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[. Introduction

The purpose of this document is to outline the duties of the Project Manager for the
NIH-fundedr esearch study fAEnhanced Continuity of
or Pul monar (ROIMHLEBZ7 A1y corslucted at the University of lowa.

The responsibilities of the Project Manger are described in detail in this manual.
Detailed descriptions of the responsibilities of the Research Nurse, Pharmacy Case
Managers and Research Assistant can be found in their respective operations manuals.

Il. Overview of Study Protocol

1. Each day, the Project Manager will screen the IPR system for patients admitted
to the hospital.

2. The Project Manager will visit patients that seem to meet study enroliment
criteria, explain the study and try to get informed consent.

3. The Project Manager will fax a Pharmacy Structure Survey to every unigue
primary pharmacy used by patients enrolled in the study.

4. The Project Manager will notify the Research Nurse of all new patients that sign
consent.

5. The Research Nurse will collect demographic information from the patient and go
through all the baseline forms with the patient.

6. The project manager will randomize the patient to the usual care, minimal
intervention or enhanced intervention group.

7. The project manager will inform the Pharmacy Case Manager of each patient
that is randomized to either of the two intervention groups. A flowsheet of the
pharmacist intervention is shown in Figure 1.

8. For all intervention patients, the Pharmacy Case Manager will:

a. Review the admission medication history taken by the unit pharmacist and
call the patientds community phar macy
correct.

b. Conduct a brief introductory visit with the patient within 24 hours of their
enroliment into the study. Resolve any discrepancies discovered when
verifying admission medications with the community pharmacy.

c. Visit the patient at least every two days while s/he is in the hospital.
During these visits the Pharmacy Case Manager will address any
concerns the patient might have and begin teaching the patient about their
probable discharge medications. Do special counseling at multiple visits if
possible.

d. Track the patient throughout their hospital stay to monitor for medication
problems and to determine the timing of discharge.



e. Regularly contact the medical serviceinchar ge of t he gati ent 0s
the unit pharmacist in order to determine timing of discharge, identify a
potential discharge care plan and resolve any medication issues that the
Pharmacy Case Manager discovered.

f. Complete discharge teaching, give patient discharge medication list and
wallet card.

g Notify the project manag@heprogdct t he pati e
manager will notify the Pharmacy Case Manager that the patient is in the
minimal intervention group.

9. Patients in the minimal intervention group will not have additional follow-up by
the Pharmacy Case Manager.

10. For patients in the enhanced intervention group the Pharmacy Case Manager
will:

a. Create and fax a discharge summary/care plan to the community
physician and community pharmacist.

b. Call the patient for follow-up 3-5 days after discharge and send a
summary of the 3-5 day follow-up phone call via fax or email to the
inpatient medical team, community physician, and community pharmacist.

c. Continue making follow-up phone calls with the patient at least weekly
until all identified problems are resolved and continue contacting the
community physician and community pharmacist as needed.

11.The Research Nurse will call all patients 30 days after discharge and again 90
days after discharge to collect survey information.

12. At least 90 days after each patient is discharged, the Project Manager will mail a
guestionnairea bout communi cation among providers
physician and community pharmacy and request that responses be faxed back to
the research office.

13. At least 90 days after each patient is discharged, the Research Assistant will
traveltothepat i eommani ty physici amadtsi eftfGsce and
community pharmacy to abstract medical record data. The Research Assistant
will also abstract information from the patientd secords at University of lowa
Hospitals and Clinics at least 90 days after discharge.



Figure 1: Flowsheet of Pharmacist Intervention

Hospital Admission
Project Manager obtains consent.
Research Nurse completes baseline patient survey forms.
Project Manager notifies you that a patient has entered the study.

A 4

After Admission
Review the admission medication history taken by the unit Pharmacy Case Manager.
Cal | patientds pharmacy t o de tatonhistorye acc
Make an introductory visit to the patient and clarify any discrepancies in the medication history.
Discuss discrepancies in admission medication history with the unit Pharmacy Case Manager or a
member of the medical team.

A 4

During Hospitalization
Determine a tentative discharge medication list.
Visit your patients every day you are covering.
Review the probable discharge medications with the patient.
Discuss any major problems (adherence issues, cost issues, need for social services, side effects,
etc.) with the unit Pharmacy Case Manager and/or a member of the medical team.
Track potential timing of discharge.

A 4

é Day of Discharge N
If it looks like the patient will be discharged, obtain the final discharge medication list from the medical team.
Review the discharge medications with the patient.

Discuss any major problems (adherence issues, cost issues, need for social services, side effects, etc.) with

a member of the medical team.
Give the patient the discharge medication list and a wallet card.
\_ When discharge teaching is complete, contact the Project Manager to determine randomization.

J

v

Enhanced Intervention Minimal Intervention
Prepare discharge care plan.
Fax to community physician and community pharmacy within 24 No further follow-up
hours of discharge. necessary.

Update Tracking Spreadsheet for follow-up phone call in 3 days.

A 4

Follow-up Phone Call (Days 3-5) \
Start trying to call the patient 3 days after discharge and continue trying
for 4 days. I f you havenét re:
start call i ng fiolistint you reachsomreant. s
Go over medication list, determine whether they filled all discharge
medications, and discuss problems.
Fax a summary of the phone call to the inpatient team, community
physician, and community pharmacist.
Call (or page) inpatient team or community physician if
recommendations are necessary.
Continue contacting the patient at least weekly until any identified
problems are resolved and follow-up with community physician and
pharmacist as needed.




[ll. Communication Procedures among Team Members

T

Key members of the research team (the Project Manager, Research Nurse,
Pharmacist Case Managers and Research Assistant) will each be provided with
a cellular telephone. Communication among team members should primarily be
conducted via cell phone or in-person.

Team members should not send email containing protected health information or
patient names.

The Project Manager will notify the Research Nurse and the Pharmacist Case
Manager (for intervention patients only) when a patient is enrolled in the study.

The two pharmacist case managers should communicate via phone daily for
patient updates.

Project Manager Contact Information:
Gail Ardery, PhD, RN
Cell Phone:
Office Phone: 319-384-4128
Office Fax: 319-353-5646
Email: gail-ardery@uiowa.edu

Pharmacist Case Manager A Contact Information:
Cynthia Weber, PharmD
Cell Phone:
Office Phone: 319-335-6527
Office Fax: 319-353-5646
Email: cynthia-weber@uiowa.edu

Pharmacist Case Manager B Contact Information:
, PharmD
Cell Phone:
Office Phone:
Office Fax:
Email:




IVV. Documentation Procedures

The Project Manager, Research Nurse and Pharmacy Case Managers will each be

provided with a Tablet personal computer. Each computer will undergo security review

byUl HC Department of Pharmacy Staff. Col l ege
database manager will load the database onto each tablet computer.

The studyé s A cdatabase willbestoredon t he Col |l ege of Phar macy
with Access to the database files controlled by the database manager. The database

will be composed of major tabs for the Project Manager, Research Nurse, Pharmacy

Case Managers, Data Abstraction and Evaluation. Each major tab overlays multiple

sub-tabs for individual data collection forms.

The Project Manager, Research Nurse and Pharmacy Case Managers will each have
access to both the study database and to wireless services at UIHC. Using wireless
services, these team members will enter data directly into the study database via their
table computers.

Certain pages of the database will not be accessible to all team members in order to
maintain the blindness of patient randomization:

1 The Research Nurse will be restricted from viewing all of the Pharmacy Case
Manager tabs.

1 Both the Research Nurse and both Pharmacy Case Managers will be restricted
from viewing the Enrollment page under the Project Manager tab.

To insure data fidelity, patient data should be entered at the patient beside whenever
possible. Possible exceptions include the following:

1 The Project Manager can collect and enter some basic screening information
before enrolling the patient.

1 The Pharmacy Case Manager can create draft medication lists, discharge plans
and wallet cards prior to the discharge visit. However, drafts should always be
updated prior to final discharge teaching.

The Research Assistant will collect medical record information using a hard-copy data
abstraction form. The Research Assistant wil
form to the Project Manager within four days of completion. These data will be double-

entered into the database by a student in the research office.

Data collected via fax from the community physician and community pharmacy surveys
will be double-entered into the database by a student in the research office.



V. Screening for Patients

Each work day, the Project Manager will enter the UIHC IPR system and review the list

of patients admitted to the Medicine, Cardiology and Orthopedic services within the

previous 24 hours or during the weekend. The Project Manager will review the medical

record of each newly admitted patient and determine whether the patient seems to meet

the studyoés inclusion and exclusion criteria:

Inclusion Criteria

1 English or Spanish speaking males or females, 18 years of age or older,

1 Willing to obtain all chronic prescriptions from one community pharmacy during
the 90 day study

1 Has one or more of the following diagnoses: hypertension, hyperlipidemia, heart
failure, coronary artery disease, myocardial infarction, stroke, transient ischemic
attack, asthma, COPD or diabetes or patients receiving oral anticoagulation

1 Is admitted to the Internal Medicine, Family Medicine, Cardiology or Orthopedics
services.

1 Patients initially admitted to the intensive care unit will only qualify if they are later
transferred to one of the above services.

Exclusion Criteria

1 Does not have a working telephone or has a hearing impairment that does not
allow the patient to use a telephone

Is enrolled in the state-funded lowa Care program
Has an estimated life expectancy less than 6 months

Has dementia or cognitive impairment

= =4 =4 =4

Has severe psychiatric or psychosocial factors, including substance abuse, that
may impair their desire or ability to complete all aspects of the study

9 Is admitted to the psychiatric, surgery or hematology/oncology services

VI. Enrollment Procedures

Patients who appear to meet all of the inclusion criteria and none of the exclusion
criteria will be considered for enrollment in the study.

Onceapotentialpati ent i s identified, the Project Man
room and request permission to explain the study (script follows). If the patient

expresses interest, the Project Manager will review the written informed consent form

and answer patient questions. In addition, the Project Manager will emphasize the
patientds need to use only one community phar
discharge. Patients who are not willing to use only one community pharmacy for 90



days will not be consented into the study. Patients willing to sign informed consent will
be asked to sign two copies of the consent form (form follows in English and Spanish)
and will be given one copy for their records. Patients will also be asked to sign the
UIHC Form 1991 Consent to Obtain Information and the UIHC Consent to Release
form. Both of these documents (forms follow) must be signed for patients to be fully
enrolled in the study.

The Project Manager will assign for every patient that is approached about the study,
even those that do not meet criteria or decline participation, a sequential, four-digit
study ID number, beginning with 1001.

If the IPR indicates that a potential patient only speaks Spanish, we willhavet he st udy s
student translator, Graziela Kalil, accompany all research team members on every

patient visit. The UIHC Department of Social Service Interpretation and Translation

Program (5-5822) also employs two full-time Spanish interpreters who can be used

when the student translator is not available.

Research team members will verbally ask all questions on each survey for all study
patients. For Spanish-speaking patients, the translator will read each question and
obtain the responses from the patient. The translator will then inform the research team
member of each response, and the research team member will record the response.

The research team member should always present at these sessions to assist with
interpretation of any question and record data. This process will be repeated during any
telephone follow-up where the translator will administer the questionnaires.

We will attempt to schedule our sessions with translators in advance, whenever
possible. This will help to ensure that we will have a translator available every time one
is needed. Family members will be asked to assist with translation if they are available
in the home.



Consent Script
AiHel |l o Mr ./ Mr s. / Ms .

Researcher with the University of lowa C(_)IIEg_e afTDh_ar_macgl._l was Eo_piﬁg_th_at_yo_quauEd
allow me to talk with you about a research study being conducted here at the hospital.
Would this be a good time for you? [If not, try to reschedule. If patient does not wish to

learn about the study, thank him/her and leave. If okay, continue.]

The purpose of the Continuity of Care study is to see if improved communication between
hospital doctors and pharmacists and community doctors and pharmacists can improve
medical care, reduce the number of unplanned visits to the doctor and/or prevent return
trips to the hospital.

If you agree to participate in the study, you will need to get all of your medications from only
one local pharmacy for the next 90 days or 3 months. This may be the pharmacy of your
choice, but it is very important that you use just this one pharmacy. If it is not possible for
you to use just one pharmacy for the next 90 days, you will not be able to participate in the
study. Would you be willing to use just one pharmacy for the next 90 days? [If not, thank
the patient and leave. If yes, continue.]

If you agree to take part in this study, your involvement will last for 90 days after you are
discharged from the hospital. The following things will happen. First, | will collect some
very basic information from you and ask you to sign a release of information form so that
we can get information from your local doctor and pharmacy. This will allow us to
understand what happens to you during the
Research Nurse, Karen Kluesner, will visit you later today in the hospital to help you
complete some additional questionnaires. She will also stop in very briefly each day you
are in the hospital to determine if you are having any new problems.

| will then randomly place you into one of three groups. If you are in the control group, you
will only receive two phone calls from Karen, one approximately 30 days after you return
home and one approximately 90 days after you return home.

If you are in one of the two intervention groups a study pharmacist will also see you later
today and at least every other day that you are in the hospital. The pharmacist will make
sure that the medications prescribed for you are complete and appropriate. The
pharmacist will make recommendations to your hospital physician for improving your
medications, but the final decision will be made by your hospital physician. The pharmacist
will also teach you about the medications that you will need to take when you go home.

Finally, if you are in the enhanced intervention group, the pharmacist will do two additional
things. She will send your community physician and pharmacy a pharmacy care plan to
make sure they know all medications you are to be taking and all follow-up you will need.
She will also call you 3-5 days after you go home to see how you are doing.

If you think you are interested, you can take as much time as you like to read the informed
consent form. It explains the study in detail, including what will be done with the
information that we collect. [Give patient time to read the consent and answer questions. If
the patient agrees to participate, ask him or her to sign two copies of the consent and sign
both copies as the person who obtained consent. Then give one signed copy to the
patient. If the patient does not wish to participate, thank him/her for their time.]

10
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INFORMED CONSENT DOCUMENT

Project Title: Enhanced Continuity of Pharmacy Care for Cardiovascular or
Pulmonary Diseases

Research Team: Barry Carter, PharmD., Karen Kluesner, RN, Gail Ardery, RN

This consent form describes the research study to help you decide if you want to
participate. This form provides important information about what you will be asked to do
during the study, about the risks and benefits of the study, and about your rights as a
research subject.
1 If you have any questions about or do not understand something in this form,
you should ask the research team for more information.
1 You should discuss your participation with anyone you choose such as family
or friends.
1 Do not sign this form unless the study research team has answered your
guestions and you decide that you want to be part of this study.

WHAT IS THE PURPOSE OF THIS STUDY?

This is a research study. We are inviting you to participate in this research study
because you have been admitted by a physician in the general medicine, family
medicine, cardiology, or orthopedics clinics at the University of lowa Hospitals and
Clinics.

The purpose of this research study is to see if improved communication between your
hospital doctors and pharmacists and your community doctors and pharmacists can
improve your medical care, reduce the number of unplanned visits to your doctor and/or
prevent additional hospitalizations.

HOW MANY PEOPLE WILL PARTICIPATE?
Approximately 1,500 persons will take part in this study at the University of lowa.

HOW LONG WILL I BE IN THIS STUDY?

If you agree to take part in this study, your involvement will last for 90 days after your
discharge from the UIHC.

WHAT WILL HAPPEN DURING THIS STUDY?

1. If you agree to be in the study, you will be asked to get all of your medications used
for ilinesses following this hospital stay at one pharmacy for the next 90 days. This
may be the pharmacy of your choice, but it is very important that you use just this
one pharmacy. If it is not possible for you to obtain your medications from a single
pharmacy during this time, you will not be able to participate in this study.

2. The Research Nurse will ask you several questions about the medical problems
which you are experiencing, what medications you take, and how you feel about
taking your medications. It will take about 40 minutes to collect this information.

11



You may chose not to answer any questions that you prefer to skip.

3. The Research Nurse will review your medical records to obtain information about
your health history, medical conditions, clinical and surgical procedures, blood tests,
X-Ray studies, medications, and physical exam.

4. A computer will randomly (by chance, like drawing out of a hat) assign you to one of
three groups. Additional study activities for each group are described below.

If you are assigned to Group |, a researcher will:

A meet with you and talk about your medications in detail

A suggest ideas to help you take the medications that your hospital doctor
ordered for you

A provide you with a list of those medications when you are discharged from
the hospital

A fax a copy of your hospital stay information and discharge medications to
your home doctor and pharmacist

A call you at home at 3-5 days after your discharge from the hospital to talk
about any questions or problems you might have since your discharge
from the hospital.

A if a problem is identified, call you at home at least once a week until those
problems are resolved.

If you are assigned to Group I, a researcher will:
A meet with you and talk about your medications in detail

A suggest ideas to help you take the medications that your hospital doctor
ordered for you

A provide you with a list of those medications when you are discharged from
the hospital.

If you are assigned to Group I, you will
A be given the standard UIHC discharge procedure including a review of
your medications by a hospital nurse or pharmacist and a list of your
medications that you may keep.

5. A Research Nurse will contact you, your community physician, and/or your
community pharmacist at 30 and 90 days after your hospital admission and collect
information about your medical conditions and about any emergency room visits,
hospital admissions, or unplanned doctor visits that have occurred. We will ask you
to sign a Release of Information Form in order for us to obtain this information from
your community physician and pharmacist.

6. There will be no special tests or procedures as a part of this research study. All of
your usual and routine medical care will continue during your hospital stay and after
you are discharged home from the hospital. Your participation in the study will end
90 days after you leave the hospital.

12



WHAT ARE THE RISKS OF THIS STUDY?

There might be some risks from being in this study. Some of the questions asked might
make you feel uneasy or anxious, but you may choose not to answer any questions. If
you are under 21 years of age, some of these questions might identify behaviors which
are illegal, such as alcohol consumption under the age of 21. This information will be
handled confidentially, but you may chose not to answer any of these questions. We
will protect the confidentiality of your information as described in the Confidentiality
section below.

It is possible that findings from this study could result in changes in the treatment given
to you, but this will be done by your hospital physician or your community physician.
Otherwise, the services provided by your physician or by your community pharmacist
will not change because you are in this study. The risks of any treatment or
medications you receive will be discussed with you by your physician or pharmacist.

ARE THERE ANY UNFORESEEN RISKS?

In addition to the risks described above, there may be unknown risks, or risks that we
did not anticipate, associated with being in this study.

WHAT ARE THE BENEFITS OF THIS STUDY?

We donodot know if you will benefit from being
future, you or other people might benefit from this study because of improved
communication between hospitals, doctors, pharmacists, and patients.

WILL IT COST ME ANYTHING TO BE IN THIS STUDY?

You will not have any additional costs for being in this research study. All of your
hospital care and home discharge care will be considered routine. You and/or your
medical/hospital insurance carrier will remain responsible for your regular medical care
expenses.

WILL | BE PAID FOR PARTICIPATING?
You will not be paid for being in this research study.

WHO IS FUNDING THIS STUDY?

This study is funded by the National Institutes of Health (NIH). This means that the
University of lowa Hospitals and Clinics is receiving payment from the NIH to support
the activities that are required to do this study. No one on the research team will
receive a direct payment or an increase in salary from the NIH for conducting this study.

WHAT ABOUT CONFIDENTIALITY?

We will keep your participation in this research study confidential to the extent permitted
by law. However, it is possible that other people may become aware of your
participation in this study. For example, federal government regulatory agencies,
auditing departments of the University of lowa and the University of lowa Institutional
Review Board (a committee that reviews and approves research studies) may inspect

13



and copy records pertaining to this research. Some of these records could contain
information that personally identifies you.

To help protect your confidentiality, we will use only your initials and identification code
numbers on study forms. We will have locked offices and storage areas, and use
password-protected computer files. The list linking your study identification code and
your name will be stored in a separate location that is accessible only to the
investigators. If we write a report or article about this study or share the study data set
with others, we will do so in such a way that you cannot be directly identified.

A copy of this Informed Consent Document will be placed in your medical record.

WILL MY HEALTH INFORMATION BE USED DURING THIS STUDY?

The Federal Health Insurance Portability and Accountability Act (HIPAA) requires

University of lowa Health Care to obtain your permission for the research team to

access or create Aprotected health informatio
study. Protected health information is information that personally identifies you and

relates to your past, present, or future physical or mental health condition or care. We

will access or create health information about you, as described in this document, for

purposes of this research study. Once University of lowa Health has disclosed your

protected health information to us, it may no longer be protected by the Federal HIPAA

privacy regulations, but we will continue to protect your confidentiality as described

under fAConfidentiality.o

We may share your health information related to this study with other parties including
federal government regulatory agencies, the Department of Health and Human
Services, and the University of lowa Institutional Review Boards and support staff.

You cannot participate in this study unless you permit us to use your protected health
information. If you choose not to allow us to use your protected health information, we
will discuss any non-research alternatives available to you. Your decision will not affect
your right to medical care that is not research-related. Your signature on this Consent
Document authorizes University of lowa Health Care to give us permission to use or
create health information about you.

Although you may not be allowed to see study information until after this study is over,
you may be given access to your health care records by contacting your health care
provider. Your permission for us to access or create protected health information about
you for purposes of this study has no expiration date. You may withdraw your
permission for us to use your health information for this research study by sending a
written notice to Dr. Barry Carter at the University of lowa College of Pharmacy,
PHARM S-527, lowa City, lowa 52242. However, we may still use your health
information that was collected before withdrawing your permission. Also, if we have
sent your health information to a third party, such as the study sponsor, or we have
removed your identifying information, it may not be possible to prevent its future use.
You will receive a copy of this signed document.

14



IS BEING IN THIS STUDY VOLUNTARY?

Taking part in this research study is completely voluntary. You may choose not to take
part at all. If you decide to be in this study, you may stop participating at any time. |If
you decide not to be in this study, or if you stop participating at any time, youwo n 6 t
penalized or lose any benefits for which you otherwise qualify.

WHAT IF | DECIDE TO DROP OUT OF THE STUDY?

If you decide to leave the study early, we will ask you to send a written notice to Dr.
Barry Carter at the University of lowa College of Pharmacy, PHARM S-527, lowa City,
lowa 52242. No additional tests or procedures will be done.

WILL | RECEIVE NEW INFORMATION ABOUT THE STUDY WHILE
PARTICIPATING?

If we obtain any new information during this study that might affect your willingness to
contnue participating in the study, weoll

CAN SOMEONE ELSE END MY PARTICIPATION IN THIS STUDY?

Under certain circumstances, the researchers or the study sponsor might decide to end
your participation in this research study earlier than planned. This might happen
because in our judgment it would not be safe for you to continue, because your
condition has become worse, because you are or became pregnant, or because funding
for the research study has ended.

WHAT IF | HAVE QUESTIONS?

We encourage you to ask questions. If you have any questions about the research
study itself, please contact Barry Carter at 319-335-8456. If you have questions,
concerns, or complaints about your rights as a research subject or about research
related injury, please contact the Human Subjects Office, 340 College of Medicine
Administration Building, The University of lowa, lowa City, lowa, 52242, (319) 335-6564,
or e-mail irb@uiowa.edu. General information about being a research subject can be
found by clicking Alnfo for Publico on
http://research.uiowa.edu/hso.

15
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This Informed Consent Document is not a contract. It is a written explanation of what
will happen during the study if you decide to participate. You are not waiving any legal
rights by signing this Informed Consent Document. Your signature indicates that this
research study has been explained to you, that your questions have been answered,
and that you agree to take part in this study. You will receive a copy of this form.

Subject's Name (printed):

(Signature of Subject) (Date)

Statement of Person Who Obtained Consent

| have discussed the above points with the subject or, where appropriate, with the
subjectds |l egally authorized r e pjeceunderstandst i v e .
the risks, benefits, and procedures involved with participation in this research study.

(Signature of Person who Obtained Consent) (Date)

16



DOCUMENTO DE CONSENTIMIENTO INFORMADO

Titulo del Proyecto: Continuidad Realzada De Cuidado Farmacéutico para
Enfermedades Cardiovasculares o pulmonares

Equipo de Investigacién: Barry Carter, PharmD., Karen Kluesner, RN, Gail Ardery, RN

Esta forma de consentimiento describe el estudio investigativo para ayudarle a decidir
si usted desea participar. Esta forma provee informacion importante de las cosas de
las que se le va a preguntar durante el estudio, a cerca de los riesgos y los beneficios
del estudio y acerca de sus derechos al ser un sujeto de estudio.
1 Si usted tiene alguna pregunta a cerca de algo o no entiende algo de esta forma,
usted debe preguntar al equipo investigador por mas informacion.
1 Usted debera de platicar de su participacion con cualquier persona que usted
escoja tal y como su familia o amigos.
1 No firme esta forma a menos que el equipo de investigacion haya contestado
todas las preguntas y que usted hay decidido ser parte de el estudio.

¢.CUAL ES PROPOSITO DE ESTE ESTUDIO?

Este es un estudio investigativo. Nosotros le estamos invitando a participar en esta
investigacion debido a que usted a experimentado complicaciones en su condicion
medica el cual a resultado en su hospitalizacién en las Clinicas y Hospitales de la
Universidad de lowa.

El propdsito de este estudio es ver si la mejora en la comunicacion entre sus doctores
del hospital, sus farmacéuticos y sus doctores comunitarios y sus farmacéuticos s
pueden mejorar su cuidado medico, reduciendo el numero de visitas al doctor sin
planear y/o la prevencién de hospitalizaciones adicionales.

¢ CUANTA GENTE VA A PARTICIPAR?

Aproximadamente 1,500 pacientes tomaran parte de este estudio en la Universidad de
lowa.

¢ CUANTO DURARA EL ESTUDIO?
Si usted esta de acuerdo en participar en este estudio, su participacion sera de 90 dias.

¢ QUE SUCEDERA DURANTE EL ESTUDIO?

1. Siusted esta de acuerdo en participar en el estudio, le pediremos que obtenga
todas sus medicinas usadas para la enfermedad relacionada con su hospitalizacion
en una sola farmacia por 90 dias. Esta pude ser la farmacia que usted desee, pero
es muy importante que solo use una sola farmacia. Si no es posible obtener todos
sus medicamentos en una sola farmacia durante este tiempo, usted no podra
participar en el estudio.
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2. La enfermera investigadora le preguntara varias preguntas en relacion a su
problema medico que esta experimentando, que medicinas esta tomando y como
se siente tomandose la medicina. Tomara aproximadamente 40 minutos en
recolectar toda esta informacion. Usted puede evadir cualquier pregunta que usted
desee saltar.

3. La enfermera investigadora revisara sus archivos médicos para obtener
informacion de su historial medico, condicion medica, procedimientos clinicos y
quirdrgicos, examenes de sangre, rayos X, medicinas y examenes fisicos.

4. Una computadora le asignara al azar a uno de los tres grupos. Actividades de
estudio adicionales para cada grupo se describen abajo.

Si usted esta designado al Grupo |, un farmacéutico en el hospital:

A Se reunira con usted para hablar de sus medicamentos en detalle.

A Le sugerira ideas para ayudarle a tomar sus medicamentos que le
doctor del hospital ha ordenado para usted.

A Le proveera con una lista de las medicinas cuando sea dado de alta en
el hospital.

A Le mandara un fax con la informacion de su estadia en el hospital a su
medico y farmacéutico de cabecera.

A Le llamara a su casa 3-5 dias después de su dada de alta del hospital
para hablar de cualquier pregunta o problema que usted pueda tener
desde que salio del hospital. .

A Si alguin problema es identificado, le llamara por lo menos una vez a la
semana hasta que esos problemas sean resueltos.

Si usted es asignado al Grupo Il, un farmacéutico del hospital:
A Se reunira con usted para hablar de sus medicinas con detalle.

-

A Le sugerira ideas para ayudarle a tomar sus medicinas que el doctor ha
ordenado para usted.

A Le proveera con una lista de sus medicinas cuando sea dado de alta

del hospital.

Si usted esta designado al Grupo lll, usted:

A Se le dara el procedimiento de alta de la manera rutinaria de UIHC
incluyendo una revisién de sus medicamentos por una enfermera del
hospital o farmacéutico y una lista de medicamentos para que usted se
quede con ella.

7. Una enfermera investigadora le llamara a usted, a su doctor comunitario y/o a su
farmacéutico a los 30 y a los 90 dias después de su admision al hospital y
colectara informacién de su condicion médica y de sus visitas a la sala de
emergencia, admisiones al hospital o cualquier visita al doctor no planeada. Se le
pedira el firmar una hoja de consentimiento para que nosotros podamos obtener la
informacion de su doctor comunitario y de su farmacia.

8. No habra examenes o procedimientos especiales como parte de este estudio de
investigacion. Todo su cuidado medico rutinario y usual continuara durante su
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estadia en el hospital y después que usted sea dado de alta. Su participacion en el
estudio terminara a los 90 dias después de que usted deje el hospital.

¢ CUALES SON LOS RIESGOS DE ESTE ESTUDIO?

Pudiera haber algunos riesgos durante este estudio. Algunas de las preguntas pueden
hacerle sentir ansioso o incomodo pero usted pude escoger no contestar a ninguna
pregunta. Siusted tiene menos que 21 afios de edad, algunas de las preguntas podran
identificar conductas ilegales, tal como consumo de bebida alcohdlica por menores de
edad. Esta informacion serd mantenida de manera confidencial, pero usted pude
escoger no contestar a ninguna pregunta. Nosotros mantendremos su participacion en
el estudio de manera confidencial como abajo.

Es posible que descubrimientos por parte de este estudio podran resultar en cambio
de su tratamiento, pero esto sera hecho por su doctor del hospital o por su medico de
cabecera. De otra manera, los servicios de su doctor o farmacéutico no se cambiaran
por su participacion en el estudio. Los riesgos de los tratamientos o medicinas que
usted recibira seran explicados por su doctor o farmacéutico.

¢HAY ALGUN RIESGO NO PENSADQO?

En adicién a los riesgos descritos anteriormente pudiera haber algan riesgo no
planeado o que se haya anticipado asociado con este estudio.

¢ CUALES SON LOS BENEFICIOS DE ESTE ESTUDIO?

Nosotros no sabemos si usted se beneficiara por formar parte de este estudio. Sin
embargo esperamos que en un futuro usted y otra gente se puedan beneficiar de este
estudio debido al conocimiento que obtengamos de este. Esperamos que en el futuro
los pacientes tengan menos efectos secundarios y complicaciones con sus medicinas y
sus proveedores médicos, cuando la comunicacion entre hospitales, doctores,
farmacéuticos y pacientes mejore.

Su doctor pude discutir otras opciones disponibles para usted; en lugar de ser parte de
este estudio usted puede escoger recibir cuidado regular por parte del hospital para su
condicién médica y continuar con el cuidado usual después de su salida del hospital.

¢ME COSTARA ALGO EL ESTAR EN EL ESTUDIO?

Usted no tendra costos adicionales por ser parte de este estudio. Su estadia
hospitalaria y salida se considerara rutinaria. Usted y/o su seguro hospitalario seguiran
siendo responsables por sus gastos médicos regulares.

¢ SE ME PAGARA POR PARTICIPAR?
A usted no se le paga por participar en este estudio de investigacion.

¢QUIEN CUBRE LOS GASTOS DEL ESTUDIO?

Este estudio esta siendo pago por el Instituto Nacional de Salud (NIH). Esto significa
gue los hospitales y clinicas de la Universidad de lowa esta recibiendo pago por el NIH
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para apoyar las actividades requeridas por el estudio. Nadie en el grupo investigativo
recibird pago directo o incremento del salario por parte de NIH por conducir este
estudio.

¢QUE A CERCA DE LA CONFIDENCIALIDAD?

Nosotros mantendremos su participacion en el estudio de manera confidencial hasta
donde la ley nos lo permita. Sin embargo, es posible que otros se den cuenta de su
participacion en el estudio. Por ejemplo, las agencias federales reguladoras,
departamentos de auditoria de la Universidad de lowa y el burd de revisidn institucional
de lowa (el comité que revisa y aprueba los estudios) puede inspeccionar y copiar
archivos pertenecientes a este estudio, algunos de estos archivos pueden tener
informacion que le identifiquen personalmente a usted.

Para ayudar a proteger su confidencialidad solo usaremos sus iniciales y su numero de
cbdigo identificador en las formas del estudio. Las oficinas estaran serradas con
seguro y las computadoras tendran contrasefias para proteger los archivos. Si
nosotros escribimos algun articulo o reporte de este estudio o compartimos informacion
con otros, lo haremos de tal manera que no sea identificado directamente.

Una copia de el documento de Consentimiento Informado sera puesto en su archive
medico.

¢MIINFORMACION DE SALUD SERA USADA DURANTE ESTE ESTUDIO?

El Acta de la Agencia Federal de Salud de portabilidad y Responsabilidad (HIPAA)

requiere que el Cuidado Medico de la Universidad de lowa obtenga su permiso para

gue el equipo investigador tenga acceso O cre
acerca de los propésitos del estudio. Informacion de Salud protegida es informacion

gue personalmente le identifica a usted y se relaciona con su pasado, su presente o

futuras condiciones de salud fisica o0 mental o de su cuidado. Nosotros tendremos

acceso o crearemos informacién de su salud, como se describe en el documento para

propésitos del estudio. Cuando el departamento de Salud de la Universidad de lowa

haya revelado su informacion protegida de salud a nosotros, puede que no este

protegida por las regulaciones federales de privacidad HIPAA pero continuara siendo
protegida su confidencialidad como se describ

Nosotros podemos compartir su informacién de salud en relacion con este estudio con
otras partes incluyendo agencias federales reguladoras, el Departamento de Salud y
Servicios Humanos y El Bur6 de Revision Institucional de la Universidad de lowa y
empleados de apoyo.

Usted no puede participar en este estudio a menos que usted nos permita utilizar su
informacion médica protegida. Si usted decide no permitirnos utilizar su informacion,
nosotros le informaremos de otras alternativas disponibles para usted que no sean
investigativas. Su decisién no afectara su derecho al cuidado medico el cual no se
encuentra relacionada con la investigacion. Su firma en este Documento de
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Autorizacion le permite al departamento del Cuidado de la salud de la Universidad de
lowa de darnos permiso de usar o crear informacion acerca de usted.

Aunque usted no sea permitido de mirar la informacion del estudio después que este
sea finalizado, usted puede tener acceso a sus archivos médicos contactando a su
proveedor de salud. Su autorizacion para que nosotros tengamos acceso o crear Ssus
informaciones medicas protegidas para propdsitos del estudio no tiene expiracion.
Usted pude retirar su permiso para que nosotros utilicemos su informacién medica para
el propoésito de este estudio escribiendo a Dr. Barry Carter at the University of lowa
College of Pharmacy, PHARM S-527, lowa City, lowa 52242. Sin embargo nosotros
podemos utilizar su informacién de salud obtenida antes de su retiro de consentimiento
por escrito. También, si hemos enviado su informacion a una parte tercera, tal como el
patrocinador del estudio o si hemos removido su informacién personal, es probable que
no sea posible prevenir su uso futuro. Usted recibira una copia de este documento
firmado.

¢EL ESTAR EN ESTE ESTUDIO ES VOLUNTARIO?

El formar parte de este estudio es totalmente voluntario. Usted puede decidir no
participar. Si usted decide participar en este estudio usted puede parar de participar en
cualquier momento que usted lo desee. Si usted no desea participar o para su
participacion en algin momento del estudio o si usted para de participar en este
estudio, usted no sera castigado ni tampoco perdera sus beneficios médicos para los
cuales usted de todas maneras califica.

¢ QUE PASA S| DECIDO ABANDONAR EL ESTUDIO?

Si usted decide dejar el estudio antes de tiempo, le pediremos que mande la solicitud
por escrito a Dr. Barry Carter at the University of lowa College of Pharmacy, PHARM S-
527, lowa City, lowa 52242. No mas estudios o procedimientos se haran después de
esto.

¢ RECIBIRE NUEVA INFORMACION EN REFERENCIA AL ESTUDIO
MIENTRAS ESTOY PARTICIPANDQO?
Si nosotros obtenemos cualquier informacién nueva durante este estudio que pueda

afectar su disposicion de continuar participando en el estudio, nosotros prontamente le
proveeremos con esa informacion.

¢ PUEDE ALGUIEN MAS CANCELAR MI PARTICIPACION?

Bajo ciertas circunstancias, los investigadores del estudio podran decidir el terminar su
participacion en este estudio antes de lo planeado. Esto puede ser bebido que a
nuestro juicio no es seguro para que usted continte, debido a que su condicion a
empeorado, porque usted esta o0 se embarazo o por que los fondos del estudio se han
terminado.
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¢ Y SITENGO PREGUNTAS?

Le incitamos a que tenga preguntas. Si es en referencia al estudio en si, por favor
contacta a Barry Carter al 319-335-8456. Si usted tiene preguntas, dudas o quejas
acerca des su derecho como sujeto de investigacion o lastimadura relacionada con el
estudio, por favor contacte a Human Subjects Office, 340 College of Medicine
Administration Building, The University of lowa, lowa City, lowa, 52242, (319) 335-6564,
or e-mail irb@uiowa.edu. Informacién general puede se hallada con hacer clic en

Al nf o for PublwebdeHaomarSubjdctaOffta gi n a
http://research.uiowa.edu/hso

Este documento de informacion Consentida no es un contrato. Es solo una explicacion
escrita de lo que sucedera durante el estudio si usted decide participar. Usted no esta
dejando ningun derecho legal al firmar este consentimiento. Su firma indica que se le
ha explicado este estudio investigativo, que sus preguntas han sido respondidas y que
usted acepta participar en el estudio. Usted recibir4 una copia de esta forma.

Nombre (Escrito):

(Firma) (Fecha)

Declaracion de la persona que obtuvo el consentimiento

Yo he discutido los puntos arriba con el individuo o donde apropiado con el
representante autorizado. Es mi opinidn que el individuo entiende los riesgos,
beneficios y procedimientos que envuelven su participacion en este estudio

(Firma de la persona que obtuvo el consentimiento) (Fecha)
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