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NATIONAL ASSOCIATION OF
CHRONIC DISEASE DIRECTORS




LabsFirst / Know Your Numbers Pilot Program
ANNOUNCEMENT FOR APPLICATION  
AS CLINICAL RESEARCH SITE

A.
PURPOSE
The National Association of Chronic Disease Directors (NACDD) in collaboration with Ortho Clinical Diagnostics announces the availability of $25,000 grants for clinical primary care practice groups to plan and implement practice management changes that will implement laboratory blood testing prior to physical examinations of patients. Three awards of $25,000 each will be made to qualified clinics.

Pilot Program Goals 

· Advance patient-physician dialogues on blood testing to improve health literacy

· Encourage blood tests prior to physical examinations so they can be discussed during the examination

· Empower patients in patient-centered, team-based care environments to actively participate in their care 

· Promote improved self-care practices and better health outcomes

Program Objectives
1) Make blood test results and explanation of their meaning available to patients prior to their visit with a healthcare provider, thus empowering them to be better informed about their test results and the importance of the tests in managing their health; 

2) Encourage patients and providers to enter into a dialogue about lab test results to increase health literacy; and
3) Test the effectiveness of an educational intervention focused on improving patient knowledge about " high value tests for high impact diseases," and on patient and provider acceptance of the labs first policy.  
B. 
PROJECT DESCRIPTION

Problem

Many clinical practices order lab tests after a physical examination. Consequently, some patients never learn about the results of their tests. Many hear, "If you don't hear from us, assume that everything is okay" or "Call our clinic for the results." Practice policies like these preclude the opportunity for patients to learn about blood tests and their importance in managing health. Keeping this information from patients may contribute to low patient health literacy, discourage self-management, disassociate patients from the behaviorally associated risks which may contribute to poor health and block opportunities for informed dialogue with their health care provider.     

Solution

Implementing and testing the LabsFirst/Know Your Numbers (LF/KYN) model provides an opportunity for patients to be informed about a select group of lab test results, to recognize personal implications of their health behaviors, and to be better informed about these blood tests and empowered to dialog with their health care provider about test results.  
Rationale

According to the National Action Plan to Improve Health Literacy, nearly nine of ten adults have difficulty using every day health information that is routinely available in our health facilities, retail outlets, media and communities.
  

This HHS report adds that "today’s health information is presented in a way that is not usable by most Americans and that without clear information and an understanding of prevention and self-management of conditions, people are more likely to: 

· Skip necessary medical tests 

· End up in the emergency room more often; and 

· Have a hard time managing chronic diseases, such as diabetes or high blood pressure."
Among other recommendations, a report of the proceedings of a 2011 summit meeting to develop an Action Plan for Improving Health Literacy Around Blood Tests, made the following strategic recommendations:

· Conduct a research-based demonstration program to show how a health literacy campaign on blood testing can improve consumer use of tests to advance wellness and prevention and disease management. 

· Make blood testing part of our health care discourse and the agenda for chronic disease prevention and wellness. 

High Value/High Impact Screening Blood Tests
In October of 2012, NACDD convened an expert advisory panel of medical and laboratory health professionals to identify blood screening tests for this pilot study that are of high value and have potential high impacts on patient health and prevention of chronic disease. Referring to outcomes-based data and their experience as health care practitioners, this expert panel concluded that the following screening blood tests met the criteria of having high value and high impact.     
· lipid panel (i.e., total cholesterol, HDL, LDL, triglycerides) 
· hemoglobin A1c; and
· estimated glomerular filtration rate (eGFR).   (creatinine)
By selecting these high value tests the LF/KYN project does not preclude ordering of medically necessary tests, nor intend to drive additional testing.  The LF/KYN study will simply use these high value tests as a limited means of measuring the impact of the project's educational component on health literacy.  Applicants will be required to order at least one of these screening tests for each patient who is scheduled for a health maintenance physical examination.   
Patient Education
The patient education protocol of the LabsFirst/Know Your Numbers program (developed by NACDD) will  inform patients about each of the high value blood tests using the following approaches:
· educational materials about the new policy on blood drawing and testing prior to physical examinations;

· the educational messages and materials developed by NACDD and sent via email or USPS mail by participating clinics about the above blood tests and prior to a scheduled physical examination are focused on: a) informing them about the meaning of their test results before the physical examination; b) explaining the meaning of each "high value/high impact" test and its importance to health; c) encouraging patients to write down and bring questions for their provider about the tests and their test results; d) encouraging them to create a personal health record, including lab test results; and e) encouraging them to take actionable steps for improved health.  

· textual information with audio narratives and high resolution graphic illustrations on tablet-based computers (provided by NACDD), available to both patients and providers for use with patients. This information will: a) illustrate the importance of the high value tests in monitoring and maintaining health, b) describe what each test measures, and c) inform patients with more detailed content to read after the physical exam. (See this link for software that will be available on tablet computers -  http://www.bioscapedigital.com/OCD/
· a website that will mimic information modules provided on the tablets with links to websites that contain more detailed information. 
Awardee Activities 

Awardees will be expected to:

· Change their clinical policy from one that implements blood testing after health maintenance physical examinations to one that requires blood testing and patient notification of test results prior to physical examinations;  

· Assure that clinic support staff are available for training on LF/KYN project protocols and medical and administrative staff available for project evaluation interviews;  
· Collect comparison group data using computer tablets provided by NACDD on all health maintenance physical examination patients and using a testing protocol that tests patient blood after a physical examination, during the first three months of the project period; 

· Collect intervention group data on at least 120 patients in a six month period,  who present for a physical examination with blood testing before the examinations; 
· Order at least one of the above described high value/high impact screening blood tests for each patient in the intervention group;
· Collaborate with their laboratory to assure that intervention patients are mailed or emailed test results and high value test educational messages and/or materials prior to physical examinations (Messages and materials will be provided by NACDD.); 
· Coordinate study data collection with NACDD and assure timely transmission of data; and
· Submit monthly reports on project progress including enabling, facilitating, reinforcing and barrier factors to implementation of the project.  
C. RESEARCH PROJECT EVALUATION MEASURES

The following describes the patient and provider outcomes that NACDD will measure, with clinic site assistance, to determine the impact of this pilot program. 

Patient Outcome Measures

Patient satisfaction with: a) the panel of core or “high value/high impact," blood tests;  b) the process of having blood drawn before the clinical visit; c) LF/KYN patient education messages; d) education materials received with blood test results; e) knowledge gained about the core blood tests and their test results; f) the new process of having blood drawn before a physical exam; g) dialogue with providers about test results; and h) behavioral intentions in response to blood test results.

Provider Outcome Measures

Provider satisfaction with: a) emphasis on educating patients on the importance of high value/high impact tests; b) the quality of dialogue with patients regarding test results; c) practice management changes from ordering tests after the physical exam to before patient examinations; d) the educational support messages and materials used to inform patients about blood test results before and during visits; and e) use of a table computer to help inform patients about the high value/high impact blood tests;  and f) the practice changes associated with requiring patients to have blood drawn before physical examinations.   
Data Collection

Patient data will be collected in waiting rooms on tablet computers, before and immediately after physical examination visits.  When patients arrive for their appointed physical examination, clinic staff will provide each patient with a tablet computer (Three will be provided to each participating clinic by NACDD.) with brief verbal and written (if needed) instructions on how to use the tablet. Following a tablet-based consent statement, patients who agree to participate will complete a pretest survey that will take, on average, eight (8)minutes.  Patients will then proceed to the examination room for their physical examination, along with the tablet computer and questions they may have about blood tests and their results. 

During the physical examination, providers will be encouraged to use the content and high resolution graphics on the tablets to illustrate the meaning and importance of the lab test results (e.g., illustrations of blood flow and cholesterol accumulations in arteries) and to direct patients to relevant content modules on the tablet related to their questions or test results.      

After the physical exam, patients will complete a 31/2 minute posttest survey on the tablet computer, where they can access the educational modules and/or, at their leisure, the website provided by NACDD.      
This pilot study has been approved by the Western Institutional Review Board as exempt. All patient data will be anonymous and transmitted from the tablet computers to NACDD's secured website via a wireless Internet connection. Therefore, grantees must demonstrate that they have a wireless connection to the Internet.

Reporting 
Grantees will also report brief process measures on a monthly basis (e.g., number of patients enrolled in the study, problems with implementation, etc.). They will also report information on provider satisfaction with the new labs first policy, tablet education modules, enabling, facilitating, reinforcing and barrier factors to implementation of the project, and personal and patient comments. A sample of providers will need to be available for brief interviews on a quarterly basis to qualitatively assess LF/KYN program implementation progress. 

D.
ELIGIBLE PARTICIPANTS
Eligible participants do not currently order laboratory testing prior to health maintenance physical examinations. 
Participants must demonstrate that they have enrolled at least 120 patient physical examinations visits during a recent, contiguous six-month project period (i.e., >20 physical examinations per month ).   
Participants must demonstrate that the laboratory with which they work will assist in providing blood drawing services prior to physical examinations and will support dissemination of high value test educational messages and materials (emailed and mailed) prior to the physical examination.   

E.
AVAILABILITY OF FUNDING 

$75,000 is available to fund three $25,000 grants to qualifying provider organizations that have successfully demonstrated their capacity to plan, implement and report progress on their LF/KYN project.  

NOTE:   This grant is intended as a pilot study. While there is no assurance of future funding beyond the project period (See Section F), it could lead to future grants that would sustain planning, implementation, and evaluation of the LF/KYN program beyond the current project period.
F.  PROJECT PERIOD

Awards will be made for a continuous project period of 12 months.   
G. USE OF FUNDS

Funds available under this announcement are to be used exclusively for costs associated with planning, implementing, and reporting activity on a LF/KYN program. Use of funds should contribute to the accomplishment of the goals and objectives stated above and enhance the sustainability of the project beyond the project period.
Tablet computers will be provided to awardees by NACDD to assist with data collection and patient education.  
H.  SUBMISSION PROCESS
Letters of interest from clinics should be submitted on official letterhead to Walter 'Snip' Young, PhD, NACDD Senior Science Consultant, young@chronicdisease.org, along with a completed targeted enrollment table (see below) by April 1, 2013.  For additional information please call Dr. Young at 303-358-4681 or Mr. John Patton at jpatton@chronicdisease.org . 
The letter of interest (not to exceed two pages) should briefly:

a) Describe how you envision this project being implemented in your clinic(s). 

b) Describe the lead organization and current number of health maintenance physical examinations conducted in a recent contiguous 6-month period. 
c) Describe the current usual or standard laboratory blood testing panel, and the ordering and laboratory data management processes. 
d) Describe how and when patients are currently informed about blood test results.

e) Describe support from clinic leadership.

f) Complete and submit the Patient Population Table provided at the end of this announcement. 

Those clinics that will be invited to apply will be notified by April 5, 2013 and will be required to provide a five-page application, due April 22, 2013. Contract awards will be made by April 30, 2013.      

	Application Steps
	Due Dates

	Letter of interest
	April 1, 2013

	Invited to apply 
	April 5, 2013

	Application due
	April 22, 2013

	Award notification
	April 30, 2013


L. HUMAN SUBJECTS

The LabsFirst/Know Your Numbers Project was reviewed and approved by the Western Institutional Review Board (WIRB; DHHS IRB Reg. No. IRB0000053) as exempt. 
Participants in this pilot study must be adults, capable of reading English and 18 years of age and older.
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Patient Population Table


Study Title:  LabsFirst / Know Your Numbers Pilot Program





Patient Population for Recent Six-Month Period: From                                 to                           .


								mm/dd/yyyy	         mm/dd/yyyy





Patient Population for Recent Six-Month Period�
�
Ethnic Category�
Females�
Males�
Total�
�
Hispanic or Latino�
�
�
�
�
Not Hispanic or Latino�
�
�
�
�
Ethnic Category: Total of all Patients* �
�
�
�
�
Racial Categories�
�
�
American Indian/Alaska Native�
�
�
�
�
Asian�
�
�
�
�
Native Hawaiian or Other pacific Islander�
�
�
�
�
Black or African American�
�
�
�
�
White�
�
�
�
�
Racial Categories: Total of all Patients*�
�
�
�
�
Age Categories�
�
�
18-29�
�
�
�
�
30-44�
�
�
�
�
45-64�
�
�
�
�
65-79�
�
�
�
�
80+�
�
�
�
�
Age Categories: Total of all Patients*�
�
�
�
�
*Total of all patients must be equal in the "Ethnic Category, Racial Categories and Age Categories. 
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