that a centralized cardiovascular risk service managedbynpacists can reduce
mortality.

It is not known if a comprehensive Prevention Health & Cardiovascular Risk Service (PHCVRS) that
includes a cancer screening model can be implemented in proféite practices that lack clinical
pharmacists or specialized nurses. This lack of evidence is a major gap in the literature. This study
will be the first to evaluate a behavioral intervention using a PHCVRS model in private practice.

1.1.1. Aims

This study Wi test the implementation of a novel strategy to improve secondary prevention of
cardiovascular disease (CVDhegoalsareto determinewhether.

1) a webbasedprevention health anatardiovascular risk servicBEFCVRS) managed by clinical
pharmacists wilbe implemented witin diverse primary care offices

2) the PHCVRIMtervention diffuses throughout offices that use tReHICVRS
3) the PHCVRIiB costeffective

1.1.2. Design

Fourteenclinics throughout lowa arer will beparticipating in the study. Each clinic witirell 25

subjects who require secondary prevention for CVD. Participating diienebeenrandomized

either to a PHCVRS intervention group or to a control gré&uytjects who are enrolled at clinics in

the intervention group will have ongoing contacitiva clinical pharmacist at the PHCVRS, who

gAtf AYLI SYSYy(G GKS aiddzReQa AYyUuUSNBSylA2y® , 2 dz
each enrolled patient will receive the study intervention.

Toward the end of the study, clinics will also ast medical record data for an additional 25

clinic patients who are not consented into the studyetailed information about this group of
patients will be provided later in the study.



Clinicproviderswill be asked to complete two surveys at the begng of the study and during
year 4 of the study.

1.1.3. Outcomes

1.1.3.1. PrimaryOutcome
The primary outcome for the study will be provider adherence to all of the Guideline Advantage
criteria that apply to each consented subject (N=25). We will create three nunceriessfor each
subject, with each score serving as a surrogate medsurguality of care. Each score will be
RSGUSNN¥AYSR 2y GUKS olara 2F AYF2NXIGA2Yy O2tf SO
created at the time of subject consent, 12nths following consent and 36 months following
consent.

1.1.3.2. SecondaryOutcomes

1) We will measure provider adherence to the Guideline Advantage criteria that apply to an
additional 25 clinic patients who meet study eligibility criteria but who only have their
medical records abstracted for specific information. These patients will not be consented
into the study. Scores for these patients will be created based on patient clinic visits that
occur approximately when consented subjects are enrolled, 12 montis knd 36
months later.

2) We will compare all of the costs associated with the care for subjects inH®/R3nd
the control groups. We will also calculate incremental costs as a function of differences in
guideline adherencehlood pressureBP, LDL cholesterol, orBA1C at each of the time
periods. A costeffectiveness (CE) ratwill then be computed to make clear to institutions
the cost of the intervention for each outcome improvement resulting from the
intervention.



1.2. Inclusion and Exclus ion Criteria

1)
2)
3)
4)

1)
2)
3)
4)
5)
6)
7)

8)

9)

1.2.1. Inclusion Criteria

Englishspeaking males or females

Age>50years

Utilize the physician officat least once in the previous 24 months

Have a history oforonary artery disease (CAD), myocardial infarction (Ml), stroke,
transient ischemic aack (TIA), atrial fibrillation, or systolic heart failmespecified CAD
risk equivalentsgeripheral vacular disease/claudication, carotid artery disease or
diabetes mellitus with c@xisting uncontrolled hypertension and/or hyperlipidemia

1.2.2. Exclusion Criteria

Inability to give informed consent

Pregnancy

Diagnosis opulmonary hypertension

Cancer diagnosis with an estimated life expectancy less than 2 years

Residence in a nursing home or diagnosis of dementia

No telephone or have a hearing impairmerdt allowing them to use a phone

Refusal to consider attempting to use the internet at home, community center, library,
medical office or other source

Patient has plans to move from the area or transfer care to a different clinic in the next 12
months

Armblood pressure cuff cannot be used on patient for any reason

A detailed listing ofhe inclusion/exclusiowrriteria is provided iAPPENDIX

1.3. Study Organization

TheClinical Coordinating Center (CG&hin the College of Pharmacy at the Universityafa is
responsible for the following key aspects of the trial: selection of participating sites; assisting sites
in obtaining approval to conduct the study from their local Institutional Review Board (IRB);
negotiating with sites the work that is to beropleted and the compensation that sites will receive;
training of site staff.

Clinical Coordinating Center Team

Barry L. Carter, Principal Investigator barry-carter@uiowa.edu 3193358456

Brian GryzlalProject Coordinator brian-gryzlak@uiowa.edu 319-353-3857
3193358218

Nick RudzianskData Entry, Administrativd Nicholasrudzianski@uiowa.edu| 319-3359783

Support

CCC Fax Number 3193359782




Prevention Health & Cardiovascular Risk Service (PHCVRS) Pharmacists
Christopher Parker, Clinical Pharnsaci christopherparker@uiowa.edu | 866-227-9873
Rachel Finkelstein, Clinical Pharmacist | rachekinkelstein@uiowa.edu | 866-227-9873

Tyler Gums, Clinical Pharmacist tyler-gums@uiowa.edu 866-227-9873

TheData Management Center (DM®@)ithin the Department oFamily Medicine at the University
of lowa is responsible for the following key aspects of the toiagrsight of data submission,
monitoring procedures at research sites)d data analyses

Data Management Center

Barcey T. Levy, Grincipal Investigato barceylevy@uiowa.edu 319-384-7000
Director, DMC

Carol MossStudy Monitor, Scheduling carokmoss@uiowa.edu 319-356-4486

Yinghui Xu, Data Manager yinghuixu@uiowa.edu 3193845497

Thelowa Personal Health & &earch Management System (loR&RM)s aweb-based tool that
simultaneously gives patients an opportunity to increase involvement in managing their health and
AaSNYSa |a GKS addzReQa 2yt AyS RIGIOFASS L2gl t
College of Public Health and the Ingté for Clinical and Translational Science at the University of
lowa.

lowaPHRM Team

3193358218

Brian Gryzlak, R hS ialist brian-gryzlak@uiowa.ed
rian Gryzla esearch Specialis iangryzlak@uiow. u 3193533857

Michael Mueller, Lead lowaPHRM

Administrator michaetmueller@uiowa.edu 3193841547

Ryan Lorentzen, Application Analyst ryanlorentzen@uiowa.edu 319-353-8015




1.4, Regulatory and Billing Requirements

Each site will be required to complete the following studiated tasks and to store and transmit to
the University of lowa CCC thalevant documents listed for each task.

1.4.1. IRB Oversight

Each clinic must be overseen by an IRB of record. There are two options for the IRB of
record:

1) Local IRBThe clinic may use a local IRB whedireadyin place to overseeesearch
affiliated withthe clinic. Information needed falocal IRB applicatiowill be provided
by the CCCThe clinic will need to provide the following documents on an ongoing basis:
A¢CKS LyadAddziaAzylt wS@ASg . 2FNRQa fSGGSI
A All stamped informedonsent documents approved and dated by the local IRB
2) University of lowa IRECIlinics that do not have oversight by a local IRB may use the

University of lowa IRB as their IRB of record. The following documentation will need to
be submitted:

A A letter of @yreementaddresgd to the University of lowa Principal Investigator
Al 1 Lt!! fSGGSNI FNRBY (KS Ot AyAO0Qa t NADI (
A Documentation of Human Subjects Protection Training

Ac¢KS Of Ay A OQ an I6dvidualyndr¥gtigafokIAgrééinent to conduct the
projectA Y | OO2NRIyOS gAGK (GKS ! yAGSNARAGE 2
A An IRB Authorization Agreement

The University of lowa CCC will assist clinics in obtaining required documeritaitetiher
a local IRB or the Ul IRBRB approvahouldbe completed witlin three monthsof initiation
for a clinic to remain in the study.

Each IRBelated document should be storefioth in hard copy formin an organized
binder and electronically.{ S S { SO@yankziBg/andiMaintaining Study Files ¥ 2 NJ RS G |

1.4.2. Subaward Agreement with th e University of lowa

Administrative personnel at each site must also negotiate and sign a Subaward document
created by the University of lowaBepartment of Sponsored Programs. The agreement
describes the terms and conditions for reimbursing sites fodgtelated costs.The
agreementshould besigned by an authorized individual at the clinic and returned to the
University of lowawithin one month ofreceipt. he subawardudgetwill be negotiated on

an annual basis, with an authorized signature reedieach year on the amended award

Please note that payments are based upon work that is completed. So dl@indoes not
complete expected tasks for a given year woodd be able toreceive all the funds
designated in the budget for that year. Qtiess regarding the subaward agreement
should be directed t®rian Gryzlakt brian-gryzlak@uiowa.edu



mailto:gail-ardery@uiowa.edu

1.4.3. Invoicing the University of lowa

The Grant Accounting Department at the University of lowa requests quartesbicing for
project expenses. The following procedures will be maintained for submitting invoices:

1) Brian Gryzlakat the CCC will emalquarterly draft invoice to the clinic staff member
who is designated as responsible for invoiciMy. Gryzlakshould be notified
immediately of any change in person responsible for invoicing.

2) Each draft quarterly invoice will detail all costs that are reimbursable during that
guarter; only tasks completed during the quarter will be included on the invoice.

3) Shouldr Of AYyAOQa AYy@2A0S y2i 3INBS gAGK | ye
invoice, please notifivr. Gryzlakat brian-gryzlak@uiowa.edu

4) A completed invoice should be pasted onto your billing statiomeny signed by an
authorized individual in your clinic.

5) The signed invoice should baailed to the address noted in the subaward contract.
Contact Brian Gryzlak for guidance on this.

6) Payment typically occurs within 30 days of invoice receipt.

10
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2. SITE TRANING AND MONITORING

2.1. Initial Information and Training Sessions

2.1.1. Provider Information Session and Surveys

University of lowa study investigators will visit each participating stitdyearly in the study and
before subject enroliment begins. Investigatont wrovide clinigoroviders with a detailed
explanation of the study, preliminary activities and study expectations and relevant national
guideline information.Clinics who are randomized to the intervention arm of the study will also
receive training fom study investigators on team buildinbheinformation sessionvill be
scheduled at timepreferred bythe Of A Yy A OQa LINE OA RSNE ¢

The physiciateaderat each clinic willead the accompanying letter of consent and, if willing,
complete the Medical Homindex, a validated, sedssessment tool for evaluating primary care
practice. Physician leadensill complete this tool before training and again in year 4 to determine
how each office has improved on adoption of the Medical Home and if there is geddetion in
intervention offices compared to controls. We have also pioneered a validated instrument to
measure physiciapharmacist collaboration and we will administer this ttmlphysiciansat

baseline and in year 4 to evaluate the level and type afirmoinicationbetween providers and
pharmacists

2.2. Study Coordinator Training

Each clinic wildentify 1-2 staff membesto serve as the Study Coordinat@C) This persofs)

will 1) identify andconsent subjects?) instruct subjects in use dbwaPHRMused to provide

subjects with a way of documenting their setbnitoring and selinanagement activities3)

conduct study visitat baseline, i.e., at the time of consent, and 12 months lateabstract

limited subjectmedical record dataovering the timeoeriod that spans two years prior to consent
through three years following consent and 5) report any serious events such as hospitalizations or
emergency department visits as soon as possible once your office knows of the &hens(3)

will be trainedin use oflowaPHRMaNd in use of data collection fornesther during the visit by
University of lowa study invégatorsor remotely through a webinarThe S@)will also receive

regular contacts by CCC staff to reinforce the initial training.

2.3. Teleconference Calls

lowa investigators will schedule periodic conference calls with the lead physician and study
coordinator on an as needed basis during the first year of the intervention, perhaps as often as
quarterly, and then at least once a year thereaft@ihe purpose of these calls will be to solicit
input from providers on strategies to optimize communication and to improve the intervention, if
necessary. These calls will also be used to ensure fidelity to the intervention. In addition, one
investigatorwill visit each intervention office at least yearly to obtain feedback, maintain strong
providerinvestigator relationships and retain high fidelity to the intervention.

11



2.4. Interim Monitoring Visits
All sites will be monitored b G dzZR& LIS N& 2 y jfdnfthe DatayVayageinenNEestes.
¢KS LidzN1J32asS 2F (GKS Y2yAG2NAy3a @gArairild Aa G2 Sya
rights and safety are being protected, and to confirm data integrity and quality first
monitoring visit will occuafter 3-5 subjects have been enrolled at a center or approximately three
months after the first subject is enrolledepending on the progress a site is making and/or the
challenges they are experiencindll centers will have asit approximately 12 mahs after the
first patient is enrolled, &loseout visitafter all data are submitted and additional visits as needed
for problems

Study monitors wilheedaccess to medical records but will have NO contact with patient subjects.
Once study sites hawnrolled their first subject, th€ Cwill send an email to the Lead Physician

FYR {GdzReé [/ 22NRAYF(G2NI NBljdzSaidAay3a adzOK | 00Saa
first monitoring visit.

2.4.1. Pre-Monitoring Procedures

1) Approximatelytwo weeks aheadf the initial anticipated visit, if possible, adeéb weeks
ahead of eaclsubsequenmonitoring visit, he monitor will email thesCQto negotiate
and finalize a date for the visitTheSCand Pl should be available to meet with the
monitor during the \git.

2) The monitor will send a letter to thgite approximatelyone week ahead of the initial
baseline visit date and weeks ahead cfubsequenmonitoring visit dats, explaining
objectives of the visit and necessary materials. The monitor will needeaved space in
which to work and access to a photocopy machine and electronic records, if applicable.
The following items should be available for review:

1  Screening Logs
i Patient Clinic/Medical records

1 Paper copyase report formsGRFsand any other stdy-related source
documents and records

1 Regulatory Documents
i IRB approvalgeither Ul or local IRB)
I Approved informed consent documents
I Approved recruitment materials
I IRB correspondence

I Blood pressure measuremenguifications

12



2.4.2. On-site Monitoring

1) An initial meeting (approximately 30 minutes) will occur between 8t@and the
monitor to orient the monitor to clinic/medical records, answer study questions, and
review protocol procedures. TH&Cshould be available periodically throughout the
visit to answeiquestions or to make data corrections, if necessary.

2) In addition to review of the items listed above, the monitor wilcertify the SGn BP
measurement proceduresn an annual basis

3) At the end of the monitoring visit, the monitor will meet briefly withe SCand PI to
discuss findings and a plan of action.

2.4.3. Post-Monitoring

1) The monitor will send theite a formal report containing feedback and a detailed listing
of all findingswithin approximatelyfour weeks of concluding the monitoring visit.

2) The moiritor will contact theSQto discuss pending items until all items are resolved.
TheSQwill respond to pending items in a timely manner and inform the monitor of any
issuedelaying resolution of the item.

2.5. Close-Out Visits

A study monitor from the Univeity of lowa will visit each site at the end bktstudy to closeut
OKFG aAGSQa LI NUAOALI GA2Y AY (KS &addGddzReée o

2.6. Organizing and Maintaining Study Files

Each patient should have a study file contairtimgsigned informed consent document,
completed case repoforms and other source documentatiorirrange patient files in order of
study visits.

Retain the Screening Log/Verification Form (see later section) for all patients initially screened.

Keep together in onef two folders: if patient does notmeet B Sy Ay I ONRGSNAF = ¥
Cl A f dzNBfpatichfedtsStidening criteia FAE S Ay GaSSéta 9f AIAOACL
FANBSa G2 LINIAOALIGS Ay GKS addzRex GNIFyaFSNI
folder. Fax remaining Screening Log/Verification Forms, i.e., screening fgtlhuwss who were

ineligibleor others who met criteria but declimparticipation), to the CCa@n batch form ora
quarterlybasis.

2.6.1. Completed paper versions of case report forms ( CRFs)

Enter all required fields on the CRFs. Do not leave any field biiacderections to paper copies
are needed, draw a single line through the incorrect response, write the correct response, and

13



initial and date the correction.White-Out or other gmilar products that obscure the original
response may not be used on source documents.

2.6.2. Keep all regulatory documents together in hard copy form in a
binder
1) IRBof recorddocuments
A IRB documents tab: All approval letters, modification/amendment
submissionsapproved and stamped copies of docume(gsy.,recruitment
materials andnformed consent documen{sandany correspondence with
the IRB

A IRB reports tab: Some IRBs have separate templates for sites to report
serious adverse events and protocol deviasolfyou have your own IRB
and itrequires such reportingplease include these reports under this tab.

Each IRB document should also be stored electronically on a secure computer and
emailed tobrian-gryzlak®uiowa.edu(for sites with local IRB oversight)

2) ICARBtudy tabletters and reports related to study monitoriagd blood
pressure trainingertifications should be filed here.

14
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3. SCREENING AND ENROLLMENT

I 02YLX SGS tAad 2F O gifriadsipariieddBPPENDXpatzhach 2 Y k SE Of
Screening Log and Verification of Inclusion and Exclusion Clatenp The list is comprised of a
complex formula that requires diligence to accurately implement.

When screening clinic patients for possiblaollment into the study, it is imperative to determine
that they fully meet all of the inclusion criteria for the study and that they do not meet any of the
exclusion criteria.

The basic screening and enrollment process consists of the foll@amiohgs @scribed in more
detail, below

1) Running patient lists Review medical records to generate lists of potentially eligible
patients

2) Screening logReview the patients on the list in detail by completing a Screening Log and
Verification of Inclusion and excioa Criteria form for each patient on the list.

3) Patient recruitment Either:

a. Invite via mail Send a letter and postcard to the potentially eligible patients, OR

b. Invite in person If you are reviewing the medical record to identify patients that
have a \8it at your office in the next week(s) you can approach the patient in person
to discuss the study.

4) Schedule thévaseline visitand review exclusion criteria

5) Confirmeligibility criteria and review consent documenith patient at time of baseline
visit.
6) Subject signs consent document
3.1. Running Patient List s
1) Run or equest from your Information Technology staff a list of all patients:who
a. Are age 50 or older, AND
b. Were seen in the clinic during the past 24 montASID

c. Who have diabetes, high cholesterol,lopertension ideally using the IGB codes
indicated onthe Screening Log and Verification of Inclusion and Exclusion Criteria
form.

2) Then use this list to complete tt&creening Log and Verification of Inclusion and Exclusion
Criteriaform for each pati@t on the listto determinewhetherthey meet
inclusion/exclusion crédria (next section).

NOTEdepending on the capability of your office, you may or may not be able to run more
or less specific lists. This is fine.
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3.2.
Criteria j O3 AOAATET C , T CT6AOEAZEAAOQET T &1 O]

Screening Log and Verification of Incl usion and Exclusion

-

For each patient you scree(that is, each patient for whom you review their medical record for
the purposes of determining if they might be eligible for the study) you should complete a
Screening Log/Verification form A template for the screening log is providedhiRPENDIX I(An
electronic version (Excel file) of tleéectronic screening log also availablef preferred)

Each patient who is screened for the study should be trackethis log to record their
gualification, willingness to participate and consent outcome.

Retainall Screening ag/Verification formsfor the duration of the study. You will be asked to fax

or securelyemail ade-identified copyof theseforms, i.e.,oneg A G K G KS LIMEN\aSd/ G Qa v
phone numbemarked out or otherwise remad, for those subjects who do not end up enrolling

in the studyto the CCQuarterly, or more frequently if requested from the CGGu will also be

asked to fax a redacted copythie screening log for all patients who are enrolled in the study

after the baseline visit.

Note: Your log may contain a list of many patients, as generated loy ybu might find it easier
to focus on a smaller set phatients who are referred to you ley provider or staff member in your

clinic.

3.2.1. Complete the Screening Log/Verification form  with the following

steps:
1) Runor otherwise generate¢he patient list(s) as described tihe previous section

2) 1 O0S&aa @&2dz2NJ aA0SQa YSRA Othd ScragBiddhRrifitafoR Kl @S

form in front of you.

3) Using your offic®@ medical record omplete aScreening Log/Verificatidorm for each
patient on the list:

a. Enter the patient name and MRN

b. Complete the Gender, Ethnicity, and Race fields (required)

c. Setion A Complete Iltems-B. The answers to Iltems 1 and 2 must be YES and the

answer to Item 3 must be 50 or higher to continue to Sectiolfi ypu answer a
question so that the patient is ineligible, STOP and file the foryh G K S

C I A f adsdBrax irfbatch, removing the patient name, MRN and phone number

in the header to the CCC on a quarterly basis.

d. Section® wS@ASg SIOK LI GASYydiQa YSRAOLf
Items 4a, 5a, and 6a, determine if theost recentcorresponding lab values the

a9t AIA

NB O

LI GASY (G Qa YHEMG IDLSBP) atdwitdn\gRdelines noted for ltems 4b,

5b, and 6b.
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i. If a patient meets oner morerisk factor from Section B, continue with
Section C; if not, the patient is not eligibI8TOP andlé the formin the
G9f ATAOATL AGeE inbatéhqudrtedy,svithToRriifArg NJp ClE
information removed.

e. Section CEnter the date thayou are completingections B and i@ Item 19
RSOASE GKS LI GA Dyedtiprecedng 24nboHs to N&EeOrndlR
whether s/he has a history of any of the listed Cardiovascular Conditions in Section
C.520dzYSy i A2y rdoimLstisPrefeded, Aubefplich dentioof
a diagnosisn a provider note can be used if the problem list hasleen regularly
updated. For the diagnosis that applies in Iltem 16, determine ifrth@st recent
O2NNBaLRYyRAY3I ¢gSAIKG Ay (GKS LI GASYydQa Y

f. If apatientmeets atotal of at least Xriteriafrom Sectiond8 and Ccomhined, with
at least one of these from SectiontBe patient is eligibldor further screeningif
less than 3or if none from Section Bhe patient is not eligibleand form should be
FAESR AYy a9t AIAOAfAGRE ClAfdz2NBeg F2f RSNE

g. Secton D This information with the exception of the Pulmonary Hypertension
diagnosismay comefrom the medical recorddirect observation or from the
patient ¢ see guidance for each item on the form itself

I. To the extent possibleeriew each of the itms in Section D using
AYTF2NXIEGAZ2Y FTNRY S| OKanykxdusiétritefigiareY S R A
identified, the patientis not eligibleCAf S (G KS F2NXY Ay (KS
folder.

bh¢9oy t FGASYyGaQ | GdS YL dracked; thusth@Saa GKS
patient is excluded only if s/he flatly refuses to make such attempts.

h. Section EThis information should come from the patient at the time they are
contacted to schedule a baseline study visit.

i. You need to review Sections D andagain prior to the subject signing consent.
This is explained in more detail below.

j. If the inclusion criteria described above were met and none of the exclusion criteria
are met, the patient may be invited to participate in the studyileScreening
Log/Veificationf2 NY Ay &daSSia 9ftAIA0AfAGEeE F2fRS
declines study participation.

3.3. Recruitment mailing

ThelRBwill approveand stampa letter of invitation about the studgs well as a postcardThis
letter should bemailed toeach patientdetermined to bepotentially eligiblebased on the criteria in
the Sreeningog/Verificationform~ FAf SR Ay (GKS .daSSia 9t AIA0At Al
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The mailingshouldinclude:

1 Aninvitational letter(with the IRB stamphat provides a brief descrifpn of the study.

1 A responsgostcardcontaining a postage stampyou will need to write th&reening
Number from the Screening Loggrificationform somewhere on the respongeostcard in
order to track which potential participant returns it. Thet&twill include a statement
that the patient will be called if thpostcard is not returned within ten days and an
explanation of how the patient can avoid the call by returning the card or calling the staff
to decline participation.

If a patient doesnot return the response card within 10 days of mailingnake up to three phone
contacts on different days and at different times of dag,determine interest.

Whenyou contact a patient via phoner a patient returns a postcard stating that theyear
interested in participatinganswer the questions in SectioBof the Screening Loy erification
form to makesure the patient does not meet any exclusion criteria in that section.

Below you will find more detailed information on the rationale for thel@sion criteria:

T LG Aad GKS O22NRAYIFG2NNAa NBaLRyarAoAtAGe G2
unable to provide informed consent to participate in the studfiyyou feel that the patient
does not understand what the study is about or whaarticipating in the studymeans for
them do not enroll them into the study.

1 Female patients also should be asked if they are currently pregnant. If they are, they will
not be consented into the study. We will take patients' verbal responses regarding
pregnancy and will not require pregnancy testing since the study itself does not present
any hazards for pregnant women.

1 Each patient who is brought in for possible consent will be informedwliihgnesso
access the lowaPHRM on the internet, whether @i, at a library, in the clinic, or at any
other location, is necessary in order to participate in the stuélgy patient who does not
have internet access at the time of consent will be informed that they must be willing to
access the internet in ordeo proceed with consent into the study. Patients who state that
they definitely are unwilling to access the interrsttouldnot be consented into the study.

{1 Patients whose blood pressure cannot be taken with an arm cuff supplied with the Omron
HEM 907XLmachine (e.g., wrbidly obese patients who would require use ahagh cuff
for blood pressure monitoringcannot be enrolledn the study as this is not included with
the Omron HEM 90KL.

1 Any patients who know definitely that they will move from thearor transfer care to a
different clinic within 12 months should not be enrolled in the studyis is because they
would not be able to complete the 12 month follow up visit.

1 Similarly, patients with a cancer diagnosis with a life expectancy of lesthears should
not be enrolled in the study.
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3.4. Incorrect Patient Enrollment/Protocol Deviation

If you determine that you enrolled a patient who does not qualify for the study, you rigy
Carol Moss atarotmoss@uiowa.edandBrian Gryzlakt brian-gryzlak®uiowa.eduas soon as
possible within 2 working days after you become aware of the error.
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4. BASELINE VISIT

Only the Study Coordinat(®), trained and certifieth use of the Omron BP monitor by ICARE study
staff, may obtain informed consent from patiengsd enroll patients into the studyOther clinic

staff may refer patients to the stydbut may notreview the consent document with patients. Staff
members arevelcome to take patient questions regarding the study and refer them to the Study
Coordinator as needed.

The Study Coordinator MUST obtain signeformed consent fran the patient (see details in later
section)before undertaking anybaselineresearch preedures(e.g., taking blood pressures).

4.1.

Pre-Baseline Visit Procedures

Prior to the initial visit

1)

2)

3)
4)

Before meeting with the patient for the Baseline visit, make sure that theajfpiBoved
consent document is theurrent versionbeing used and is still valilNOTE: Consent
documents are rassued on a yearly basis; once a patient has been consented on one
document, it is not necessary to-mwnsent them on the updated version.

Make sure that the date the patient is being enrolled falls within the dapesified on
the consent. You shoultbt have a patient sign a consent that has expired. Unsigned
consents that have expired or are otherwise not current should be destroyel the
exception of one copthat needs to be retained for the regulatory ldier, where all
versions of the consent should be kept

Complete the Screening Log/Verification form through Question 31.

Make sure the date entered on IteBY of the Screening Ldgerification formis less
than 6 months fronthe dateyou expect the patiento sign the consent form.
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4.2. Seps for Obtaining Informed Consent

1) Reviewscreening criterian Section D of the Screening ldgrificationform. Confirm that
each patient
A. Isable to provide informed consent
B. Confirm that female patients are not currengyegnant. Any woman who reports
being pregnant should not be consented. Pregnancy testing will not be required.
C. Does not have a diagnosis of pulmonary hypertension
D. Does not reside in aursing home or has a diagnosis of dementia
E. Has a telephone and doe®t have a hearing impairment that does not allow them to
use a phone
F. Is willing to access the internet at some location. Any patient who is not willing to
consider obtaining access to the internet should not be consented.

2) Provide the patient with a comete informed consent document, encourage the patient to
read the entire document, and allow the patient sufficient time to read the document.

3) Explain the following aspects of the study:

A. Purpose of the research study: To examine whether a pharmaasagel
cardiovascular risk service can work with clinic physicians to decrease risk of
cardiovascular disease; explain that patients at this clinic will nobbeta work with
the pharmacist.

B. Durationof study participation: 3 years
C. Number of research visits

1. Two visits with me (the SC), including the initial visit and a visit roughly 12
months later.

2. Multiple contacts with a clinical pharmacist at the University of lowa over a 12
month period; anticipate up to 14 phone contacts over the 12 months in thaystu

D. Experimental portion of the study: Having a clinical pharmacist at a central location
G2N] 6A0GK LI GASyla o0& LK2YyS IyR Ay O2ffl o
provider

E. The study procedures/requirements:

1. Must be willing to get access to the imteet; will notbe required to use the
internet.

2. Women cannot be pregnant

3. Two study visitswith me the study coordinatoy

4, Multiple surveys

5. Measurement oheight, weight and blood pressure

6. Blood draw

4) Multiple contacts with a clinical pharmacist via telteme, text or email; the pharmacist
will work with your physician to decrease your risk of developing cardiovascular disease.
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5) Datacollectedfrom your medical record for up to 3 years after you sign consent.
A. The risks of the study
1. Drawing blood could cause discomfort or bruising

2. It is possible that youphysician might try harder to improve your health and
might prescribe more medications because you are in the study. But such decisions
would be made by you and your physician and are not part of the study itself. You
could have a medication reactiorhdugh your doctor will approve all changes to

your medications

3. There is a very slight chance that information about your health could
accidentally reach someone who is not connected with the study, but we will store
your paper documents about the studyariocked file cabinet, and the website for
the lowaPHRM is password protected and housed on a secure research server.

B. The voluntary nature of the studythat the subject matop the study at any time.
C.2KSYy | &adzo2S00Qa LI NIGAOALI GAZ2Y Ay GKS
sponsor stops the study).
D. HIPAA section the clinic investigators must be allowed to have access to the
LI NI AOALI yiQa YSR Afé medidalyinfoemition iriokdryor they R (i 2
subject to be in the study.
E. Contact information in case of a reseanaiated Injury.

6) Ask the patient what questions s/he has and provide answers.

7) If desired, the patient may take the unsigned consent document, wato 10 days to make
a final decision and rschedule the baseline visit if s/he decides to participate.

8) If after reading the consent document and having their questions answered a patient agrees
to participate in the study, the patient will sign andteldahe consent document.

QX

9) You should immediately sign and date the consent document.
10) Make two COMPLET#8ptes of the consent document:

A. One copy will be placed in the chart or medical record, unless the clinic does not
permit this. (If clinic policy explity prohibits placing a copy of the signed consent in
0KS LI GASYdiQa YSRAOIFIET NBO2NR ! b5 (GKS f 2
medical record, then clinic policy should be followed.)

B. The patient will be given a copy, and

C. Theoriginalwill§ LJ I OSR Ay (GKS LI GASydQa AyRAODA

Note: The signed consent forms will be reviewed by study monitors from the University of lowa
during interim monitoring visits to ensure compliancewihe informed consent process.
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4.3. Case Report Forms (APPENDIXIV)
At the baseline visit,allect from subjects:
1) EnrollmentForm: Demographic and contact information
2) Diagnosed Condition€are ManagemenEornt Diagnosed conditions

3) Medication ReconciliatiorFornt List of chronic medications and responseshe
medication adherence surveygstions;requiresverification ofcurrent medications from
the medical record prior to the visit

4) Health Behavior Inventoryorm: Health behavior questions
5) BRLabCancer Screeningorm: Items on recent smoking and st@ecentcancer screenings.

4.4, Blood Pressure Measurement
Measureeach of the following parametemnd enter on theBRLab-Cancer Screeninigrm:

1) 3-4 BP readings using the automated Omron HEMXD(ee Procedures for Miaring
Research Blood Pressugsction Hi

2) Height and weight
3) Pulse

4.5. Laboratory Specimen Collection
Draw blood required for the following tests:
1 Lipid profile
1 HbAlc

Typically, a total of two 5 ml. vials of blood will be required for these tests. A fasting lipid profile is
optimal. If a patiat has documented triglyceride levedsl00, then norfasting lipids are
acceptable.

If a patient is referred to the study during a clinic visit and can complete baseline activities the same
day, nonfasting labs may be drawn.

Should triglyceride restd be elevated such that an LDL cannot be obtained, contact the clinical
coordinating centerdarokmoss@uiowa.eduto obtain a calculated LDL level.

Results should be recorded on tBeLabCancer Screeninfprm andfaxed to the CCC within 48 hours.

4.6. Patient Orientation To The lowa Personal Health & Research
Management (lowaPHRM) System

The lowa Personal Health and Management System (lowaPIldRNM pnline record of patient
health data that may be accessed Inetsubject, the Study Coordinator at the subject's clithie,
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study pharmacist|CARE research staff in the University of lowa Department of Family Medicine and
the College of Pharmacgnd database managers in the College of Public Health (GryzlaktiZeore
and Mueller).

Patients should be givesmwritten instructionshed that will describe
(1) the potential benefits ofusinglowaPHRM

(2) how to log orto lowaPHRMuising a unique User ID apassword and how to populate
the fields

(3) how they can interact withite study pharmacist through lowaPHRM

CKA&a AyailuNdzOGAz2zy &AKSSG Aa F2dzyR Ay (GKS LI GASY

4.7. Faxing Data to The CCQWithin Two Days
Once a patient is fully screened, consented and enrolled, and the Baseline visit is completed, the
Study Coordinatr shouldfax the five baseline formmsnd a redacted version of the screening log
(remove or cover up patient name, MRN and phone numteethe Clirical Coordinating Center
(CCCyvithin two working days

1 The most important document tdax usis the Enrolinent form.

o Once this document is uploaded, the PHCVRS pharmacist will be notified that a new
patient has been enrolled.

1 Pleasefax this formto the CC@s soon as possible.

o Laboratory results should be faxed to the CCC as soon as they become avaitable.
PHCVRS pharmacist will use these results to guide the intervention.

4.8. Patient Reimbursement

Patients will be compensated through the University of lowa eVoucher system. A member of the
University of lowa research team will initiate up to two pagmts based on completion of study
visits. It is imperative that vidibrms be faxed to the CC@romptly so that patients receive timely
reimbursement.

Total possible compensation = $150.00, to be distributed as follows:
$75.00 will be paid for each sjget who completes the first (baseline) visit.
Subjects who fail any portion of screening at the first visit will not be compensated.
$75.00 will be paid for each subject who completes the 2nd visit (roughly 12 months later).
Any subject whaloes not complete the 2nd visit will not receive the 2nd payment.
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The total payment amount is designed to compensate patient subjects for theiyegactive
participation in the study, including two phlebotomy draws.

Payment should arrive in therim of a check from the University of lowa within four weeks of the
completed visit. Should a patient not receive a check, the study coordinator should contact Brian
Gryzlak at 31835-82180r brian-gryzlak@uiowadu.
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5. Procedures for measuring Research Blood Pressures

Note: The maufacturerof the Omron HEM 90XLgives a method for checking accuracy
(compared to a calibrated mercury manometer) on page 26 ofQheonlinstruction Manual and
recommends doing tlicheck if you get suspicious readings or if you drop the device. The
manufacturer recommends realibration per the manufacturer every 5 years for light use (< 5
times daily), more often for heavy use.

5.1. Preparing the Subject

The subject ideally shouléfrain from smoking or ingesting caffeine for-20 minutes prior to the
blood pressure measurement.

Have the subject remove all clothing that covers the location of cuff placement.

The subject should be comfortably seated in a chair, with:
the back suported
legs uncrossed and flat on the floor

the arm supported, ideally at heart level on a desk

> > > >

the palm of the hand facing upward

Have the subject sit faat least 5 minutes Instruct the patient to relax as much as possifllaen
G1F 1S LI § wlled€ittdg (couddtiedtser minute for 30 seconds and multiply by 2).
Record seated pulse dime 1of the BRLab-Cancer Screeniniprm.

5.2. Cuff Measurement

¢CKS adzwa2S0oiQa I NY OANDdzYFSNBEYyOS aK2z2dZ R @S YSI
be repeated at followup visits unless the subject exhibits a marked change in weight.

The ideal cuff should have a bladder length that is 80% of arm circumference and a width that is at
least 40% of arm circumference. TINDEXg that is marked on thedge of the cuff should fall
within the range bar on the cuff. Recommended cuff sizes are:

A Armcircumference LA H  OYY dzaS aGavYltf | Rdz G¢ OdzF¥

A Armcircumference22 H OYY dzaS dal RdzZ G ¢ OdzF ¥

A Armcircumference32 H OYY dzaS af I NBS | Rdzf G§¢ OdzF 7T

A Armcircumérence42p n OYY dzaS GSEGNI €I NHS | Rdz (¢ Od

Subjects who require use of a thigh cuff cannot continue in the study.
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5.3. Cuff Placement
Do not allow a sleeve to form a tourniquet on the arm.

Palpate the brachial artery in the antecubital fossa and plaeeART®that is marked on the
YARTtAYS 2F GKS o6fFRRSNJ2F GKS OdzZFFT a2 GKFG A
arm.

The lower end of the cuff should be %2 to 1 inch above the inner side of the elbow joint.
The middle of the cuff shuld be at the level of the right atrium (the mbint of the sternum).
Pull the cuff snugly around the bare upper arm so that you can insert only one finger between the
cuff and the arm.
5.4. Blood Pressure Measurement
Have theBRLab-Cancer Screeninigrm and the Omron monitor beside you on the desk.

Tell the patient that you will be taking at least 3 blood pressure readings anaéitaer the
patient nor the study coordinator should talkluring the measurements.

Push the ON/OFF button on the monitor totuon the power.
Take a single BP reading
A{Si GKS ah59 &aSts
A Setthe S (y26 G2 a!
A Push the START button.
A Record the displayed blood pressurelore 20of the BRLabCancer Screeninfprm.

G2NJ 02 a{LbD[ 9 dE
' ¢ h dé

A Also record the displayed pulse readinglioe 10f the BRLabCancer Screeniniprm.
Wait 60 seconds before taking the next blood pressure.

Take a double BP reading
A Set the MODE selector to AVG.
A Push the START button.

A The machine will show you TWO individual BP readjimgsready to record ta second
one as the machine goes on quickly to display the avecayel the average of these two
readings, automatically counting down from 60 seconds between readings.

A Record the first of these double readingslore 3and the second of these doubleadings
online 4of the BRLab-Cancer Screeninigrm.

A If both systolic and diastolic measurements of the double BP readings diffedoyn,
record the displayed average BP reading onBRd.ab-Cancer Screeniniprm.
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If either systolic or diastoliendings of the second and third (double) BPs differ by > 4 mm

A

A
A
A

{SG GKS ah59 &aSw&tGliseddddsi2 G { Lb D[ 9 ®¢
Push the START button.
Record the diglayed fourth reading on line 1&f the BRLalb-Cancer Screeninigrm.

Manually average thevo closestsystolicmeasurements and thevo closest diastolic
from the 2%, 3% and 4" blood pressure readings, and enter those averages ontBfRe
Lab-Cancer Screeniniprm (lines 6 and Y. If all 3 systolic or diastolic readings are
equidistant apart, select #ntwo HIGHESTHeadings to average.

Have the patienstand for one minuteand then

1
1

Take another pulse, recording it on line 8 of BieLab-Cancer Screeniniprm.

Take anothesingle BP readingccording to the instructions, above, and recordlioe 9
of the BRLab-Cancer Screeniniprm.

IF YOU GET AN ERRAIESSAGE AT ANY PQISITART THE SEQUEQNEER.
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Procedures for
Study Coordinators

~

-

77N\

HANDLING HYPERTENESSDRGENCY
~

\

Patient is in distress, appears ill,
or has diastolic BP > 115 or systolic BP > 200 /

AN
T _/.’-"/
- \\\ - -
7 . —
—~ ~ _
P — =
T . A
~" Patient is unresponsive or -
in severe distress T~ No Have patient rest supine in a
(severe chest pain, marked visual changes, T T 7_ quiet room and re-check BP.

~

. . .
\.gltered consciousness, new one-sided weakness, —

~
.

T new difficulty speaking) L
~ 7 -
T
T~ BP medis no Yes /Iﬁonc BP > 115~
T Yes overdue for this T arsystolic BP > 2007
| patient today? orsy >
# No
DIAL 911 Have patient take the
Inform operator BP med that is overdue ‘
of exact clinic room location l
Proceed \)
~ ‘l ./f |
|
Diastolic BP > 1 15
Call or page patient’s ves URGENCY = , e or systolic BP > 200'> |
primary care provider (4¢———— < Patient's primary care 4~ \Q
immediately ~ prowder is avallable’?/
|
T |
X \ |
P — \\\\ / Patient has symptoms \\v\
_—Ppatient’ . . No of hypertension
s F::gi?;; F};"::;ﬁ::: T Call staff provider (e g., chest pain, visual changes, >
T~ ~ on duty in the office headache dizziness, confusion,
\ag_ciagrees to handle probl‘e/m/'?// L or palpitations)? //
h ~ - ~ \\\ //
- AN yd
Yes \\ S
No
A 4
\ 4
o Staff provider on Contact the patient's
Pa_tlent S primary care duty in the office primary provider now to
provider handles problem handles problem obtain appropriate follow-
up care
v v v r

Document events in medical record.

Complete Site Report of Unanticipated Problem and upload to the study database, as needed.
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6. MEDICAL RECORD DATA COLLECTION AT 4 AND 8 MONTHS

At roughly 4 months and 8 months following enroliment, the studgrdmator will abstract data
FTNRY (GKS LI GASYy(iQa YSRAOFE NBO2NR 2y &aLISOATFAO
visits, and new diagnosesegeFour and Eight Month Data Collectidorm, APPENDIX )V

Note that no patient visit is involved forlie 4 and 8 month data collection.
1. 4 months following the enroliment visit

a. Abstraction should occur no later than 5 working days following the 4 month time
point

b. Abstraction should cover the time period from the baseline/enrollment visit
through the date hat is 4 months following the enrollment date.

c. The form should be faxed to the CCC no later than 7 working days following the 4
month time point

2. 8 months following the enrollment visit

d. Abstraction should occur no later than 5 working days following the@8th time
point

e. Abstraction should cover the time period from the baseline/enrollment visit
through the date that is 8 months following the enrollment date.

f.  The form should be faxed to the CCC no later than 7 working days following the 8
month time point

Specific data to be abstracted for the 4 and 8 month time points:
1. Laboratory tests when warranted based on diagnosed conditions
a) Diabetes: HgAlc
b) Anticoagulation: INR

c) Hyperlipidemia: Total Cholesterol, LDL Cholesterol, HDL Cholesterol and
Triglycerides

2. Clinc blood pressure

a. Use the most recent clinical blood pressure that is documented

b. If more than one BP is documented at a visit, select the lowest reading
3. Dates of ALL hospitalizations and emergency room visits

4. New diagnoses pertinent to cardiovascular ftimging
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7.12-MONTH VISIT

Thel2-month visit should bescheduledso that it occurs no sooner than 11 months after
enrollment and no later than 13 montladter enrollment

At this visit, the SC will:

1) Measure(BRLabCancer Screenin§ 2 NY~Z OKSObox)amH Y2y iKE
a. Height and weight
b. Pulse
c. 3-4 BP readings using tleeitomated Omron HEM 90XL
2) Collect from subjects:
a. Diagnosed condition©fagnosed Condition€are Managemenf 2 N~z OK S 01
Y2Y(GKéE 062EQ
b. List of chronic medications and responses to the medicatidresehce survey
questions (Medication Reconciliatiof 2 NY' = OKSO|1 amMH Y2y (iK¢éE
c. Ask whether the patient has been hospitalized or visited the emergency room and
screen the medical record for unanticipated probler8#d¢ Report of Unanticipated
Problemform)
3) Draw blood required for a lipid profile and HbAlc, req@rantotal of two vials of blood
(results recorded oBRLab-Cancer Screeninigprm)
4) +SNATeE 2N 20GFAYy (GKS F2fft2¢Ay3 RI(liodthaR Y
spangthe 12 manth period following the initial baseline visit. This review of the medical
record should be completed after the patient visit.

a. Chronic medicationdMedication Reconciliatiorform)
b. Comorbid conditions Diagnosed Condition€are Managementorm)

c. Most recent chart recorded blood pressurBifagnosed Condition€are
Managementform)

d. Dates and results of labs and screening related to lipid management and diabetes
management (LDL and HbA1BRLab-Cancer Screeningnd Diagnosed Conditions
Care Managementorms)

e. Evidence from the MR, i.e., from notes or Problem List, of unanticipated
problems/SAESUNANTICIPATED PROBLEM (UP) EBRNWEN FORM

f. Evidence from the MR of the following assessments/encountérsn applicable
(Diagnosed Conditions Care Managemetd BRLab-Cancer Screeniniprms):

i. Chest pain
il. Shortness of breath
iii. Plan for achieving or maintaining ideal body weight
iv. Smoking assessment and nicotine replacement
v. Alcohol use
vi. Recent values for HbAlc and LDL cholesterol
vii. Cardiac rehabilitation after myardial infarction
viii. Foot exam
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ix. Urine screen for microalbuminuria
x.Immunizations

-Influenza

-Pneumonia
xi. Cancer screenings

1. Mammogram

2. Pap

3. Colorectal
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8. Medical Record Data Abstraction at 36 months

Each site Study Coordinator will also coli@edical record data that covers the time period extending
from the 12 month study visit until 36 months following enroliment.

Abstracted data should not extend past the 36 month time point, and it should be submitted by 37
months following enrollment.

Thefollowing data will be collected for all subjects:
1) Diagnosed condition®jagnosed Condition€are Managementform)
2) Clinic blood pressurg86 Month Blood Pressure, Laboratory and Medicatitmrm)

3) Laboratory test$36 Month Blood Pressure, Laboratory amdedicationform):
a. HbAlc
b. Total Cholesterol
c. HDL Cholesterol
d. HDL Cholesterol
e. Triglycerides
4) Prescribed medications related to cardiac and circulatory functioning

5) Any evidace of an unanticipated probletdNANTICIPATED PROBLEM (UP) ERRNEN
FORM
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9. UNANTICIPATED PROBLEMS (UBs

9.1. Key Definitions
Unanticipated ProblemdJP9 are considered to be any event or problem that is:
A Unexpected
AND
A Possibly, probably, or definitely related to study participation
ANDONE OR BOTH OF TBELOWING
- Is fatal, lifethreatening or serious [(UP + Serious Adverse Event (SAE)]
OR
- Suggests greater risk of harm to study participant(s) than was previously known or
rgcognize,d (UP)l includjng a bregcAh 9f confidential/ity, a subject .co[nglaint that
Ol yQu 0S NXaz2ft a@Roridentificatiodzi®t & new nfskKBR) U A 3
related to the study.

Note: If there is any question concerning classification of an event as a UP, Local Investigators must
contact Ul Investigators for a clarification or recommendation.

9.2. Responsibilities of In volved Parties
The monitoringand reportingof UPsis an important process for ensuring the safety of subjects
participating in clinical research.

A decision tree fothese problems/eventsan be found at the end of this section.

9.2.1. Local Investigators
Invegigators and research personnel at local sites have primary responsibility for discovery
and preliminary evaluation of UPs, and for the submission of UP reports to the University of
lowa (Ul) Investigatorgia fax
A Local Investigator who is uncertainoaib the need to report a specific problem/event
should contact Ul Investigators for a recommendation.

Detailed instructions for reporting UPs are giVater in this section

Reporting of UPs tmstitutional Review Board$RB3$depends on which IRBaserseeing the
study at each site:

1. Local site personnel who are overseen by the Ul IRB will have their repodBile
submitted by Ul staff members. Local personnel at these sites do not need to contact
the Ul IRB.

2. Local site personnel who are overseenablyocal IRB should submit reportd i sto
theirIRBLISNJ G KSANJ Lw. Qa LRt AO&®
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Please note that a study monitor from the team of Ul investigators will review the medical
records of enrolled patients to ensure that ElPshave been reported.

9.2.2. Local IRBs
Local IRBs who are overseeing a study site Iaweeresponsibilities related t&JPs

1. Review of individudUPcases

a. The Local IRB receives and reviews reports from Local Investigators regarding
on-site UPsinvolving risks to subjects or others.

b. The LocalRB has the prerogative to halt any activities at their site that have
been associated with unanticipated serious harm to participants and/or to
mandate that new information be added to the informed consent document at
their site.

c. The Local IRB shouldgwide Local Investigatorsith a formal decision
regarding their review of the problem/event and what actions are determined
to be necessary.

d. Local Investigators should then forward the Local IRB decision to University of
lowa Investigators.

2. Annual reviewof research at the Local Site

a. Either the Ul IRB or the Local IRB will conduct an annual continuing review of
research at the site that includes consideration of UPs/ SAEs, interim findings,
and any recent literature that may be relevant to the research.

b.! [20Ff Lw. YI& NBfé 2y | Odz2NNByd aial
Monitoring Board (DSMB) or sponsor indicating that it has reviewed shidiy
SAEs, interim findings, and any recent literature that may be relevant to the
research, in lieu of iguiring that this information be submitted directly to the
IRB. Institutions and IRBs may require additional information for continuing
review, at their discretion.

9.2.3. University of lowa Investigators and Staff

1. Ul Investigators receive submitted reportsPsfrom Local Investigators, and
F2NBIFNR (GKSY G2 (GKS aiddzReQa t KeaAiAoOoAly a2

2. Members of the research staff will also forward all reportablesto the Ul IRB per IRB
policy.

3. The Physician Monitor will contact Ul Investigators if an expedditPreport to the
study funder is required. In these cases,

a. Ul Investigators will develop a plan to address the event or problem.
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i. Should Ul Investigators determine that a ditBresulted from either
improper or deficient procedures or unjustified dissamanagement
practices at the site, Ul Investigators will request that the site dgval
Corrective Action Prevene Action (CAPA) plan.

ii. Ul Investigators, in collaboration with Local Investigators, will revise the plan
as needed to optimally decreaskeset likelihood that theJPwill recur.

iii. Ul Investigators and Ul Study Monitors will monitor both implementation of
the plan and resolution of the identified deficiency through site
teleconferences.

b. Ul Investigators will submit the expeditétPreporttothS & G dzZR& ¥ dzy RSN
Project Officer and send a copy of the report to Local Investigators, to the IRB
GKFG A& NBaLRyaiaotS F2N addzoSMR2 OSNARA I

c. If the event or problem is of a nature that it would affect the entire study, Ul
Investigators will send the report to all Local Investigators for transmission to
their Local IRBs.

4. Should Ul Investigators learn of information that is relevant to the ICARE Study or that
may impact subjects (e.g. results from another clinical triagytwill communicate an
advisory to Local Investigators and Coordinators through an email listserv. The listserv
mechanism is in place to relay any critical information immediately, if necessary.

9.3. Detailed Instr uctions f or Submitting Reports o f UPs

1. Study Cordinators must search for documented or reported problems at the two time
points:
a. The 12 month study visit (screening question to patient and medical record review)
b. The 36 month medical record review

¢ K SNANTICIPATEROBLENIP)SCREENINGRM (seeAPPENDIX N\should be
completed on hard copy anfdxedto the CCG@t both time points.

2. Local Investigators and Study Coordinators must also report problems that they identify
outside of the 12 and 36 month time points and that meet the criteria for rapgr All
such problems must biaxedto the CCQvithin 2 days of identifying the problem.

3. Local Investigators/Study Coordinators miast to the CCC thdNANTICIPATED PROBLEM
(UP) EVENDRIVEN FORHr all identifiedUPsthat meet the criteria for repoihg; each
report should bedaxedwithin two working days of the time that a research team member
becomes aware of the event.

Note: If there is any question concerning classification of an evenregaatableUP, Local
Investigators must contact Ul Instggators for a clarification or recommendation.
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4. Local Investigators must also repttPsto their local IRB per the policy of their IRB.

5. Local IRBs determine what activities are warranted and inform Local Investigators of their

decision
. Local Investigatéstudy Coordinator forwards IRB decisions to Ul Investigators.
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9.3.1. CASE EXAMPLES

Description of Problem

CorrectEnd
Classification

Rationale

A 70 year old female patient undergoes a scheduled hip replaceme
procedure for chronic hip pain.

Do NOT reporto the Ul
team.

Unrelated to participation in
the study.

A 58 year old male is admitted to the hospital for evaluation of cheg
pain. Final determination is that pain was due to a peptic ulcer caug
by H. pylori and had no cardiac involvement.

Do NOT repdrto the Ul
team.

Unrelated to participation in
the study.

A 73 year old female is enrolled with a history of persistent tobacco
abuse, persistent hyperlipidemia and two prior heart attacks, the la
six months prior to enrollment in the study. Her stgthh and stamina
have been steadily declining for the past two yeafse PHCVRS
pharmacist recommendan increase in her lipid agent, since her dos
is suboptimal, and her physician agrees. Her lipid values show mo
improvements 3 months subsequentiyt her weakness increases an
her activity levels continues to decline. Four months after enrollme
she has a massive heart attack and dies.

REPORTING the Ul
team|S STRONGLY
ENCOURAGED

The repeat heart attack is
likely due to natural disease
progression and not to
participation in the study.
However, to be cautious, we
encourage reporting so that
the case can be carefully
evaluated.

A 64 year old male patient with a sgn creatinine level of 0.9 mg/d&
started on lisinopril 40 mg daily forealated blood pressures. One
month later, he is hospitalized for acute renal failure, which is
attributed to the lisinopril.

Do NOT reporto the Ul
team, as long as lisinopr
was not contraindicated
for the patient.

Acute renal failure is a knowr
sideeffect of lisinopril, and
there was no indication that
the patient had any renal
insufficiency.

A 66 year old male patient with a serum creatinine level of 1.9 mg/c
started on lisinopril 40 mg daily for elevated blood pressures. Two
weeks later, helevelops acute renal failure with a creatinine level of

3.4 mg/dL, which is attributed to the lisinopril.

REPORT to the Ul team

The patient had renal
insufficiency, which
contraindicates use of
lisinopril.

38



Description of Problem

CorrectEnd
Classificaibn

Rationale

I aGdzRe O22NRAYFG2NI GF1Sa + LI
home with her on her laptop computer. The computer is stolen fror
her car.

REPORT to the Ul team

Potential breach of
confidentiality places subjects
at greater risk of psyaiogical
and social harm.

58 year old patient is started on lisinopril 40 mg daily for elevated
pressures. The patient has no contraindications for lisinopril. Two
weeks later the patient develops muscle pain and weakness. The
LI G A Sy G Qa ntiKuesite Gshmopsl ang theisg@ptoms
resolve.

REPORT to the Ul team

Muscle pain and weakness is
not a known side effect of
lisinopril.

Although it is not clear that thg
symptoms resulted from the
lisinopril, the event should be
reported.

Patient hadbeen on Lipitor previously, but it was discontinued 6
months ago (and 1 month prior to enrollment in the study) due to
muscle pain and weakness.

The PHCVRS pharmacestommends that the patient start on Cresto
for persistent elevations in LDL that dotmespond to lifestyle
modifications. The patient develops severe muscle pain and weak
and goes to the ER. Creatinine kinase is 320 mcg/L, patient is
diagnosed with rhabdomyolysis and admitted for treatment.

REPORT to the Ul team

Rhabdomyolysis isknown
side effect of statins, and
starting a different statin IS
justified by treatment
guidelines.

However, due the severity of
the problem and its direct
relationship to the prescriptior
of Crestor, the event should b
reported.
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8.3.2. Decision Tree for Reporting
Unanticipated Problems

KI'he identified problem is: \

a. UnexpectedanD

b. Possibly, probably or definitely related to participation in the reseass,

c. Suggests greater tgsoj harm to stydy pafticipant(s) than WasAprevvioust knownvor
NEO23IYyAl SR AYyOftdzZRAY3I | O0ONBFIOK 2F 0O2yT¥
by study investigators, or identification of a new risk related to the study

- J

NO / YES

[ STOR Not en Unanticipated Problem ]

Complete and fax adNANTICIPATED PROBLEM (UP) EVE
DRIVEN FORWMthin 2 days of identifying the problem.

Report the problem/event to your Local IRB

( )

Ul Investigators notiffhe Physician Monitor
/ that the UP/SAE is readpf review
. J

YES /UI Investigators notify L_ocal Investigators,p
/ NO Local IRB and the funding agency

When warranted, Ul Investigators request a

corrective action plan from Local Investigato

and periodically monitor implementain and
resolution.

- J

Physician Monitodetermines that the problem
might have been related to the sty

[ No further action is required ]
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10. PROCEDURES FOR PHCVRS CLINICAL PHARMACISTS AND
SITE PROVIDERS

10.1. Procedures for the PHCVRS Clinical Pharmacist

10.1.1. SCHEDULED PATIENT VISITS

The clinical pharmacist will follow each patient for approximately 12 months following
enrollmert in the study. Recommended visit activities and frequencies are outlined below:

10.1.1.1. BASELINE VISIT
The pharmacist will conduct the following activities at the initial visit, requirinrg3@inutes:
1. wS@ASs GKS LI GASYyidQa YSRAdrtetviewBchdidgR Yy R LIS
a. A detailed medication history of all prescription, nonprescription, and herbal
therapies

b. An assessment of patient knowledgemédications, purpose of each medication,
goals of therapy, medication dosages and timing, and potemtedication side
effects

c. Potential contraindications to specific pharmacologic agents (e.g., renal
insufficiency for thiazide diuretics, severe obstructive lung disease for beta
blockers)

d. Expectations that there will be future dosage changes and mongaird that the
pharmacist will discugssues that might become future barriers to lowering
cardiovascular risk (e.g., side effects, raatherence, patient sekfficacy)

e. Expectations that,isce cardiovascular risk is higher at the initial visit (by
definition), medications and/or dosages must be intensified unless there is a
strong justification not to intensify them.

2. ProvideLJr GASy(ia ¢6AGK ftAFTSadtetsS SRdzOFGA2y Lt YI i
| St GKASNI , 2dz 06 NBOKdzNBE & IlyRF NIl [ 1. $IQfA0 K& KBS G
/| 2210221£0®

3. Utilize motivational interviewing techniques to assess Stages of Change for key issues
such as exercise, diet, weight, tobacco use, immunizations and cancer screenings.

4. Supplya wallet card listing all medications addses, contact phone numbers for the
pharmacist and disease state goals for patients with memory problems or unintentional
non-adherence.

5. Create a care plan with treatment recommendations for the physician. The care plan
will make specific recommendatisro improve medication management to achieve
lower cardiovascular risk.

6. Document all visits, recommendations made to the physician and recommendations
accepted by the physician in the medical record or the pharmacy record, depending on
the policies angrocedures in the office.

7. Present the care plan via written, verbal, or electronic communication to the physician.
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8. Implement the care plan after obtaining physician agreement or physician
modifications.
10.1.1.2. FOLLOWUP VISITS

The PHCVRS modetommendstructuredfollow-up visits with the patient at the following

time points after the baseline visit. However, the pharmacist may tailor patient visit schedules
G2 YSSG GKS AYRAQGARdzZrE LI GASYGQa ySSRao

1 2 weeks

1 4 weeks

1 6 weeks

1 8 weeks

1 Monthly thereafter

Eachfollow-up visit is estimated to take 305 minutes and will include assessment and
documentation of:

1. Current medications

2. Side effects and adverse events
3. Patient medication compliance
4

. Modification of the care plan as needed, with changes also documentédirS LJ- G A Sy { ¢
medical record

I 2YYdzy AOI GA2Y 6AGK GKS LI GASYyidiQa LIKEaAAOALlY

o
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11. Patient Termination
Patients will be terminated:

1) When all study time points have been completed through the 36 month medical record
data abstraction

2) When a patient is nioable to complete all study time points (early termination). Early
termination may occur for several reasons:

) t I G A Sighiitpstatu$changes

(a) Although pregnancy is not anticipated in study patients, any patient who
becomes pregnant must immediatdbe terminated

(2) Please note that patientwho develop a baseline exclusion criterion
subsequent teenrollmentsuch as a stroke or advanced canadt be
permitted to stay in the studgnd should NOT be terminated early

i) Patient chooses to withdraw

iii) Patient s lost to followup

iv) Patienttransfers care to another clinic that is not participating in the study
v) The research team chooses to terminate the subject

(1) Possible scenarios include failure to pay for medical {stady) services,
failure to keep scheduled apmtments with providers, and chronic
non-adherence to the prescribed medical regimen.

vi) Patient withdraws or is terminated due to an adverse event

vii) Patient dies

Complete the patient termination formand fax to the CCC for any of the above events.
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12. PROCEDURES FOR SITE PROVIDERS

12.1. Provider Surveys
The following surveys will ldistributedto providers. These surveysll be distributed at the
site training session arghould be completegrior to the beginning of patient enroliment
Lead Physician onl

A daSRAOIT L2t Ly RSE

All Providers

A adgalyl3Aay3a /FNRA2GF&aOdzZ  NJ 5AaSlasS {aGlGdSa¢
A at KEaAOAlY [/ 2ttt 02N GA2Y { dzNBSe¢
Surveypacketswill includea letter detailing the elements of consento separate consent form

will be required; return of the suryewill constitute consentProviders who choose to
participate should return the survey to the Study Coordinator sealed in the envelope provided.

Providerswill be invited to take the same survey at the end of the study.

Providerswill not be compensate for completing the study surveys.

12.2. Referring Patients to the Study

All clinic providers are encouraged to refer patients who might qualify for the study to the

Of AYAO0Qa {GdzRe [/ 22NRAYI (2N ¢tKS {GdzRe [/ 22 NRA
LINE A RSNI NBFSNE (2 YIFI1S &adz2NB GKIGO GKS LI GASYy
criteria.

12.3. Provider Interaction with the PHCVRS Pharmacist

The PHCVRS pharmacist will develop an action plan that addresses gaps in preventive health
screening or gdeline-concordant therapy. The pharmacist will communicate recommended
OKIFy3aSa (2 (GdKS UGUNBFaGYSyid G2 GKS LI GASYGQa LINR
YSGK2R LINSEFSNNBR 08 (KS AYRAGARdAzZ f LKE@AAOAlIYyO®
PharmacistPhysician Communication form (see APPENDIX IV). This form is initiated by the

study pharmacists, and providers are asked to either agree with the proposed changes to the
GNBFGYSYyd NBIAYSY 2N Y2RATE (GKS ikdtidstboPA & i Qa
pharmacist by fax as soon as possible. Pharmacist communication to the provider will occur

every 3 months or more frequently if urgent issues are identified.
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APPENDIXI: SCREENING LOG ANZERIFICATION OF INCLUSION
AND EXCLUSIONCRITERIAFORM
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Patient Name: MRN: Phone humber:

Do not send information in the row above to the University of lowa. Please copy this form and redact or cut out this info before sending.

SCREENING LOG AND VERIFICATION OF INCLUSION AND EXCLUSION CRITERIA

INSTRUCTIONS * = Required for all screened patients
e Please record screening data below for any patient whose chart you have accessed for the ICARE study. Screening
e Patients that you identify as potentially eligible for the study should be sent a recruitment letter and postcard. Number:
i ) i . i (Write on postcard)
e |f you have questions on this form contact Brian at 319-335-8218 or brian-gryzlak@uiowa.edu
Screening Number (Write number on postcard): *Outcor_ne: .
O Patient enrolled in study
- OMale *Race (Check all that apply): O Patient ineligible for study
Gender . . )
OFemale 3 White O Patient declined via
*Ethnicity OHispanic O Black/African-American. postcard .
ONot Hispanic O Asian O Patient declined via phone
Date letter apd _ Ara 3 American Indian/Alaska Native O Patient declined in person
posteard mailed: 4 J O Native Hawaiian/Other Pacific O Unable to reach via mail
Date po§toard / / Onfa lslander O Unable to reach via phone
returred:. @0 @ ———————— 0O Other outcome:

Phone contact dates and notes (up to 3 attempts):

Section A: Demographic Criteria

1. Has the patient been seen in your clinic or 8 YES = Continue to #2
practice at least once in the past 24 months? 0O NO = STOP —not eligible
2, Is the patient an English-speaking male or O YES = Continue to #3
female? O NO => STOP - not eligible
3. Age of patient in years: AGE: IF >= 50, go to #4a. If less than 50, STOP — not eligible.
Meets
Section B: Risk Factors Criteria
2
4a. Has a diagnosis of diabetes? (/CD9 Code 250) BRSSPl TR _
0O NO => Skip to #5a If4ais YES AND
dbis >=7.5% check | ]
: box at right.
4b. Enter most recent Hg A1c from chart IF 2 7.5%: Date oxatright
HgAlc._ % I S S
Sa. Has a diagnosis of high cholesterol? O YES = Continue to #5b
(ICD8 Code 272) O NO => Skip to #6a 52 is YES AND
5b. Enter most recent LDL from chart IF: (5b is >110mg/dl for patients with PAD, -a
»  >110mg/di for patients with PAD, CAD, Stroke, e OB
TIA, or Diabetes OR Date:
= >140mg/dl LDL: mgidl /S
6a. Has a diagnosis of hypertension? 0O YES - Continue to #6b
(ICD9 Codes 401, 402, 403, 404, 405) 0 NO > Skipto #7 )
If 6ais YES AND
6b. Enter most recent blood pressure from chart IF: (Bb 2150 mm Hg SBP or > 90 mm Hg DBP for
patients with uncomplicated hypertension OR D
= >150 mm Hg SBP or > 90 mm Hg DBP for (SBP) 6b 140 mm Hg SBP for patients with diabetes
patients with uncomplicated hypertension OR . or chronic kidney disease), check box at right.
*  >140 mm Hg SBP for patients with diabetes or s,
chronic kidney disease ______ e _J__/__ ___
7. Section B Total: In box at the right, add the number of checked boxes above for Questions 4, 5 and 6. = D
If 1 or more, CONTINUE to Section C. If 0, STOP - not eligible.
IF PATIENT WAS ENROLLED in the study (signed consent}, file a copy of this form in the patient’s study folder. v.9/49/14  Site: Screening Number

IF PATIENT WAS NOT ELIGIBLE or NOT ENROLLED IN THE STUDY, send a copy of this form via fax, mail or email to the University of lowa.
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Section C: Cardiovascular Conditions (/CD9 Codes) ing::les‘i’gri]fcﬂf:rﬁn
8. History of coronary artery disease (CAD) (/CD9 Code 414)

9. History of previous Ml (heart attack) (fCD9 Codes 410, 411, 412)

10. History of stroke (/CD9 Codes 430, 431, 432, 433, and 434)

11. History of TIA (ICD9 Code 435)

12. History of atrial fibrillation (A. Fib) (/CD9 Codes 427.31, 427.3)

13. History of peripheral vascular disease/claudication (PAD) (ICD9 Codes 440.2, 440.3 and 440.4)
14. History of carotid artery disease (/CD9 Code 433.1)

15. Current smoker (/CD9 Code 305.1)

16. Diagnosis of obesity (BMI>30) Enter most recent BMI >= 30 from chart:

(ICD9 Code 278.0)
bate:. /¢ 4/

17. Section € Total: In box at the right, add the number of checked boxes for Questions 8-16=>

[l o |oojolojo|o|oo

18. Add the answers for #7 & #17. If 3 or more, CONTINUE to # 19. If less than 3, STOP — not eligible =

Check if meets
exclusion criterion

Section D: Exclusion Criteria (from Medical Record, Direct Observation, OR Self-Repor)

19. Inability to give informed consent - direct observation OK
20. Pregnant (/CD9 Codes V22, V23 V24)
21. Diagnosis of pulmonary hypertension (/CD9 Cade 4186; Note: secondary pulmonary hypertension is OK)

22, Cancer diagnosis with a life expectancy estimated less than 2 years

23. Residence in a nursing home or diagnosis of dementia —Self-report OK for N.H. residence

24. No telephone or have a hearing impairment not allowing them to use a phone — Direct observation and
self-report OK

25. Omron blood pressure cuff cannot be used on patient’'s arm for any reason — direct observation OK
(e.g., patient is morbidly obese and requires use of a thigh cuff)

26. Section D total: In box at the right, add the number of checked boxes for Questions 19-25->
If 0, CONTINUE to Question 27. If 1 or more, STOP— not eligible

27. Subject is potentially eligible based on your chart review and can be sent a
recruitment letter and postcard or otherwise considered for enroliment.
At the right, enter the date that the chart review for Sections B, C, and D was
completed. Then continue to Question 28 in Section E.

[ ]o|o|o|ojojo|lo

Date: _ _ / !

Section E: Exclusion Criteria from Patient Self-Report (Ask during your contact to schedule the baseline visit) exirue;g:‘f;?;::is -
28. Refusal to consider attempting to use the internet to access the PHRM ad
29, Patient has plans to move from the area or transfer care to a different clinic in the next 12 months [l |
30. Section E total: In box at the right, add the number of checked boxes for Questions 28-29=> D
If 0, CONTINUE to Question 31. If 1 or more, STOP- not eligible

0O ANSWER TO QUESTION 18 IS 3 OR MORE.
0O DATEIN QUESTION 27 IS LESS THAN 6 MONTHS FROM THE DATE THAT THE PATIENT

31. Before the subject WOULD SIGN THE CONSENT DOCUMENT (#32 BELOW). If the date in Question 27 is MORE
signs consent, verify THAN 6 months from the date the consent would be signed, rescreen the patient for eligibility with a
that all are correct: new screening log using current medical record data.

O PATIENT HAS NONE OF THE EXCLUSION CRITERIA BASED ON MEDICAL RECORD, DIRECT
OBSERVATION, OR PATIENT REPORT

32. Subject may sign consent. Date: /
Enter date subject signed: —_— Y
IF PATIENT WAS ENROLLED in the study (signed consent), file a copy of this form in the patient's study folder. v.9/19/74 Site: Screening Number

IF PATIENT WAS NOT ELIGIBLE or NOT ENROLLED IN THE STUDY, send a copy of this form via fax, mail or email to the University of lowa and file in “Eligibility Failure” folder.
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APPENDIX It QUICK GUIDE TO ICARE STUDY ELIGIBILITY
CRITERIA
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ICARE Study Quick Guide to Inclusion and Exclusion Criteria

Section A: Demographic Criteria

1. Patient was seen in your clinic or practice at least once in the past 24 months
2. English-speaking male or female
3. Age is 50 or older at medical record screening

Section B: Risk Factors

4. Has ONE OR MORE of the following:

a

a

a

Diagnosis of diabetes (/CD9 Code 250) AND most recent:
e Hg A1C > 7.5%

Diagnosis of high cholesterol (/cD9 Code 272) AND most recent:
¢ LDL >110mg/dl for patients with PAD, CAD, Stroke, TIA, or Diabetes OR
e LDL >140mg/dI

Diagnosis of hypertension (1CD9 Codes 401, 402, 403, 404, 405) AND most recent blood pressure:
¢ > 150 mm Hg SBP or > 90 mm Hg DBP for patients with uncomplicated hypertension OR

¢ > 140 mm Hg SBP for patients with diabetes or chronic kidney disease.

Section C: Cardiovascular Conditions

5. Total number of risk factors in Section B (above) plus number of conditions Section C (below) is THREE
OR MORE:

gogaaoaoaoaaaaqa

History of coronary artery disease (CAD) (/CD9 Code 414)

History of previous MI (heart attack) (1CD9 Codes 410, 411, 412)

History of stroke (/CDg Codes 430, 431, 432, 433, and 434)

History of TIA (ICD9 Code 435)

History of atrial fibrillation (A. Fib) (/CD9 Codes 427.31, 427.3)

History of peripheral vascular disease/claudication (PAD) (/CD9 Codes 440.2, 440.3, and 440.4)
History of carotid artery disease (/CD9 Code 433.7)

Current smoker (ICD9 Code 305.1)

Diagnosis of obesity (BMI>30) ¢CD9 Code 278.0)

0O Medical Record screening date: Patient is enrolled VWWITHIN 6 MONTHS of the date that Sections B, C

and C were completed.

Sections D and E: Exclusion Criteria Prior to Consent

6. Has NONE of the following:

aooooaan

aao

Inability to give informed consent

Pregnant

Diagnosis of pulmonary hypertension (Note: secondary pulmonary hypertension is OK)

Cancer diagnosis with a life expectancy estimated less than 2 years

Residence in a nursing home or diagnosis of dementia

No telephone or a hearing impairment not allowing them to use a phone

Refusal to consider attempting to use the internet at home, community center, library, medical
office or other source to access the PHRM

Patient has plans to move from the area or transfer care to a different clinic in the next 12 months
Omron blood pressure cuff cannot be used on patient’s arm for any reason
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@CARE

Improved Cardiovascular Risk Reduction
to Enhance Rural Primary Care

ICARE Study Subject Enrollment and Baseline Visit Checklist

{Complete for eligible patients only — check each activity below when completed)

Before Visit

0

Gender, race, and ethnicity questions of the Screening Log and Verification of inclusion and Exclusion
Criteria (“Screening Log / Verification”) form completed

O Sections A, B, C, D and E of the Screening Log / Verification form completed
During Visit
O Sections D and E of Screening Log / Verification are reviewed with patient to confirm that patient has
none of the exclusion criteria, and Screening Log / Veerification form is completed

O Current, stamped Informed Consent Document reviewed with patient and questions answered

O Patient sighed Informed Consent Document

O Copies made of all pages of signed informed consent document
O Original sighed and dated Informed Consent Document (all pages) filed in patient’s folder
O Copy of sighed and dated Informed Consent Document given to patient
O Copy of sighed and dated Informed Consent Document filed in the patient’s medical record (If

applicable per your site’s policies)

O Labs (HbA1c; lipids, preferably fasting) drawn

O Bloed pressure measured using Omron machine (3 or 4 measurements as needed)

O Patient instructed on PHRM

O Patient given PHRM login sheet

All 5 baseline forms administered and completed:

O Enroliment

O Diagnosed Conditions and Care Management (patient-reported questions)

O Medication Reconciliation (patient-reported questions)

O Biood Pressure, Laboratory And Cancer Screening Form

O Health Behavior Inventory

During Visit or Directly After Visit

0

a
a
a
a

Remaining questions on Diagnosed Conditions and Care Management and Medication Reconciliation
forms that require the medical record to answer are completed.

All 5 baseline forms faxed to the Clinical Coordinating Center (CCC) within 48 hours of the visit.
Screening Log / Verification form faxed to the CCC

Screening Log / Verification form filed in patient’s study folder.

All 5 baseline forms are filed in the patient’s study folder.
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Study ID: -

Dmpmved Cardiovascular Risk Reduction

to Enhance Rural Primary Care

Enrollment Form
Baseline Only

tFdASYyiQa bl YSY (last) (first)
Date Consented: _/__/____ (mm/dd/yyyy)
Date Administered: __/ __/__ __ (mm/dd/yyyy)

Primary Provider:;

Primary Provider Phone: - -

Primary Provider Fax: - -

Section I: Contact Information

Address

(street)

(city, state)

(zip code)

Phone Nimbers

Y Home: - -

1 Cell - -

0 Text Messaging: Yes No

1 Work: - -

Emait

Preferred Contac({circle all that apply) = Home Cell Work Email

Study ID: _-
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Section I: Contact Informatiorfcontinued)

Alternative Contact:

 Name:

1 Relationship:

1 Phone: - -

Section |l: Demograph&

INSTRUCTIOM&be read to the subject)
AO AYyT2N
A

G¢KS FANRG ljdzSadAazya al F2N a2yYS ol a
(Study Coordinatok & G2 OKSO|1 GKS 062E O2NNBalLRyRAy3 (2

Birthdate:d 2 KI & A a @2dzNJ RI (/S _ 2 fnmidd/ YK K £
Gender: M OF

|. PatientRacért £ SI &S G(GSff YS GgKAOK 2F (KS F2fft26Ay13
all that apply)

[1Black or African Amizan

[1 American Indian or Alaska native

[1 Native Hawaiian or Other Pacific Islander

[1 Asian

[] White or Caucasian

[1 Unknown/Not Reported

l. Patient Ethnicityd t € S &S (St t YS KAOK 2F GKS T2ttt 26AY
[ Hispanic/Latino

[] Non-Hispanic/NonrLatino

[1 Unknown/Not Reported

lIl. Educationdt f SIFasS GGStf YS (KS KAIKSAG 3INIRS &2dz O:
NEOSAPGSR®DE 60/ KSO1 2yfeé 2ySoy

[1,1-5 [1, 2-year technical or assod¢@degree
[],6-8 [ls 4-year BA or BS degree
[J;9-12 [ls Masters degree

[1; Doctoral degree
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Study ID: _ -

Section II: Demographic&ontinued)

IV. Insurance Statug t £ S aS GStf YS gKIFG {AYR 2F AyadzaNT yC
KSFf KOl NBdé otftSIrasS OKSO]l 2yfeée 2yS> GKS LINA
[1; Private insurance (Employer/Grp)

[1, Private insurance (Selisured)

[1; Medicare

[1, Medicaid

[ls None/Selfpay

[ls Free care

(0p))
(@
N
&\
(0p))
Z
[y

V. Insirance Coverage for Prescriptiois5 2 € 2dz KIF @S Ay adzNIl yoO

L], Yes
Do No

VI. Annual Household Incomé / | 'y @&2dz LX S &4S GStf YSyorKAOK OI i
G20Ft Fyydadt K2dzaSK2fR AyO2YSKE

[, <$10,000 [ls $55,000$79,999

[1, $10, 006$24, 999 [ls $80,000$99,999
[l; $25,000 $39,999 []; $100,000 or greater
[, $40,000$54,999 [Jg Refused to answer

VIl. Marital Statusd / 'y &2dz LJX S aS G4Stf YS ¢4 KkeOiari@al (S 32 NE
a0l Gdza K¢

[, Never married

L1, Married

[1; Divorced or separated

[, Widowed

VIII. Smoking Statug | @S & 2 dz SIiZ& bk ybwcdrie@lRdmoking or are you an ex

aY21 SNKE

[y Never smoked

[1; Current smoker
GLFT @2dz  NE OdzNNByiGte avyz2iAy3as LI SFasS GStft Y
and the approximatg/ dzYy o SNJ 2F OA3IF NBdGGSa GKFG &2dz avyz21S

Number of years smoked:
Number of cigarettes smoked per day:
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Study ID: _ -

Section II: Demographic&ontinued)

[LExa Y2 1 SNJ & L F-smoRedhow mddy yeays agdidid you quit? Also, how many
8SINAE RAR @2dz aY21S IyR FLIWINREAYI(GSte K26 Yy
Years since quit:
[]; <5 years
[1,5-14 years
[13>15 years
Number of years smoked:
Number of cigarettes smoked per day:
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