EXAMPLE C:

Treatment, Education and Resources for Mothers (TERM) Project, Spokane Regional Health District

1. What is the purpose of the project? Does the purpose justify the use of human subjects? What question(s) are you trying to answer? How will the information be used? Who is the audience for the results?

· Provide Spokane Regional Health District First Steps clients with oral hygiene kits,

· Increase understanding among First Steps clients of the importance of good oral hygiene for themselves and their babies,

· Increase knowledge of gum disease as a communicable disease,

· Identify and treat gum disease among First Step clients,

· Reduce the number of pre-term/low-birth weight babies among Spokane Regional Health District First Steps clients,

· Institutionalize oral health screenings into interventions offered by Community and Family Services, and 

· Share the results of this public health intervention with others in public health.

2. What methods will you use to gather data? Are they the right methods for the question(s) you’re trying to answer? Are you using a validated data collection instrument? If not, how will you pre-test your questions? What sample size and response rate is needed to make good inferences from the data?

· Measurement tools for this project were developed in collaboration with Public Health nurses, Oral Health program staff and the Eastern Washington University Dental clinic, these were:

a. A pre- and post-test of current oral health habits,

b. An oral health screening form to be used by Public Health Nurses to determine the extent of possible gum disease, and to be used by the EWU Dental Hygiene clinic for diagnosing stage of periodontal disease for referred clients.

· All clients, regardless of willingness to participate in the oral health screening, will be given an oral hygiene kit that includes the following: new toothbrushes for clients and their partners, toothpaste, a three minute timer, dental floss, and informational literature.

· All clients, regardless of willingness to participate in the oral health screening, will be asked to fill out the pre-and post-tests of current oral health habits.

c. The pre-test will be given after the client decides whether or not to be a full participant in the TERM project.

d. The post-test will be given after the client has given birth to her baby.

· Determination of gestational age at birth will be calculated using client due date and actual birth date of the child.  This data is currently collected on all First Steps clients.

· Birth weight is currently collected on all First Steps clients.

· Clients who choose to participate fully in the TERM project will sign a document authorizing information sharing between the EWU Dental Clinic, the Spokane Regional Health District and the client’s Dentist.  This authorization will only apply to information that is a direct result of the TERM project (See Attachment A)

3. What population group are you seeking for the project? How will you access/locate people to participate? Consider the principle of justice: why are you collecting/using data from this group?

· This project will serve all SRHD First Steps Clients.

· Existing clients will be asked by their Public Health nurse to consider participation,

· New clients will be asked during the intake process to consider participation,

· The population chosen to be served in this project is a direct result of 

a. Data that indicates a higher than expected pre-term and low-birth weight outcome for First Steps clients than other Medicaid mom’s, and

b. The emerging literature on, and the documentation of, the link between periodontal disease and pre-term birth.

4. What are the potential risks and burdens of the project to participants? Consider time, stress, emotional discomfort, breach of confidentiality, etc.

· First Steps clients are a vulnerable population by definition and while every effort will be made to impress upon clients the voluntary nature of their involvement, they may not fully understand/believe that they are under no obligation to say yes and are totally free to say no to participation,

· Clients may not feel they have the additional time to answer questions about their current oral health habits,

· Clients may be illiterate and unable to read the information provided in their oral hygiene kit,

· Participants may experience embarrassment at being asked to brush their teeth for three minutes and then have their public health nurse look inside their mouths,

· Participants who are recommended to go to the EWU Dental Clinic will be asked to go to a dental appointment for examination and cleaning of their teeth, this can be frightening for individuals who are not used to going to see a dentist on a regular basis,

· Participants who are diagnosed with periodontal disease by the Dental Clinic will be asked to receive treatment for the disease, treatment for periodontal disease can range from uncomfortable to painful depending on the severity of the disease,

· Participants who are scheduled for appointments at the Dental Clinic and with local dentists will be asked to give additional amounts of their time to the project,

· Participants are being asked to allow their personal information regarding their oral health to be tracked and shared across three systems, while all staff who are directly assigned to the project are bound by the rules and laws regarding confidentiality there is always a slight chance of personal information being revealed in an inappropriate manner.

5. What are the potential benefits of the project? To participants? To the health department? To the community?  Do the benefits outweigh the risks to participants?

· SRHD First Steps clients and their partners will all receive an oral health kit for free,

· First Steps clients will be given the opportunity to find out if they may have periodontal disease and then if periodontal disease is suspected they will have the opportunity to access an appointment for diagnosis of and treatment for the disease,

· Clients will learn important information about how oral health affects overall health,

· Treatment for periodontal disease may increase the gestational age of the children born to First Steps clients and offer the child a healthier start in life,

· Clients who take the information provided through the TERM project and apply it to their lives will enjoy greater oral health,

· Clients will have the opportunity to pass good oral health habits on to the next generation.

· Risks/Benefits Analysis:

a. The risks associated with involvement in the TERM project are primarily of inconvenience to the First Steps client,

b. The benefits associated with involvement in the TERM project are potentially life changing for the child and mother.

c. There is no health risk associated with being treated for periodontal disease.  The lack of treatment has grave risks associated to the unborn child, and for the mother poses at minimum the risk of loosing teeth.  Additional research suggests that the bacteria that cause gum disease can be a contributing factor in bacterial pneumonia.  Several studies point out associations between gum disease and the development of cardiovascular problems.

6. How will you handle confidentiality of personal, sensitive data? Will participation be anonymous, confidential, or neither? How will data be stored? Who will have access to data and for how long?

· The Oral Health Program staff will have primary responsibility for shuttling data between Public Health nurses, the Dental Hygiene Clinic, Dentist offices, and The Assessment/Epidemiology Center.

· Care will be taken by the OHP staff to ensure proper handling of all documents with personal identifying information, this will include;

a. Timely copying of original informed consent/information sharing agreements for tracking purposes to the Assess/Epi Center,

b. Documents being transferred from CFS to Assess/Epi will always be contained within a sealed envelope marked confidential,

c. Assess/Epi staff assigned to the TERM project will keep all documents with identifying information in a locked file cabinet within a locked office.

· Information shared between the Dental Clinic, Health District and Dentist offices will be mailed in batch mailings with appropriate “confidential material enclosed” markings on the envelope.

· Data will be entered into both tracking and analysis spreadsheets at a computer terminal that is password protected.

· Individual identifying information will only be used as a means of connecting data and information collected from the various data sources to the individual.  At the completion of the TERM project and prior to the analysis of the data, personal identifiers will be removed.

· Surveys and screening tools are scanned electronically and a full image of the document is saved on the Health District network. Therefore, original hard copies of these documents will be destroyed six months after the completion of the TERM project.

· Copies of the signed informed consents and authorization for the release of information will be maintained in a locked file cabinet within a locked office for five years.

7. How will you obtain informed consent from people to participate in the project?

· Clients will be walked through the informed consent process to ensure their understanding of the project, the voluntary nature of the project, the risks and benefits, the time involved in being a participant, and their right to exit the project at anytime without affecting any other services they receive from the Health District (See Attachment B).

Attachment A – Authorization for Use and Disclosure of Protected Health Information

Spokane Regional Health District

1101 W. College Avenue

Spokane, WA  99201

Treatment, Education and Resources for Mothers (TERM) Project - 2004
Alicia M. Thompson

(509) 325-1670
Authorization for Use and Disclosure of Protected Health Information

I, _______________________________, give permission for Eastern Washington 

                         (Your name)  

University’s Dental Hygiene Clinic to give protected health information in my dental records to Alicia Thompson, or to a member of her evaluation team.  

This authorization allows the Dental Clinic to disclose: Your appointment dates and whether you went to the appointments, diagnoses, and information on the treatment you received.

My protected health information will only be used for the project called the Treatment, Education and Resources for Mothers (TERM) project.  The evaluators won’t use it for any other reason.  The evaluators will keep my health information confidential.  They won’t give it to anyone who isn’t connected to this study.

I’m not required to sign this form to get the services I normally get from my public health nurse.  The Eastern Washington University Dental Hygiene Clinic will only give my protected health information to the evaluators if I sign this form.  I may cancel this authorization at any time by writing to Eastern Washington University’s Hygiene Dental Clinic.  If I cancel this authorization, the evaluators will keep the information they already have.  

This authorization expires three months after my baby is born unless I cancel it before then.

______________________________________________

 PRINT STUDY PARTICIPANT NAME 

______________________________________________

________________

Study Participant Signature







Date

Copies to:
Client, Eastern Washington University Dental Clinic, and Evaluator

Appendix B – Informed Consent
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Treatment, Education and Resources for Mothers (TERM) 

Project – 2004

Alicia M. Thompson, MSW

Assessment/Epidemiology Center, Spokane Regional Health District

1101 W. College Avenue, Spokane, WA  99201

509-324-1670

athompson@spokanecounty.org
CONSENT FORM

What is the TERM project?


The Treatment, Education and Resources for Mothers (TERM) project is a partnership between Eastern Washington University (EWU), Spokane Regional Health District’s (SRHD) First Steps and Oral Health Programs and the March of Dimes.  Studies have shown that when mothers have a disease in their mouth called periodontal ["per-E-O-'dän-t&l] or gum disease, their babies can be born smaller than average.  This disease can cause problems for moms and their babies, such as a sore mouth or having the baby early.  The TERM project hopes to help more moms with gum disease get treatment.  All First Steps moms will get a free oral health kit to help them keep their mouths clean—even if they decide not to take part in the TERM project.  The oral health kit includes: a new toothbrush for you and your partner, toothpaste, a three minute timer, dental floss, and informational literature.
What does the TERM project involve?

If you decide to take part in the TERM project, you will be asked to fill out a survey about how you take care of your mouth.  The survey asks questions like: “How long has it been since you last visited a dentist or dental clinic for any reason?”  

The public health nurse will also ask you some questions.  You would be asked questions like: “Are your gums red and swollen?”  You would then be asked to brush your teeth for three minutes using your new timer and let the public health nurse look in your mouth.  The nurse will not touch your mouth when she looks in it.


If the public health nurse thinks you have gum disease, she will ask you to go to the Eastern Washington University dental clinic.  The clinic will do an exam to see if you have the disease and treat you for it if you do.  Your Medicaid coupon will pay for dental care you get at the EWU clinic.  The March of Dimes will pay for the oral health kit.  You won’t have to pay for the screening, dental treatment, or for the oral health kit.

After your baby is born, we will ask you to fill out another survey about how you take care of your mouth.

 Participation in the TERM project depends on how far along you are in your pregnancy.  The program ends after your baby is born and you fill out the second survey.  The second survey is also voluntary.

Am I required to take part in the TERM project?

NO!!  You don’t have to take part if you don’t want to.  You won’t lose any services or benefits if you decide not to take part at all, skip survey questions, or stop taking part later on.  All First Steps moms will get an oral health kit, even if they don’t take part in the program.

What are the risks of the TERM Project?


You may feel embarrassed during the screening, because the nurse will look in your mouth and ask you questions.  If you get care for gum disease, it may require several appointments.  Treatment can be uncomfortable, too.  The survey questions are personal, so you may feel embarrassed about the way you take care of your mouth and teeth.

What are the benefits of the TERM Project?


You will find out if you have gum disease.  If you have it, you can get treatment for it.  If you get treated, you may help your baby be born healthier, and it  may help you to keep your natural teeth.


We will write reports to let other people know if the TERM project helped moms and babies.  This could help other mom’s and babies in the future.

How will my privacy be protected?


We will keep track of your participation in this project, so we will need to use your name.  We will match your answers on the two surveys using a code number.  We will keep a separate list of code numbers and names, so your name won’t be on project forms.  All project forms will be kept in locked files, to protect your privacy.  Only people working on this project will see TERM project information about you.  When we write reports, we won’t use any names of moms who take part.  We will only write about moms as a group.  We will remove your name as soon as all the information has been collected.

If you go to the dental clinic, we will ask the clinic if you have gum disease and what treatment you got.  We will ask you to sign a form that gives permission for us to collect treatment information.  The public health nurse will put all of the TERM project forms in your file.

Will I get paid for taking part?

Moms won’t be paid for taking part in the TERM Project.

If I have questions who should I call?


You can call Alicia Thompson at 509-324-1670 or your public health nurse.

Client Decision about Participation:


I _____________________________ have been told about the TERM project and what it’s for. I have had a chance to ask questions, and my questions were answered.  I don’t have to take part if I don’t want to.  I won’t be penalized in any way if I decide not to take part, refuse to answer survey questions, or leave the project early..  My decision about taking part is marked below:

Yes, I would like to take part in the TERM project 

(Please fill out the information below and sign this form.  Then fill out the “Consent for Release of Dental Records”).





NO, I don’t want to take part in the TERM project.


I don’t have teeth, so I’m not eligible to take part.

FOR MOMS WHO AGREE TO TAKE PART:

____________________________________

______________

Client Signature






Date of Signature

____________________________________

Address
____________________________________

Telephone #

Appointment Schedule
EWU – School of Dental Hygiene

310 N. Riverpointe Blvd.

509-368-6510
Appointment Time ________

Date: _____________
If you aren’t able to come to your appointment, please call 368-6510 to reschedule

Copies to:  Client, Public Health Nurse and Alicia Thompson

