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1. INTRODUCTION 

1.1. Protocol Synopsis  

Cardiovascular disease (CVD) causes 2,200 deaths in Americans every day, with one death 
occurring every 39 seconds.  Although 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 have numerous chronic conditions. 

The Patient-Centered Medical Home (Medical Home), including self-management, personalized 

health records and team-based care, has been proposed as a strategy to improve care for patients 

with multiple chronic conditions.  In addition, several Cochrane reviews and meta-analyses have 

found evidence that adding pharmacists or nurses to the primary care team improves risk factor 

control and physician adherence to guidelines.  More specifically, managed care organizations 

have found that a centralized cardiovascular risk service managed by pharmacists 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 private office 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 will test the implementation of a novel strategy to improve secondary prevention of 

cardiovascular disease (CVD).  The goals are to determine whether: 

1) a web-based prevention health and cardiovascular risk service (PHCVRS) managed by clinical 

pharmacists will be implemented within diverse primary care offices 

2) the PHCVRS intervention diffuses throughout offices that use the PHCVRS 

3) the PHCVRS if cost-effective 

1.1.2. Design 

Fourteen clinics throughout Iowa are or will be participating in the study.  Each clinic will enroll 25 
subjects who require secondary prevention for CVD.  Participating clinics have been randomized 
either to a PHCVRS intervention group or to a control group.  Subjects who are enrolled at clinics in 
the intervention group will have ongoing contact with a clinical pharmacist at the PHCVRS, who 
ǿƛƭƭ ƛƳǇƭŜƳŜƴǘ ǘƘŜ ǎǘǳŘȅΩǎ ƛƴǘŜǊǾŜƴǘƛƻƴΦ  ¸ƻǳǊ ŎƭƛƴƛŎ ƛǎ ǇŀǊǘƛŎƛǇŀǘƛƴƎ ŀǎ ŀƴ ƛƴǘŜǊǾŜƴǘƛƻƴ ŎƭƛƴƛŎΣ ǎƻ 
each enrolled patient will receive the study intervention. 

Toward the end of the study, clinics will also abstract medical record data for an additional 25 
clinic patients who are not consented into the study.  Detailed information about this group of 
patients will be provided later in the study.   
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Clinic providers will be asked to complete two surveys at the beginning of the study and during 

year 4 of the study. 

1.1.3. Outcomes 

1.1.3.1. Primary Outcome 

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 numeric scores for each 

subject, with each score serving as a surrogate measure for quality of care.  Each score will be 

ŘŜǘŜǊƳƛƴŜŘ ƻƴ ǘƘŜ ōŀǎƛǎ ƻŦ ƛƴŦƻǊƳŀǘƛƻƴ ŎƻƭƭŜŎǘŜŘ ŦǊƻƳ ǘƘŜ ǎǳōƧŜŎǘΩǎ ƳŜŘƛŎŀƭ ǊŜŎƻǊŘΦ  {ŎƻǊŜǎ ǿƛƭƭ ōŜ 

created at the time of subject consent, 12 months following consent and 36 months following 

consent.  

1.1.3.2. Secondary Outcomes  

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 months later, and 36 
months later.      

2) We will compare all of the costs associated with the care for subjects in the PHCVRS and 

the control groups.   We will also calculate incremental costs as a function of differences in 

guideline adherence, blood pressure (BP), LDL cholesterol, or HbA1C at each of the time 

periods.  A cost-effectiveness (CE) ratio will then be computed to make clear to institutions 

the cost of the intervention for each outcome improvement resulting from the 

intervention.   
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1.2. Inclusion and Exclus ion Criteria  

1.2.1. Inclusion Criteria  

1) English-speaking males or females 
2) Age >50 years  
3) Utilize the physician office at least once in the previous 24 months 
4) Have a history of coronary artery disease (CAD), myocardial infarction (MI), stroke, 

transient ischemic attack (TIA), atrial fibrillation, or systolic heart failure or specified CAD 
risk equivalents (peripheral vascular disease/claudication, carotid artery disease or 
diabetes mellitus with co-existing uncontrolled hypertension and/or hyperlipidemia). 

1.2.2. Exclusion  Criteria   

1) Inability to give informed consent  
2) Pregnancy 
3) Diagnosis of pulmonary hypertension 
4) Cancer diagnosis with an estimated life expectancy less than 2 years 
5) Residence in a nursing home or diagnosis of dementia 
6) No telephone or have a hearing impairment not allowing them to use a phone 
7) Refusal to consider attempting to use the internet at home, community center, library, 

medical office or other source 
8) Patient has plans to move from the area or transfer care to a different clinic in the next 12 

months 
9) Arm blood pressure cuff cannot be used on patient for any reason  

A detailed listing of the inclusion/exclusion criteria is provided in APPENDIX I. 

1.3. Study Organization  

The Clinical Coordinating Center (CCC) within the College of Pharmacy at the University of Iowa 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 be completed and the compensation that sites will receive; 
training of site staff. 

Clinical Coordinating Center Team 

Barry L. Carter, Principal Investigator barry-carter@uiowa.edu 319-335-8456 

Brian Gryzlak, Project Coordinator brian-gryzlak@uiowa.edu 319-353-3857 

319-335-8218  

Nick Rudzianski, Data Entry, Administrative 
Support 

nicholas-rudzianski@uiowa.edu 319-335-9783 

CCC Fax Number 319-335-9782 
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Prevention Health & Cardiovascular Risk Service (PHCVRS) Pharmacists 

Christopher Parker, Clinical Pharmacist  christopher-parker@uiowa.edu 866-227-9873 

Rachel Finkelstein, Clinical Pharmacist rachel-finkelstein@uiowa.edu 866-227-9873 

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

 

The Data Management Center (DMC) within the Department of Family Medicine at the University 
of Iowa is responsible for the following key aspects of the trial: oversight of data submission, 
monitoring procedures at research sites, and data analyses. 

Data Management Center 

Barcey T. Levy, Co-Principal Investigator & 
Director, DMC 

barcey-levy@uiowa.edu 319-384-7000 

Carol Moss, Study Monitor, Scheduling carol-moss@uiowa.edu 319-356-4486 

Yinghui Xu, Data Manager yinghui-xu@uiowa.edu 319-384-5497 

 

The Iowa Personal Health & Research Management System (IowaPHRM) is a web-based tool that 
simultaneously gives patients an opportunity to increase involvement in managing their health and 
ǎŜǊǾŜǎ ŀǎ ǘƘŜ ǎǘǳŘȅΩǎ ƻƴƭƛƴŜ ŘŀǘŀōŀǎŜΦ  LƻǿŀtIwa ǿƛƭƭ ōŜ ƳŀƴŀƎŜŘ ōȅ ǘƘŜ ŦƻƭƭƻǿƛƴƎ ǘŜŀƳ ǿƛǘƘƛƴ ǘƘŜ 
College of Public Health and the Institute for Clinical and Translational Science at the University of 
Iowa. 

IowaPHRM Team 

Brian Gryzlak, Research Specialist brian-gryzlak@uiowa.edu 
319-335-8218  

319-353-3857 

Michael Mueller, Lead IowaPHRM      
    Administrator 

michael-mueller@uiowa.edu 319-384-1547 

Ryan Lorentzen, Application Analyst ryan-lorentzen@uiowa.edu 319-353-8015 
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1.4. Regulatory and Billing Requirements  

Each site will be required to complete the following study-related tasks and to store and transmit to 
the University of Iowa CCC the relevant 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 IRB: The clinic may use a local IRB which is already in place to oversee research 
affiliated with the clinic.  Information needed for a local IRB application will be provided 
by the CCC.  The clinic will need to provide the following documents on an ongoing basis:  

Á ¢ƘŜ Lƴǎǘƛǘǳǘƛƻƴŀƭ wŜǾƛŜǿ .ƻŀǊŘΩǎ ƭŜǘǘŜǊǎ ƻŦ ŀǇǇǊƻǾŀƭ ŦƻǊ ǘƘŜ ǎǘǳŘȅ 

Á All stamped informed consent documents approved and dated by the local IRB 

2) University of Iowa IRB: Clinics that do not have oversight by a local IRB may use the 
University of Iowa IRB as their IRB of record.  The following documentation will need to 
be submitted: 

Á A letter of agreement addressed to the University of Iowa Principal Investigator 

Á ! ILt!! ƭŜǘǘŜǊ ŦǊƻƳ ǘƘŜ ŎƭƛƴƛŎΩǎ tǊƛǾŀŎȅ hŦŦƛŎŜǊ 

Á Documentation of Human Subjects Protection Training 

Á ¢ƘŜ ŎƭƛƴƛŎΩǎ C²! ƴǳƳōŜǊ ƻǊ an Individual Investigators Agreement to conduct the 
project ƛƴ ŀŎŎƻǊŘŀƴŎŜ ǿƛǘƘ ǘƘŜ ¦ƴƛǾŜǊǎƛǘȅ ƻŦ LƻǿŀΩǎ C²! 

Á An IRB Authorization Agreement 

The University of Iowa CCC will assist clinics in obtaining required documentation for either 
a local IRB or the UI IRB.  IRB approval should be completed within three months of initiation 
for a clinic to remain in the study. 

Each IRB-related document should be stored both in hard copy form in an organized 
binder and electronically.  {ŜŜ {ŜŎǘƛƻƴ άOrganizing and Maintaining Study Filesέ ŦƻǊ ŘŜǘŀƛƭǎΦ     

1.4.2. Subaward Agreement with th e University of Iowa  

Administrative personnel at each site must also negotiate and sign a Subaward document 
created by the University of IowaΩǎ Department of Sponsored Programs.  The agreement 
describes the terms and conditions for reimbursing sites for study-related costs.  The 
agreement should be signed by an authorized individual at the clinic and returned to the 
University of Iowa within one month of receipt.  The subaward budget will be negotiated on 
an annual basis, with an authorized signature required each year on the amended award. 

Please note that payments are based upon work that is completed.  So a clinic that does not 
complete expected tasks for a given year would not be able to receive all the funds 
designated in the budget for that year.  Questions regarding the subaward agreement 
should be directed to Brian Gryzlak at brian-gryzlak@uiowa.edu 

mailto:gail-ardery@uiowa.edu
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1.4.3. Invoicing the University of Iowa  

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

1) Brian Gryzlak at the CCC will email a quarterly draft invoice to the clinic staff member 
who is designated as responsible for invoicing.  Mr. Gryzlak should 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 
quarter; only tasks completed during the quarter will be included on the invoice. 

3) Should ŀ ŎƭƛƴƛŎΩǎ ƛƴǾƻƛŎŜ ƴƻǘ ŀƎǊŜŜ ǿƛǘƘ ŀƴȅ ƛǘŜƳǎ ƻƴ ǘƘŜ ƛƴǾƻƛŎŜ ƻǊ ƴƻǘ ƛƴŎƭǳŘŜŘ ƛƴ ǘƘŜ 
invoice, please notify Mr. Gryzlak at brian-gryzlak@uiowa.edu.  

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

5) The signed invoice should be mailed 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. 

 

 

mailto:gail-ardery@uiowa.edu
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2. SITE TRAINING AND MONITORING 

2.1. Initial Information and Training Sessions  

2.1.1. Provider Information Session  and Surveys 

University of Iowa study investigators will visit each participating study site early in the study and 
before subject enrollment begins.  Investigators will provide clinic providers 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 from study investigators on team building. The information session will be 
scheduled at a time preferred by the ŎƭƛƴƛŎΩǎ ǇǊƻǾƛŘŜǊǎΦ   

The physician leader at each clinic will read the accompanying letter of consent and, if willing, 
complete the Medical Home Index, a validated, self-assessment tool for evaluating primary care 
practice.  Physician leaders will 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 greater adoption in 
intervention offices compared to controls. We have also pioneered a validated instrument to 
measure physician-pharmacist collaboration and we will administer this tool to physicians at 
baseline and in year 4 to evaluate the level and type of communication between providers and 
pharmacists. 

2.2. Study Coordinator Training  

Each clinic will identify 1-2 staff members to serve as the Study Coordinator (SC).  This person(s) 
will 1) identify and consent subjects, 2) instruct subjects in use of IowaPHRM, used to provide 
subjects with a way of documenting their self-monitoring and self-management activities, 3) 
conduct study visits at baseline, i.e., at the time of consent, and 12 months later, 4) abstract 
limited subject medical record data covering the time period 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 event.  The SC(s) 
will be trained in use of IowaPHRM and in use of data collection forms either during the visit by 
University of Iowa study investigators or remotely through a webinar.  The SC(s) will also receive 
regular contacts by CCC staff to reinforce the initial training. 

2.3. Teleconference Calls 

Iowa 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 thereafter.  The 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 
investigator will visit each intervention office at least yearly to obtain feedback, maintain strong 
provider-investigator relationships and retain high fidelity to the intervention. 
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2.4. Interim Monitoring Visits  

All sites will be monitored by ǎǘǳŘȅ ǇŜǊǎƻƴƴŜƭ όάƳƻƴƛǘƻǊǎέύ from the Data Management Center.   

¢ƘŜ ǇǳǊǇƻǎŜ ƻŦ ǘƘŜ ƳƻƴƛǘƻǊƛƴƎ Ǿƛǎƛǘ ƛǎ ǘƻ ŜƴǎǳǊŜ ǘƘŀǘ ǘƘŜ ǇǊƻǘƻŎƻƭ ƛǎ ōŜƛƴƎ ŦƻƭƭƻǿŜŘΣ ǘƘŀǘ ǎǳōƧŜŎǘǎΩ 

rights and safety are being protected, and to confirm data integrity and quality. The first 

monitoring visit will occur after 3-5 subjects have been enrolled at a center or approximately three 

months after the first subject is enrolled, depending on the progress a site is making and/or the 

challenges they are experiencing.  All centers will have a visit approximately 12 months after the 

first patient is enrolled, a close-out visit after all data are submitted and additional visits as needed 

for problems. 

Study monitors will need access to medical records but will have NO contact with patient subjects.  

Once study sites have enrolled their first subject, the CCC will send an email to the Lead Physician 

ŀƴŘ {ǘǳŘȅ /ƻƻǊŘƛƴŀǘƻǊ ǊŜǉǳŜǎǘƛƴƎ ǎǳŎƘ ŀŎŎŜǎǎ ǘƻ ǘƘŜ ƻŦŦƛŎŜΩǎ ƳŜŘƛŎŀƭ ǊŜŎƻǊŘ ǎȅǎǘŜƳ ŀƘŜŀŘ ƻŦ ǘƘŜ 

first monitoring visit.   

2.4.1. Pre-Monitoring Procedures  

1) Approximately two weeks ahead of the initial anticipated visit, if possible, and 4-6 weeks 

ahead of each subsequent monitoring visit, the monitor will email the SC to negotiate 

and finalize a date for the visit.  The SC and PI should be available to meet with the 

monitor during the visit.  

 

2) The monitor will send a letter to the site approximately one week ahead of the initial 

baseline visit date and 2 weeks ahead of subsequent monitoring visit dates, explaining 

objectives of the visit and necessary materials.  The monitor will need a reserved space in 

which to work and access to a photocopy machine and electronic records, if applicable.  

The following items should be available for review: 

¶ Screening Logs 

¶ Patient Clinic/Medical records  

¶ Paper copy case report forms (CRFs) and any other study-related source 

documents and records 

¶ Regulatory Documents 

ī IRB approvals (either UI or local IRB) 

ī Approved informed consent documents 

ī Approved recruitment materials 

ī IRB correspondence 

ī Blood pressure measurement certifications 
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2.4.2. On-site Monitoring  

1) An initial meeting (approximately 30 minutes) will occur between the SC and the 

monitor to orient the monitor to clinic/medical records, answer study questions, and 

review protocol procedures.  The SC should be available periodically throughout the 

visit to answer questions or to make data corrections, if necessary. 

2) In addition to review of the items listed above, the monitor will re-certify the SC in BP 

measurement procedures on an annual basis. 

3) At the end of the monitoring visit, the monitor will meet briefly with the SC and PI to 

discuss findings and a plan of action. 

2.4.3. Post-Monitoring  

1) The monitor will send the site a formal report containing feedback and a detailed listing 

of all findings within approximately four weeks of concluding the monitoring visit.  

2) The monitor will contact the SC to discuss pending items until all items are resolved.  

The SC will respond to pending items in a timely manner and inform the monitor of any 

issues delaying resolution of the item. 
 

2.5. Close-Out Visits  

A study monitor from the University of Iowa will visit each site at the end of the study to close out 

ǘƘŀǘ ǎƛǘŜΩǎ ǇŀǊǘƛŎƛǇŀǘƛƻƴ ƛƴ ǘƘŜ ǎǘǳŘȅΦ 

2.6. Organizing and Maintaining Study Files  

Each patient should have a study file containing the signed informed consent document, 

completed case report forms and other source documentation.  Arrange patient files in order of 

study visits. 

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

Keep together in one of two folders:  if patient does not meet scǊŜŜƴƛƴƎ ŎǊƛǘŜǊƛŀΣ ŦƛƭŜ ƛƴ ά9ƭƛƎƛōƛƭƛǘȅ 

CŀƛƭǳǊŜέ ŦƻƭŘŜǊΤ ƛf patient meets screening criteriaΣ ŦƛƭŜ ƛƴ άaŜŜǘǎ 9ƭƛƎƛōƛƭƛǘȅέ ŦƻƭŘŜǊΦ  [ŀǘŜǊΣ ƛŦ ǇŀǘƛŜƴǘ 

ŀƎǊŜŜǎ ǘƻ ǇŀǊǘƛŎƛǇŀǘŜ ƛƴ ǘƘŜ ǎǘǳŘȅΣ ǘǊŀƴǎŦŜǊ {ŎǊŜŜƴƛƴƎ [ƻƎκ±ŜǊƛŦƛŎŀǘƛƻƴ CƻǊƳ ǘƻ ǇŀǘƛŜƴǘΩǎ ƛƴŘƛǾƛŘǳŀƭ 

folder.  Fax remaining Screening Log/Verification Forms, i.e., screening failures (those who were 

ineligible or others who met criteria but declined participation), to the CCC in batch form on a 

quarterly basis.   

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

Enter all required fields on the CRFs.  Do not leave any field blank.  If corrections to paper copies 

are needed, draw a single line through the incorrect response, write the correct response, and 
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initial and date the correction.  White-Out or other similar products that obscure the original 

response may not be used on source documents. 

2.6.2. Keep all r egulatory documents together in  hard copy form in a 
binder  

1) IRB of record documents 

Á IRB documents tab: All approval letters, modification/amendment 

submissions, approved and stamped copies of documents (e.g., recruitment 

materials and informed consent documents), and any correspondence with 

the IRB. 

Á IRB reports tab: Some IRBs have separate templates for sites to report 

serious adverse events and protocol deviations. If you have your own IRB 

and it requires such reporting, please include these reports under this tab.  

Each IRB document should also be stored electronically on a secure computer and 

emailed to brian-gryzlak@uiowa.edu (for sites with local IRB oversight) 

2) ICARE Study tab: Letters and reports related to study monitoring and blood 

pressure training certifications should be filed here. 

 

 

mailto:gail-ardery@uiowa.edu
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3. SCREENING AND ENROLLMENT 
! ŎƻƳǇƭŜǘŜ ƭƛǎǘ ƻŦ ǘƘŜ ǎǘǳŘȅΩǎ ƛƴŎƭǳǎƛƻƴκŜȄŎƭǳǎƛƻƴ criteria is provided in APPENDIX I (per the 
Screening Log and Verification of Inclusion and Exclusion Criteria form).  The list is comprised of a 
complex formula that requires diligence to accurately implement. 

When screening clinic patients for possible enrollment 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 following and is described in more 
detail, below: 

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

2) Screening log: Review the patients on the list in detail by completing a Screening Log and 
Verification of Inclusion and exclusion 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 visit at your office in the next week(s) you can approach the patient in person 
to discuss the study. 

4) Schedule the baseline visit and review exclusion criteria 

5) Confirm eligibility criteria and review consent document with patient at time of baseline 
visit. 

6) Subject signs consent document 

3.1. Running Patient List s 

1) Run or request 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 months, AND 

c. Who have diabetes, high cholesterol, or hypertension, ideally using the ICD-9 codes 

indicated on the Screening Log and Verification of Inclusion and Exclusion Criteria 

form.  

2) Then use this list to complete the Screening Log and Verification of Inclusion and Exclusion 

Criteria form for each patient on the list to determine whether they meet 

inclusion/exclusion criteria (next section). 

NOTE: depending 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. Screening Log and Verification of Incl usion and Exclusion 
Criteria  ɉȰ3ÃÒÅÅÎÉÎÇ ,ÏÇȾ6ÅÒÉÆÉÃÁÔÉÏÎ &ÏÒÍȱɊ 

For each patient you screen (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 provided in APPENDIX I.  (An 

electronic version (Excel file) of the electronic screening log is also available, if preferred.)  

Each patient who is screened for the study should be tracked on this log to record their 

qualification, willingness to participate and consent outcome. 

Retain all Screening Log/Verification forms for the duration of the study.  You will be asked to fax 

or securely email a de-identified copy of these forms, i.e., one ǿƛǘƘ ǘƘŜ ǇŀǘƛŜƴǘΩǎ ƴŀƳŜ MRN, and 

phone number marked out or otherwise removed, for those subjects who do not end up enrolling 

in the study to the CCC quarterly, or more frequently if requested from the CCC. You will also be 

asked to fax a redacted copy of the 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 by IT, or you might find it easier 

to focus on a smaller set of patients who are referred to you by a provider or staff member in your 

clinic.  

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

1) Run or otherwise generate the patient list(s) as described in the previous section. 

2) !ŎŎŜǎǎ ȅƻǳǊ ǎƛǘŜΩǎ ƳŜŘƛŎŀƭ ǊŜŎƻǊŘ ŀƴŘ ƘŀǾŜ ōƭŀƴƪ ŎƻǇƛŜǎ ƻf the Screening Log/Verification 

form in front of you. 

3) Using your officeΩs medical record, complete a Screening Log/Verification form for each 

patient on the list: 

a. Enter the patient name and MRN 

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

c. Section A: Complete Items 1-3.  The answers to Items 1 and 2 must be YES and the 

answer to Item 3 must be 50 or higher to continue to Section B. If you answer a 

question so that the patient is ineligible, STOP and file the form ƛƴ ǘƘŜ ά9ƭƛƎƛōƛƭƛǘȅ 

CŀƛƭǳǊŜέ Ŧolder.  Fax in batch, removing the patient name, MRN and phone number 

in the header to the CCC on a quarterly basis.  

d. Section BΥ wŜǾƛŜǿ ŜŀŎƘ ǇŀǘƛŜƴǘΩǎ ƳŜŘƛŎŀƭ ǊŜŎƻǊŘΦ  CƻǊ ǘƘŜ ŘƛŀƎƴƻǎŜǎ ǘƘŀǘ ŀǇǇƭȅ ƛƴ 

Items 4a, 5a, and 6a, determine if the most recent corresponding lab values in the 

ǇŀǘƛŜƴǘΩǎ ƳŜŘƛŎŀƭ ǊŜŎƻǊŘ (HbA1c, LDL, SBP) are within guidelines noted for Items 4b, 

5b, and 6b. 
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i. If a patient meets one or more risk factor from Section B, continue with 

Section C; if not, the patient is not eligible.  STOP and file the form in the 

ά9ƭƛƎƛōƛƭƛǘȅ CŀƛƭǳǊŜέ ŦƻƭŘŜǊΦ  CŀȄ in batch quarterly, with identifying 

information removed. 

e. Section C:  Enter the date that you are completing Sections B and C in Item 19.  

RŜǾƛŜǿ ǘƘŜ ǇŀǘƛŜƴǘΩǎ ƳŜŘƛŎŀƭ ǊŜŎƻǊŘ over the preceding 24 months to determine 

whether s/he has a history of any of the listed Cardiovascular Conditions in Section 

C.  5ƻŎǳƳŜƴǘŀǘƛƻƴ ƛƴ ǘƘŜ ǇŀǘƛŜƴǘΩǎ troblem List is preferred, but explicit mention of 

a diagnosis in a provider note can be used if the problem list has not been regularly 

updated.  For the diagnosis that applies in Item 16, determine if the most recent 

ŎƻǊǊŜǎǇƻƴŘƛƴƎ ǿŜƛƎƘǘ ƛƴ ǘƘŜ ǇŀǘƛŜƴǘΩǎ ƳŜŘƛŎŀƭ ǊŜŎƻǊŘ ƛǎ ǿƛǘƘƛƴ ƎǳƛŘŜƭƛƴŜǎ ƴƻǘŜŘΦ 

f. If a patient meets a total of at least 3 criteria from Sections B and C combined, with 

at least one of these from Section B, the patient is eligible for further screening; if 

less than 3, or if none from Section B, the patient is not eligible, and form should be 

ŦƛƭŜŘ ƛƴ ά9ƭƛƎƛōƛƭƛǘȅ CŀƛƭǳǊŜέ ŦƻƭŘŜǊΣ ǘƻ ōŜ ōŀǘŎƘ ŦŀȄŜŘ ƭŀǘŜǊ.  

g. Section D:  This information, with the exception of the Pulmonary Hypertension 

diagnosis, may come from the medical record, direct observation or from the 

patient ς see guidance for each item on the form itself.   

i. To the extent possible, review each of the items in Section D using 

ƛƴŦƻǊƳŀǘƛƻƴ ŦǊƻƳ ŜŀŎƘ ǇŀǘƛŜƴǘΩǎ ƳŜŘƛŎŀƭ ǊŜŎƻǊŘ.  If any exclusion criteria are 

identified, the patient is not eligible.  CƛƭŜ ǘƘŜ ŦƻǊƳ ƛƴ ǘƘŜ ά9ƭƛƎƛōƛƭƛǘȅ CŀƛƭǳǊŜέ 

folder.  

bh¢9Υ  tŀǘƛŜƴǘǎΩ ŀǘǘŜƳǇǘǎ ǘƻ ŀŎŎŜǎǎ ǘƘŜ LƴǘŜǊƴŜǘ ǿƛƭƭ ƴƻǘ ōŜ tracked; thus the 

patient is excluded only if s/he flatly refuses to make such attempts.      

h. Section E: This 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 and E again 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 study.  File Screening 

Log/Verification fƻǊƳ ƛƴ άaŜŜǘǎ 9ƭƛƎƛōƛƭƛǘȅέ ŦƻƭŘŜǊ ǳƴǘƛƭ ǇŀǘƛŜƴǘ ŜƛǘƘŜǊ ŀƎǊŜŜǎ ƻǊ 

declines study participation.    

3.3. Recruitment mailing  

The IRB will approve and stamp a letter of invitation about the study as well as a postcard.  This 
letter should be mailed to each patient determined to be potentially eligible based on the criteria in 
the Screening Log/Verification formΣ ŦƛƭŜŘ ƛƴ ǘƘŜ άaŜŜǘǎ 9ƭƛƎƛōƛƭƛǘȅέ ŦƻƭŘŜǊ. 
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The mailing should include: 

¶ An invitational letter (with the IRB stamp) that provides a brief description of the study.   

¶ A response postcard containing a postage stamp.  You will need to write the Screening 
Number from the Screening Log/Verification form somewhere on the response postcard in 
order to track which potential participant returns it.  The letter will include a statement 
that the patient will be called if the postcard 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 does not return the response card within 10 days of mailing, make up to three phone 
contacts, on different days and at different times of day, to determine interest.     
 
When you contact a patient via phone, or a patient returns a postcard stating that they are 
interested in participating, answer the questions in Section E of the Screening Log/Verification 
form to make sure the patient does not meet any exclusion criteria in that section. 
 
Below you will find more detailed information on the rationale for the exclusion criteria: 
¶ Lǘ ƛǎ ǘƘŜ ŎƻƻǊŘƛƴŀǘƻǊΩǎ ǊŜǎǇƻƴǎƛōƛƭƛǘȅ ǘƻ ƳŀƪŜ ŀ ŘŜǘŜǊƳƛƴŀǘƛƻƴ ŀǎ ǘƻ ǿƘŜǘƘŜǊ ǘƘŜ ǇŀǘƛŜƴǘ ƛǎ 

unable to provide informed consent to participate in the study.  If you feel that the patient 
does not understand what the study is about or what participating in the study means for 
them do not enroll them into the study. 

¶ 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. 

¶ Each patient who is brought in for possible consent will be informed that willingness to 
access the IowaPHRM on the internet, whether at home, at a library, in the clinic, or at any 
other location, is necessary in order to participate in the study.  Any 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 order to proceed with consent into the study. Patients who state that 
they definitely are unwilling to access the internet should not be consented into the study.  

¶ Patients whose blood pressure cannot be taken with an arm cuff supplied with the Omron 
HEM 907-XL machine (e.g., morbidly obese patients who would require use of a thigh cuff 
for blood pressure monitoring) cannot be enrolled in the study as this is not included with 
the Omron HEM 907-XL.  

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

¶ Similarly, patients with a cancer diagnosis with a life expectancy of less than 2 years 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 must notify 
Carol Moss at carol-moss@uiowa.edu and Brian Gryzlak at brian-gryzlak@uiowa.edu as soon as 
possible within 2 working days after you become aware of the error.   

mailto:carol-moss@uiowa.edu
mailto:gail-ardery@uiowa.edu
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4. BASELINE VISIT 

Only the Study Coordinator(s), trained and certified in use of the Omron BP monitor by ICARE study 
staff, may obtain informed consent from patients and enroll patients into the study.  Other clinic 
staff may refer patients to the study but may not review the consent document with patients.  Staff 
members are welcome to take patient questions regarding the study and refer them to the Study 
Coordinator as needed. 

The Study Coordinator MUST obtain signed informed consent from the patient (see details in later 
section) before undertaking any baseline research procedures (e.g., taking blood pressures).  

4.1. Pre-Baseline Visit Procedures  

Prior to the initial visit: 

1) Before meeting with the patient for the Baseline visit, make sure that the IRB-approved 
consent document is the current version being used and is still valid.  NOTE:  Consent 
documents are re-issued on a yearly basis; once a patient has been consented on one 
document, it is not necessary to re-consent them on the updated version.     

2) Make sure that the date the patient is being enrolled falls within the dates specified on 
the consent.  You should not have a patient sign a consent that has expired.  Unsigned 
consents that have expired or are otherwise not current should be destroyed, with the 
exception of one copy that needs to be retained for the regulatory binder, where all 
versions of the consent should be kept. 

3) Complete the Screening Log/Verification form through Question 31. 

4) Make sure the date entered on Item 27 of the Screening Log/Verification form is less 
than 6 months from the date you expect the patient to sign the consent form. 
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4.2. Steps for Obtaining Informed Consent  
1) Review screening criteria in Section D of the Screening Log/Verification form. Confirm that 
each patient: 

A. Is able to provide informed consent  
B. Confirm that female patients are not currently pregnant.  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 a nursing home or has a diagnosis of dementia 
E. Has a telephone and does not 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 complete 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 pharmacist-managed 
cardiovascular risk service can work with clinic physicians to decrease risk of 
cardiovascular disease; explain that patients at this clinic will not be able to work with 
the pharmacist. 

B. Duration of 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 Iowa over a 12 
month period; anticipate up to 14 phone contacts over the 12 months in the study. 

D. Experimental portion of the study: Having a clinical pharmacist at a central location 
ǿƻǊƪ ǿƛǘƘ ǇŀǘƛŜƴǘǎ ōȅ ǇƘƻƴŜ ŀƴŘ ƛƴ ŎƻƭƭŀōƻǊŀǘƛƻƴ ǿƛǘƘ ǘƘŜ ǇŀǘƛŜƴǘΩǎ ǇǊƛƳŀǊȅ ŎŀǊŜ 
provider 

E. The study procedures/requirements: 

1. Must be willing to get access to the internet; will not be required to use the 
internet.   

2. Women cannot be pregnant  

3. Two study visits with me (the study coordinator) 

4. Multiple surveys 

5. Measurement of height, weight and blood pressure 

6. Blood draw 

4) Multiple contacts with a clinical pharmacist via telephone, text or email; the pharmacist 
will work with your physician to decrease your risk of developing cardiovascular disease.                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                               
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5) Data collected from 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 your physician 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 reaction, though 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 study in a locked file cabinet, and the website for 
the IowaPHRM is password protected and housed on a secure research server.                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                  

B. The voluntary nature of the study ς that the subject may stop the study at any time. 

C. ²ƘŜƴ ŀ ǎǳōƧŜŎǘΩǎ ǇŀǊǘƛŎƛǇŀǘƛƻƴ ƛƴ ǘƘŜ ǎǘǳŘȅ Ƴŀȅ ōŜ ǎǘƻǇǇŜŘ όǎŀŦŜǘȅΣ ŎƻƳǇƭƛŀƴŎŜΣ 
sponsor stops the study). 

D. HIPAA section ς the clinic investigators must be allowed to have access to the 
ǇŀǊǘƛŎƛǇŀƴǘΩǎ ƳŜŘƛŎŀƭ ƛƴŦƻǊƳŀǘƛƻƴ ŀƴŘ ǘƻ ŎǊeate medical information in order for the 
subject to be in the study. 

E. Contact information in case of a research-related Injury. 

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

7) If desired, the patient may take the unsigned consent document, wait up to 10 days to make 
a final decision and re-schedule 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 and date the consent document.  

9) You should immediately sign and date the consent document. 

10) Make two COMPLETE copies 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 explicitly prohibits placing a copy of the signed consent in 
ǘƘŜ ǇŀǘƛŜƴǘΩǎ ƳŜŘƛŎŀƭ ǊŜŎƻǊŘ !b5 ǘƘŜ ƭƻŎŀƭ Lw. ŘƻŜǎ ƴƻǘ ǊŜǉǳƛǊŜ ǇƭŀŎƛƴƎ ŀ ŎƻǇȅ ƛƴ ǘƘŜ 
medical record, then clinic policy should be followed.)   

B. The patient will be given a copy, and 

C. The original will bŜ ǇƭŀŎŜŘ ƛƴ ǘƘŜ ǇŀǘƛŜƴǘΩǎ ƛƴŘƛǾƛŘǳŀƭ ǎǘǳŘȅ ŦƛƭŜΦ  

 

Note: The signed consent forms will be reviewed by study monitors from the University of Iowa 
during interim monitoring visits to ensure compliance with the informed consent process. 
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4.3. Case Report Forms (APPENDIX IV) 
At the baseline visit, collect from subjects: 

1) Enrollment Form: Demographic and contact information  

2) Diagnosed Conditions-Care Management Form: Diagnosed conditions  

3) Medication Reconciliation Form: List of chronic medications and responses to the 

medication adherence survey questions; requires verification of current medications from 

the medical record prior to the visit 

4) Health Behavior Inventory Form: Health behavior questions 

5) BP-Lab-Cancer Screening Form: Items on recent smoking and most recent cancer screenings.   

 

4.4. Blood Pressure Measurement  
Measure each of the following parameters and enter on the BP-Lab-Cancer Screening form:  

1) 3-4 BP readings using the automated Omron HEM 907-XL (see Procedures for Monitoring 

Research Blood Pressure, Section H) 

2) Height and weight  

3) Pulse  

 

4.5. Laboratory Specimen Collection  
Draw blood required for the following tests:  

¶ Lipid profile 

¶ HbA1c  

Typically, a total of two 5 ml. vials of blood will be required for these tests.  A fasting lipid profile is 

optimal.  If a patient has documented triglyceride levels < 100, then non-fasting lipids are 

acceptable.   

If a patient is referred to the study during a clinic visit and can complete baseline activities the same 

day, non-fasting labs may be drawn.   

Should triglyceride results be elevated such that an LDL cannot be obtained, contact the clinical 

coordinating center (carol-moss@uiowa.edu) to obtain a calculated LDL level.   

Results should be recorded on the BP-Lab-Cancer Screening form and faxed to the CCC within 48 hours. 

 

4.6. Patient Orientation To The Iowa Personal Health & Research 
Management ( IowaPHRM) System 

The Iowa Personal Health and Management System (IowaPHRM) is an online record of patient 

health data that may be accessed by the subject, the Study Coordinator at the subject's clinic, the 

mailto:carol-moss@uiowa.edu
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study pharmacist,  ICARE research staff in the University of Iowa Department of Family Medicine and 

the College of Pharmacy, and database managers in the College of Public Health (Gryzlak, Lorentzen, 

and Mueller).  

Patients should be given a written instruction sheet that will describe: 

(1) the potential benefits of using IowaPHRM 

(2) how to log onto IowaPHRM using a unique User ID and password and how to populate 

the fields 

(3) how they can interact with the study pharmacist through IowaPHRM  
 

¢Ƙƛǎ ƛƴǎǘǊǳŎǘƛƻƴ ǎƘŜŜǘ ƛǎ ŦƻǳƴŘ ƛƴ ǘƘŜ ǇŀǘƛŜƴǘΩǎ ǎǘǳŘȅ ŦƻƭŘŜǊΦ 

 

4.7. Faxing Data to The CCC Within Two Days  

Once a patient is fully screened, consented and enrolled, and the Baseline visit is completed, the 

Study Coordinator should fax the five baseline forms and a redacted version of the screening log 

(remove or cover up patient name, MRN and phone number) to the Clinical Coordinating Center 

(CCC) within two working days. 

¶ The most important document to fax us is the Enrollment form.   

o Once this document is uploaded, the PHCVRS pharmacist will be notified that a new 

patient has been enrolled.   

¶ Please fax this form to the CCC as soon as possible. 

o Laboratory results should be faxed to the CCC as soon as they become available.  The 

PHCVRS pharmacist will use these results to guide the intervention.   

   

4.8. Patient Reimbursement  

Patients will be compensated through the University of Iowa eVoucher system. A member of the 
University of Iowa research team will initiate up to two payments based on completion of study 
visits.  It is imperative that visit forms be faxed to the CCC promptly so that patients receive timely 
reimbursement. 
 
Total possible compensation = $150.00, to be distributed as follows:  

$75.00 will be paid for each subject 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 who does 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 their year-long active 
participation in the study, including two phlebotomy draws.  
 
Payment should arrive in the form of a check from the University of Iowa within four weeks of the 
completed visit.  Should a patient not receive a check, the study coordinator should contact Brian 
Gryzlak at 319-335-8218 or brian-gryzlak@uiowa.edu.  

mailto:gail-ardery@uiowa.edu
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5. Procedures for measuring Research Blood Pressures  
 

Note: The manufacturer of the Omron HEM 907-XL gives a method for checking accuracy 
(compared to a calibrated mercury manometer) on page 26 of the Omron Instruction Manual and 
recommends doing this check if you get suspicious readings or if you drop the device.  The 
manufacturer recommends re-calibration 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 should refrain from smoking or ingesting caffeine for 20-30 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:  

Á the back supported 

Á legs uncrossed and flat on the floor 

Á the arm supported, ideally at heart level on a desk 

Á the palm of the hand facing upward 
 

Have the subject sit for at least 5 minutes.  Instruct the patient to relax as much as possible.  Then 
ǘŀƪŜ ǇŀǘƛŜƴǘΩǎ ǇǳƭǎŜ while sitting (count beats per minute for 30 seconds and multiply by 2).  
Record seated pulse on line 1 of the BP-Lab-Cancer Screening form.   

5.2. Cuff Measurement  
 

¢ƘŜ ǎǳōƧŜŎǘΩǎ ŀǊƳ ŎƛǊŎǳƳŦŜǊŜƴŎŜ ǎƘƻǳƭŘ ōŜ ƳŜŀǎǳǊŜŘ ŀǘ ǘƘŜ ōŀǎŜƭƛƴŜ ǾƛǎƛǘΦ  ¢Ƙƛǎ ŘƻŜǎ ƴƻǘ ƴŜŜŘ ǘo 
be repeated at follow-up 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.  The INDEX ą that is marked on the edge of the cuff should fall 
within the range bar on the cuff.   Recommended cuff sizes are: 

Á Arm circumference 17-нн ŎƳΥ  ǳǎŜ άǎƳŀƭƭ ŀŘǳƭǘέ ŎǳŦŦ 
 

Á Arm circumference 22-он ŎƳΥ ǳǎŜ άŀŘǳƭǘέ ŎǳŦŦ 
 

Á Arm circumference 32-пн ŎƳΥ ǳǎŜ άƭŀǊƎŜ ŀŘǳƭǘέ ŎǳŦŦ 
 

Á Arm circumference 42-рл ŎƳΥ ǳǎŜ άŜȄǘǊŀ ƭŀǊƎŜ ŀŘǳƭǘέ ŎǳŦŦ 
 

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 place the ART ® that is marked on the 
ƳƛŘƭƛƴŜ ƻŦ ǘƘŜ ōƭŀŘŘŜǊ ƻŦ ǘƘŜ ŎǳŦŦ ǎƻ ǘƘŀǘ ƛǘ ƛǎ ƻǾŜǊ ǘƘŜ ŀǊǘŜǊƛŀƭ Ǉǳƭǎŀǘƛƻƴ ƻŦ ǘƘŜ ǇŀǘƛŜƴǘΩǎ ōŀǊŜ ǳǇǇŜǊ 
arm.   

The lower end of the cuff should be ½ to 1 inch above the inner side of the elbow joint. 

The middle of the cuff should be at the level of the right atrium (the mid-point 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 the BP-Lab-Cancer Screening form and the Omron monitor beside you on the desk. 

Tell the patient that you will be taking at least 3 blood pressure readings and that neither the 
patient nor the study coordinator should talk during the measurements. 

Push the ON/OFF button on the monitor to turn on the power. 

Take a single BP reading 

Á {Ŝǘ ǘƘŜ ah59 ǎŜƭŜŎǘƻǊ ǘƻ ά{LbD[9Φέ 

Á Set the P-{Ŝǘ ƪƴƻō ǘƻ ά!¦¢hΦέ 

Á Push the START button.   

Á Record the displayed blood pressure on line 2 of the BP-Lab-Cancer Screening form. 

Á Also record the displayed pulse reading on line 1 of the BP-Lab-Cancer Screening form. 

Wait 60 seconds before taking the next blood pressure. 

Take a double BP reading 

Á Set the MODE selector to AVG. 

Á Push the START button.   

Á The machine will show you TWO individual BP readings ς be ready to record the second 
one as the machine goes on quickly to display the average ς and the average of these two 
readings, automatically counting down from 60 seconds between readings.   

Á Record the first of these double readings on line 3 and the second of these double readings 
on line 4 of the BP-Lab-Cancer Screening form. 

Á If both systolic and diastolic measurements of the double BP readings differ by < 4mm, 
record the displayed average BP reading on the BP-Lab-Cancer Screening form.   
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If either systolic or diastolic readings of the second and third (double) BPs differ by > 4 mm: 

Á {Ŝǘ ǘƘŜ ah59 ǎŜƭŜŎǘƻǊ ǘƻ ά{LbD[9Φέ  Wait 60 seconds. 

Á Push the START button. 

Á Record the displayed fourth reading on line 15 of the BP-Lab-Cancer Screening form. 

Á Manually average the two closest systolic measurements and the two closest diastolic 
from the 2nd, 3rd and 4th blood pressure readings, and enter those averages onto the BP-
Lab-Cancer Screening form (lines 6 and 7).  If all 3 systolic or diastolic readings are 
equidistant apart, select the two HIGHEST readings to average. 

 
Have the patient stand for one minute and then: 

¶ Take another pulse, recording it on line 8 of the BP-Lab-Cancer Screening form. 

¶ Take another single BP reading according to the instructions, above, and record on line 9 
of the BP-Lab-Cancer Screening form. 

 
 
IF YOU GET AN ERROR MESSAGE AT ANY POINT, START THE SEQUENCE OVER. 
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HANDLING HYPERTENSIVE URGENCY 
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6. MEDICAL RECORD DATA COLLECTION AT 4 AND 8 MONTHS  

At roughly 4 months and 8 months following enrollment, the study coordinator will abstract data 
ŦǊƻƳ ǘƘŜ ǇŀǘƛŜƴǘΩǎ ƳŜŘƛŎŀƭ ǊŜŎƻǊŘ ƻƴ ǎǇŜŎƛŦƛŎ ƭŀōƻǊŀǘƻǊȅ ǘŜǎǘƛƴƎΣ ƘƻǎǇƛǘŀƭ ŀƴŘ ŜƳŜǊƎŜƴŎȅ ǊƻƻƳ 
visits, and new diagnoses (see Four and Eight Month Data Collection form, APPENDIX IV) : 

Note that no patient visit is involved for the 4 and 8 month data collection. 

1. 4 months following the enrollment 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 that 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 8 month 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: HgA1c 

b) Anticoagulation: INR 

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

2. Clinic 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 functioning 
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7. 12-MONTH VISIT 

The 12-month visit should be scheduled so that it occurs no sooner than 11 months after 

enrollment and no later than 13 months after enrollment.   

At this visit, the SC will: 

1) Measure (BP-Lab-Cancer Screening ŦƻǊƳΣ ŎƘŜŎƪ άмн ƳƻƴǘƘέ box): 

a. Height and weight 

b. Pulse 

c. 3-4 BP readings using the automated Omron HEM 907-XL  

2) Collect from subjects: 

a. Diagnosed conditions (Diagnosed Conditions-Care Management ŦƻǊƳΣ ŎƘŜŎƪ άмн 

ƳƻƴǘƘέ ōƻȄύ 

b. List of chronic medications and responses to the medication adherence survey 

questions  (Medication Reconciliation ŦƻǊƳΣ ŎƘŜŎƪ άмн ƳƻƴǘƘέ ōƻȄύ  

c. Ask whether the patient has been hospitalized or visited the emergency room and 

screen the medical record for unanticipated problems (Site Report of Unanticipated 

Problem form) 

3) Draw blood required for a lipid profile and HbA1c, requiring a total of two vials of blood 

(results recorded on BP-Lab-Cancer Screening form)  

4) ±ŜǊƛŦȅ ƻǊ ƻōǘŀƛƴ ǘƘŜ ŦƻƭƭƻǿƛƴƎ Řŀǘŀ ŦǊƻƳ ǘƘŜ ǎǳōƧŜŎǘΩǎ ƳŜŘƛŎŀƭ ǊŜŎƻǊŘ ŦƻǊ ǘƘŜ ǘƛƳŜ ǇŜǊiod that 

spans the 12 month period following the initial baseline visit.  This review of the medical 

record should be completed after the patient visit.     

a. Chronic medications (Medication Reconciliation form)  

b. Co-morbid conditions (Diagnosed Conditions-Care Management form)  

c. Most recent chart recorded blood pressure (Diagnosed Conditions-Care 

Management form) 

d. Dates and results of labs and screening related to lipid management and diabetes 

management (LDL and HbA1c) (BP-Lab-Cancer Screening and Diagnosed Conditions-

Care Management forms) 

e. Evidence from the MR, i.e., from notes or Problem List, of unanticipated 

problems/SAEs (UNANTICIPATED PROBLEM (UP) EVENT-DRIVEN FORM) 

f. Evidence from the MR of the following assessments/encounters when applicable 

(Diagnosed Conditions Care Management and BP-Lab-Cancer Screening forms):  

i. Chest pain 

ii. 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 HbA1c and LDL cholesterol 

vii. Cardiac rehabilitation after myocardial 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 collect medical record data that covers the time period extending 
from the 12 month study visit until 36 months following enrollment.  

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

The following data will be collected for all subjects:  

1) Diagnosed conditions (Diagnosed Conditions-Care Management form)  

2) Clinic blood pressure (36 Month Blood Pressure, Laboratory and Medication form) 

3) Laboratory tests (36 Month Blood Pressure, Laboratory and Medication form): 

a. HbA1c 

b. Total Cholesterol  

c. HDL Cholesterol  

d. HDL Cholesterol  

e. Triglycerides 

4) Prescribed medications related to cardiac and circulatory functioning  

5) Any evidence of an unanticipated problem UNANTICIPATED PROBLEM (UP) EVENT-DRIVEN 
FORM 
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9. UNANTICIPATED PROBLEMS (UPs) 

9.1. Key Definitions  

Unanticipated Problems (UPs) are considered to be any event or problem that is: 

Á Unexpected 

AND 

Á Possibly, probably, or definitely related to study participation 

AND ONE OR BOTH OF THE FOLLOWING: 

-  Is fatal, life-threatening or serious [(UP + Serious Adverse Event (SAE)] 

  OR 

- Suggests greater risk of harm to study participant(s) than was previously known or 
recognized (UP), including a breach of confidentiality, a subject complaint that 
ŎŀƴΩǘ ōŜ ǊŜǎƻƭǾŜŘ ōȅ ǎǘǳŘȅ ƛƴǾŜǎǘƛƎators, or identification of a new risk (UP) 
related to the study. 

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

 

9.2. Responsibilities of In volved Parties  

The monitoring and reporting of UPs is an important process for ensuring the safety of subjects 

participating in clinical research.  

A decision tree for these problems/events can be found at the end of this section. 

9.2.1. Local Investigators  

Investigators 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 

Iowa (UI) Investigators via fax.  

A Local Investigator who is uncertain about the need to report a specific problem/event 

should contact UI Investigators for a recommendation. 

Detailed instructions for reporting UPs are given later in this section.   

Reporting of UPs to Institutional Review Boards (IRBs) depends on which IRB is overseeing the 

study at each site: 

1. Local site personnel who are overseen by the UI IRB will have their reportable UPs 

submitted by UI staff members.  Local personnel at these sites do not need to contact 

the UI IRB. 

2. Local site personnel who are overseen by a Local IRB should submit reports of UPs to 

their IRB ǇŜǊ ǘƘŜƛǊ Lw.Ωǎ ǇƻƭƛŎȅΦ   
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Please note that a study monitor from the team of UI investigators will review the medical 

records of enrolled patients to ensure that all UPs have been reported. 

9.2.2. Local IRBs 

Local IRBs who are overseeing a study site have two responsibilities related to UPs:   

1. Review of individual UP cases 

a. The Local IRB receives and reviews reports from Local Investigators regarding 

on-site UPs involving risks to subjects or others.   

b. The Local IRB 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 should provide Local Investigators with 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 

Iowa Investigators. 

2. Annual review of research at the Local Site 

a. Either the UI 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. ! [ƻŎŀƭ Lw. Ƴŀȅ ǊŜƭȅ ƻƴ ŀ ŎǳǊǊŜƴǘ ǎǘŀǘŜƳŜƴǘ ŦǊƻƳ ǘƘŜ ǎǘǳŘȅΩǎ 5ŀǘŀ ŀƴŘ {ŀŦŜǘȅ 

Monitoring Board (DSMB) or sponsor indicating that it has reviewed study-wide 

SAEs, interim findings, and any recent literature that may be relevant to the 

research, in lieu of requiring 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 Iowa Investigators and Staff  

1. UI Investigators receive submitted reports of UPs from Local Investigators, and 

ŦƻǊǿŀǊŘ ǘƘŜƳ ǘƻ ǘƘŜ ǎǘǳŘȅΩǎ tƘȅǎƛŎƛŀƴ aƻƴƛǘƻǊ ŦƻǊ ǊŜǾƛŜǿΦ   

2. Members of the research staff will also forward all reportable UPs to the UI IRB per IRB 

policy. 

3. The Physician Monitor will contact UI Investigators if an expedited UP report to the 

study funder is required. In these cases, 

a. UI Investigators will develop a plan to address the event or problem.  
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i. Should UI Investigators determine that a site UP resulted from either 

improper or deficient procedures or unjustified disease management 

practices at the site, UI Investigators will request that the site develop a 

Corrective Action Preventive Action (CAPA) plan.  

ii. UI Investigators, in collaboration with Local Investigators, will revise the plan 

as needed to optimally decrease the likelihood that the UP will recur.  

iii. UI Investigators and UI Study Monitors will monitor both implementation of 

the plan and resolution of the identified deficiency through site 

teleconferences.  

b. UI Investigators will submit the expedited UP report to thŜ ǎǘǳŘȅ ŦǳƴŘŜǊΩǎ 

Project Officer and send a copy of the report to Local Investigators, to the IRB 

ǘƘŀǘ ƛǎ ǊŜǎǇƻƴǎƛōƭŜ ŦƻǊ ǎǘǳŘȅ ƻǾŜǊǎƛƎƘǘ ŀǘ ǘƘŜ ǎƛǘŜ ŀƴŘ ǘƻ ǘƘŜ ǎǘǳŘȅΩǎ DSMB.  

c. If the event or problem is of a nature that it would affect the entire study, UI 

Investigators will send the report to all Local Investigators for transmission to 

their Local IRBs. 

4. Should UI Investigators learn of information that is relevant to the ICARE Study or that 

may impact subjects (e.g. results from another clinical trial), they will 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 Coordinators 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 

 

¢ƘŜ άUNANTICIPATED PROBLEM (UP) SCREENING FORMέ (see APPENDIX IV) should be 
completed on hard copy and faxed to the CCC at 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 reporting.  All 
such problems must be faxed to the CCC within 2 days of identifying the problem. 

3. Local Investigators/Study Coordinators must fax to the CCC the UNANTICIPATED PROBLEM 
(UP) EVENT-DRIVEN FORM for all identified UPs that meet the criteria for reporting; each 
report should be faxed within 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 event as a reportable UP, Local 
Investigators must contact UI Investigators for a clarification or recommendation. 
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4. Local Investigators must also report UPs to their local IRB per the policy of their IRB. 

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

6. Local Investigator/Study Coordinator forwards IRB decisions to UI Investigators. 
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9.3.1. CASE EXAMPLES 

Description of Problem Correct End 
Classification 

Rationale 

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

Do NOT report to the UI 
team. 

Unrelated to participation in 
the study.   

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

Do NOT report to the UI 
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 last 
six months prior to enrollment in the study.  Her strength and stamina 
have been steadily declining for the past two years.  The PHCVRS 
pharmacist recommends an increase in her lipid agent, since her dose 
is sub-optimal, and her physician agrees.  Her lipid values show modest 
improvements 3 months subsequently but her weakness increases and 
her activity levels continues to decline.   Four months after enrollment, 
she has a massive heart attack and dies. 

REPORTING to the UI 
team IS 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 serum creatinine level of 0.9 mg/dL is 
started on lisinopril 40 mg daily for elevated blood pressures.  One 
month later, he is hospitalized for acute renal failure, which is 
attributed to the lisinopril. 

Do NOT report to the UI 
team, as long as lisinopril 
was not contraindicated 
for the patient.   

 

Acute renal failure is a known 
side effect 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/dL is 
started on lisinopril 40 mg daily for elevated blood pressures.  Two 
weeks later, he develops acute renal failure with a creatinine level of 
3.4 mg/dL, which is attributed to the lisinopril. 

REPORT to the UI team. The patient had renal 
insufficiency, which 
contraindicates use of 
lisinopril. 
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Description of Problem Correct End 
Classification 

Rationale 

! ǎǘǳŘȅ ŎƻƻǊŘƛƴŀǘƻǊ ǘŀƪŜǎ ŀ ǇŀǘƛŜƴǘΩǎ ǇŜǊǎƻƴŀƭ ƘŜŀƭǘƘ ƛƴŦƻǊƳŀǘƛƻƴ 
home with her on her laptop computer.  The computer is stolen from 
her car. 

REPORT to the UI team. Potential breach of 
confidentiality places subjects 
at greater risk of psychological 
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 
ǇŀǘƛŜƴǘΩǎ ǇƘȅǎƛŎƛŀƴ ŘƛǎŎƻntinues the lisinopril and the symptoms 
resolve. 

REPORT to the UI team. Muscle pain and weakness is 
not a known side effect of 
lisinopril.   

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

Patient had been 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 pharmacist recommends that the patient start on Crestor 
for persistent elevations in LDL that do not respond to lifestyle 
modifications.  The patient develops severe muscle pain and weakness 
and goes to the ER.  Creatinine kinase is 320 mcg/L, patient is 
diagnosed with rhabdomyolysis and admitted for treatment. 

REPORT to the UI team. Rhabdomyolysis is a known 
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 prescription 
of Crestor, the event should be 
reported. 
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NO 

YES 

YES 

8.3.2.  Decision Tree for Reporting 
Unanticipated Problems 

STOP - Not an Unanticipated Problem 

The identified problem is:  

a. Unexpected AND 

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

c. Suggests greater risk of harm to study participant(s) than was previously known or 
ǊŜŎƻƎƴƛȊŜŘΣ ƛƴŎƭǳŘƛƴƎ ŀ ōǊŜŀŎƘ ƻŦ ŎƻƴŦƛŘŜƴǘƛŀƭƛǘȅΣ ŀ ǎǳōƧŜŎǘ ŎƻƳǇƭŀƛƴǘ ǘƘŀǘ ŎŀƴΩǘ ōŜ ǊŜǎƻƭǾŜŘ 
by study investigators, or identification of a new risk related to the study 

UI Investigators notify the Physician Monitor 
that the UP/SAE is ready for review 

Complete and fax an UNANTICIPATED PROBLEM (UP) EVENT-
DRIVEN FORM within 2 days of identifying the problem. 

Report the problem/event to your Local IRB 

Physician Monitor determines that the problem 
might have been related to the study 

 
UI Investigators notify Local Investigators, the 
Local IRB and the funding agency 

When warranted, UI Investigators request a 
corrective action plan from Local Investigators 
and periodically monitor implementation and 
resolution. 
 

NO 

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 
enrollment 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, requiring 30-45 minutes: 

1. wŜǾƛŜǿ ǘƘŜ ǇŀǘƛŜƴǘΩǎ ƳŜŘƛŎŀƭ ǊŜŎƻǊŘ ŀƴŘ ǇŜǊŦƻǊƳ ŀ ǎǘǊǳŎǘǳǊŜd interview, including:  

a. A detailed medication history of all prescription, nonprescription, and herbal 
therapies  

b. An assessment of patient knowledge of medications, purpose of each medication, 
goals of therapy, medication dosages and timing, and potential medication 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 monitoring and that the 
pharmacist will discuss issues that might become future barriers to lowering 
cardiovascular risk (e.g., side effects, non-adherence, patient self-efficacy)  

e. Expectations that, since 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. Provide ǇŀǘƛŜƴǘǎ ǿƛǘƘ ƭƛŦŜǎǘȅƭŜ ŜŘǳŎŀǘƛƻƴŀƭ ƳŀǘŜǊƛŀƭǎ όŜΦƎΦ άCƛƴŘƛƴƎ ¸ƻǳǊ ²ŀȅ ǘƻ ŀ 
IŜŀƭǘƘƛŜǊ ¸ƻǳέ ōǊƻŎƘǳǊŜ ŀƴŘ bI[.LΩǎ ά¢ƘŜ 5ŀǎƘ 5ƛŜǘέ ŀƴŘ άIŜŀǊǘ IŜŀƭǘƘȅ wŜŎƛǇŜǎ 
/ƻƻƪōƻƻƪέύΦ   

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. Supply a wallet card listing all medications and doses, 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 recommendations to 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 and procedures 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. FOLLOW-UP VISITS  

The PHCVRS model recommends structured follow-up visits with the patient at the following 
time points after the baseline visit.  However, the pharmacist may tailor patient visit schedules 
ǘƻ ƳŜŜǘ ǘƘŜ ƛƴŘƛǾƛŘǳŀƭ ǇŀǘƛŜƴǘΩǎ ƴŜŜŘǎΦ   

¶ 2 weeks  

¶ 4 weeks 

¶ 6 weeks 

¶ 8 weeks 

¶ Monthly thereafter 

Each follow-up visit is estimated to take 30-45 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 documented in ǘƘŜ ǇŀǘƛŜƴǘΩǎ 
medical record 

5. /ƻƳƳǳƴƛŎŀǘƛƻƴ ǿƛǘƘ ǘƘŜ ǇŀǘƛŜƴǘΩǎ ǇƘȅǎƛŎƛŀƴ ŀǎ ƴŜŜŘŜŘ 
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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 not able to complete all study time points (early termination).  Early 
termination may occur for several reasons: 

i) tŀǘƛŜƴǘΩǎ Ŝligibility status changes  

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

(2) Please note that patients who develop a baseline exclusion criterion 
subsequent to enrollment such as a stroke or advanced cancer will be 
permitted to stay in the study and should NOT be terminated early 

ii) Patient chooses to withdraw 

iii) Patient is lost to follow-up 

iv) Patient transfers 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 (non-study) services, 
failure to keep scheduled appointments 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 form and 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 be distributed to providers.  These surveys will be distributed at the 
site training session and should be completed prior to the beginning of patient enrollment. 

Lead Physician only: 

Á άaŜŘƛŎŀƭ IƻƳŜ LƴŘŜȄ ς !Řǳƭǘέ 

All Providers: 

Á άaŀƴŀƎƛƴƎ /ŀǊŘƛƻǾŀǎŎǳƭŀǊ 5ƛǎŜŀǎŜ {ǘŀǘŜǎέ 

Á άtƘȅǎƛŎƛŀƴ /ƻƭƭŀōƻǊŀǘƛƻƴ {ǳǊǾŜȅέ 

Survey packets will include a letter detailing the elements of consent.  No separate consent form 
will be required; return of the survey will constitute consent.  Providers who choose to 
participate should return the survey to the Study Coordinator sealed in the envelope provided.  

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

Providers will not be compensated 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 
ŎƭƛƴƛŎΩǎ {ǘǳŘȅ /ƻƻǊŘƛƴŀǘƻǊΦ  ¢ƘŜ {ǘǳŘȅ /ƻƻǊŘƛƴŀǘƻǊ ǿƛƭƭ ǊŜǾƛŜǿ ǊŜŎƻǊŘǎ ŦƻǊ ŜŀŎƘ ǇŀǘƛŜƴǘ ŀ 
ǇǊƻǾƛŘŜǊ ǊŜŦŜǊǎ ǘƻ ƳŀƪŜ ǎǳǊŜ ǘƘŀǘ ǘƘŜ ǇŀǘƛŜƴǘ ƛƴŘŜŜŘ ƳŜŜǘǎ ǘƘŜ ǎǘǳŘȅΩǎ ŎƻƳǇƭŜȄ ŜƭƛƎƛōƛƭƛǘȅ 
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 guideline-concordant therapy.  The pharmacist will communicate recommended 
ŎƘŀƴƎŜǎ ǘƻ ǘƘŜ ǘǊŜŀǘƳŜƴǘ ǘƻ ǘƘŜ ǇŀǘƛŜƴǘΩǎ ǇǊƛƳŀǊȅ ŎŀǊŜ ǇǊƻǾƛŘŜǊ Ǿƛŀ ŦŀȄ ƻǊ ƻǘƘŜǊ ŎƻƳƳǳƴƛŎŀǘƛƻƴ 
ƳŜǘƘƻŘ ǇǊŜŦŜǊǊŜŘ ōȅ ǘƘŜ ƛƴŘƛǾƛŘǳŀƭ ǇƘȅǎƛŎƛŀƴΦ /ƻƳƳǳƴƛŎŀǘƛƻƴ ǿƛƭƭ ƻŎŎǳǊ ƻƴ ǘƘŜ ǎǘǳŘȅΩǎ 
Pharmacist-Physician 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 
ǘǊŜŀǘƳŜƴǘ ǊŜƎƛƳŜƴ ƻǊ ƳƻŘƛŦȅ ǘƘŜ ǇƘŀǊƳŀŎƛǎǘΩǎ ǇǊƻǇƻǎŀƭ ŀƴŘ ǘƘŜƴ ǊŜǘǳǊƴ ǘƘŜ Ŧƻrm to the study 
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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APPENDIX I: SCREENING LOG AND VERIFICATION OF INCLUSION 
AND EXCLUSION CRITERIA FORM 
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APPENDIX II: QUICK GUIDE TO ICARE STUDY ELIGIBILITY 
CRITERIA 
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APPENDIX III : BASELINE VISIT CHECKLIST 
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APPENDIX IV: CASE REPORT FORMS
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Enrollment Form 

Baseline Only  

tŀǘƛŜƴǘΩǎ bŀƳŜΥ ___________________________ (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 Numbers: 
 

¶ Home: ______ - ______ - __________ 
 

¶ Cell: ______ - ______ - __________ 
 

o Text Messaging:  Yes  No 
 

¶ Work: ______ - ______ - __________ 
 
 

Email: _____________________________________________ 
 
 

Preferred Contact (circle all that apply):  Home  Cell  Work  Email 
 
 
Study ID: _ _-_ _ 

Study ID: _ _-_ _ 
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Section I: Contact Information (continued) 
 
Alternative Contact: 
 

¶ Name: ______________________________________ 
 
 

¶ Relationship: _________________________________ 
 

 

¶ Phone: ______ - ______ - __________ 
 
 

Section II: Demographics 
 
INSTRUCTIONS (to be read to the subject):  
 

ά¢ƘŜ ŦƛǊǎǘ ǉǳŜǎǘƛƻƴǎ ŀǎƪ ŦƻǊ ǎƻƳŜ ōŀǎƛŎ ƛƴŦƻǊƳŀǘƛƻƴ ŀōƻǳǘ ȅƻǳΦέ  

 (Study Coordinator ƛǎ ǘƻ ŎƘŜŎƪ ǘƘŜ ōƻȄ ŎƻǊǊŜǎǇƻƴŘƛƴƎ ǘƻ ǘƘŜ ǎǳōƧŜŎǘΩǎ ŀƴǎǿŜǊǎΦύ 
 

Birthdate: ά²Ƙŀǘ ƛǎ ȅƻǳǊ ŘŀǘŜ ƻŦ ōƛǊǘƘΚέ    _ _ / _ _ / _ _ _ _  (mm/dd/yyyy)   

Gender:  M  F    
 

I. Patient Race άtƭŜŀǎŜ ǘŜƭƭ ƳŜ ǿƘƛŎƘ ƻŦ ǘƘŜ ŦƻƭƭƻǿƛƴƎ ǊŀŎƛŀƭ ƎǊƻǳǇǎ ōŜǎǘ ǊŜǇǊŜǎŜƴǘ ȅƻǳΦέ όŎƘŜŎƪ 
all that apply)   

 Black or African American  

 American Indian or Alaska native 

 Native Hawaiian or Other Pacific Islander 

 Asian       

 White or Caucasian  

 Unknown/Not Reported        
 

II. Patient Ethnicity άtƭŜŀǎŜ ǘŜƭƭ ƳŜ ǿƘƛŎƘ ƻŦ ǘƘŜ ŦƻƭƭƻǿƛƴƎ ŜǘƘƴƛŎ ƎǊƻǳǇǎ ōŜǎǘ ǊŜǇǊŜǎŜƴǘ ȅƻǳΦέ 

 Hispanic/Latino 

 Non-Hispanic/Non-Latino 

 Unknown/Not Reported        
 

III. Education άtƭŜŀǎŜ ǘŜƭƭ ƳŜ ǘƘŜ ƘƛƎƘŜǎǘ ƎǊŀŘŜ ȅƻǳ ŎƻƳǇƭŜǘŜŘ ƻǊ ǘƘŜ ƘƛƎƘŜǎǘ ŘŜƎǊŜŜ ȅƻǳ ƘŀǾŜ 
ǊŜŎŜƛǾŜŘΦέ  ό/ƘŜŎƪ ƻƴƭȅ ƻƴŜύΥ 

1 1- 5             4 2-year technical or associate degree 

2 6- 8   5 4-year BA or BS degree 

3 9- 12  6 Masters degree 

    7 Doctoral degree             
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Study ID: _ _-_ 
 
 

Section II: Demographics (continued) 
 

IV. Insurance Status άtƭŜŀǎŜ ǘŜƭƭ ƳŜ ǿƘŀǘ ƪƛƴŘ ƻŦ ƛƴǎǳǊŀƴŎŜ ƛǎ ǘƘŜ ǇǊƛƳŀǊȅ ǇŀȅŜǊ ŦƻǊ ȅƻǳǊ 
ƘŜŀƭǘƘŎŀǊŜΦέ  όtƭŜŀǎŜ ŎƘŜŎƪ ƻƴƭȅ ƻƴŜΣ ǘƘŜ ǇǊƛƳŀǊȅ ƛƴǎǳǊŜǊΦύ 

1 Private insurance (Employer/Group) 

2 Private insurance (Self-insured)              

3 Medicare      

4 Medicaid 

5 None/Self-pay   

6 Free care 

 

V. Insurance Coverage for Prescriptions ά5ƻ ȅƻǳ ƘŀǾŜ ƛƴǎǳǊŀƴŎŜ ŎƻǾŜǊŀƎŜ ŦƻǊ ǇǊŜǎŎǊƛǇǘƛƻƴǎΚέ 
 

1 Yes 

0 No                  

 
 
VI. Annual Household Income ά/ŀƴ ȅƻǳ ǇƭŜŀǎŜ ǘŜƭƭ ƳŜ ǿƘƛŎƘ ŎŀǘŜƎƻǊȅ ōŜǎǘ ǊŜǇǊŜǎŜƴǘǎ your 
ǘƻǘŀƭ ŀƴƴǳŀƭ ƘƻǳǎŜƘƻƭŘ ƛƴŎƻƳŜΚέ 

1 <$10,000     5  $55,000-$79,999    

2  $10, 000-$24, 999  6  $80,000-$99,999 

3  $25,000- $39,999     7  $100,000 or greater 

4  $40,000-$54,999   8  Refused to answer  

 

 
VII. Marital Status ά/ŀƴ ȅƻǳ ǇƭŜŀǎŜ ǘŜƭƭ ƳŜ ǿƘƛŎƘ ŎŀǘŜƎƻǊȅ ōŜǎǘ ǊŜǇǊŜǎŜƴǘǎ ȅƻǳǊ Ŏurrent marital 
ǎǘŀǘǳǎΚέ 

1 Never married     

2 Married     

3 Divorced or separated      

4 Widowed 
 

 

VIII. Smoking Status άIŀǾŜ ȅƻǳ ŜǾŜǊ ǎƳƻƪŜŘΚ  If so, are you currently smoking or are you an ex-
ǎƳƻƪŜǊΚέ 

0 Never smoked 
 

1 Current smoker  

άLŦ ȅƻǳ ŀǊŜ ŎǳǊǊŜƴǘƭȅ ǎƳƻƪƛƴƎΣ ǇƭŜŀǎŜ ǘŜƭƭ ƳŜ ǘƘŜ ǘƻǘŀƭ ƴǳƳōŜǊ ƻŦ ȅŜŀǊǎ ȅƻǳ ƘŀǾŜ ǎƳƻƪŜŘ 
and the approximate ƴǳƳōŜǊ ƻŦ ŎƛƎŀǊŜǘǘŜǎ ǘƘŀǘ ȅƻǳ ǎƳƻƪŜ ŜŀŎƘ ŘŀȅΦέ     

 Number of years smoked:    __ __ 

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

 
Section II: Demographics (continued) 
 

2 Ex-ǎƳƻƪŜǊ άLŦ ȅƻǳ ŀǊŜ ŀƴ ŜȄ-smoker, how many years ago did you quit?  Also, how many 
ȅŜŀǊǎ ŘƛŘ ȅƻǳ ǎƳƻƪŜ ŀƴŘ ŀǇǇǊƻȄƛƳŀǘŜƭȅ Ƙƻǿ Ƴŀƴȅ ŎƛƎŀǊŜǘǘŜǎ ŘƛŘ ȅƻǳ ǎƳƻƪŜ ŜŀŎƘ ŘŀȅΚέ 

Years since quit:  

        1 < 5 years     

        2 5-14 years    

        3 > 15 years    

Number of years smoked:    __ __ 

Number of cigarettes smoked per day:  __ __ 
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