July 1, 2004

To: 

Dr. Nancy Robinson

Chair

Human Subjects Review Committee G

Human Subjects Division

Box 351412

From:

Ann Kurth, Ph.D.



Biobehavioral Nursing & Health Systems, Department of Epidemiology



Box 359931

Subject:
Proposed Modification to Human Subjects Application 02-4842-G 02, entitled 

“Project SHINE:  Sexual Health in Neighborhoods Everywhere”

Please find attached revisions made to the above-referenced application.  Revisions were guided by the items identified in your previous correspondence (Dated:  06/08/04).  What follows below are the enumerated items identified by the Human Subjects Review Committee G and the corresponding responses:  

Additional information
1. The Committee’s first concern with the proposed procedures is whether subjects would have a safe address for receiving study materials.  The Committee was particularly concerned about adolescent subjects having access to such an address.  Page 2, point 3. of the modification states that participation will not be contingent on providing this address information.  However, the lack of a safe address presents an unacceptable risk of breach of confidentiality, and the modification does not explain how procedures would be conducted if no address was available.  Please address this issue and describe how you will ensure a safe mailing address and how you would conduct the study without a mailing address.  The Committee recommends that you consider providing mailing addresses (e.g., post office boxes) for subjects to use.

Participation will not be contingent on providing address information.  However, with every subject we will first ascertain the availability of a personal, safe mailing address.  If the subject does not personally have a safe mailing address, we will assess her access to a safe mailing address (i.e. that of a trusted friend or family member) in which case mail will be sent to this safe address, care of the subject.  If the subject does not have access to a safe address, we would conduct the recruitment and counseling sessions in the same manner (i.e., via telephone), and ask her to visit the STD Clinic to:  1) provide written informed consent and HIPAA authorization for use of Partner Notification Interview data; 2) pick up her payment for participation in the study, written summaries of counseling sessions, and educational materials; and 3) drop off her urine sample.  (See study procedures for subjects without a safe mailing address in Appendix A for details.)  If the eligible participant neither has access to a safe mailing address nor is able to stop by the STD Clinic to comply with study procedures, then that individual will be excluded from participating in the study.  

Moreover, we propose to ensure a safe address by: 1) informing her of the risks involved with receiving study-related material in the mail; 2) helping her to develop a shared definition of a “safe” mailing address; and 3) guiding her through the process of ascertaining whether or not she has access to a safe mailing address.  We developed a protocol that includes the above 3 steps to be followed carefully in order to avoid an unacceptable risk of breach of confidentiality.  See Appendix B for protocol for ensuring a safe mailing address. At the end of every counseling session (before each mailing) we will verify whether the address is still safe to use, and alert her to expect something in the mail in an attempt to reduce the risk of breach of confidentiality.  

It should be noted that the STD Clinic staff identifies a safe address and obtains the patient’s permission to send out mailings during the Partner Notification Interview (which will in every case precede our contact with only eligible participants and study activities).  Also, the Clinic routinely sends out reminder letters for STD retesting or kits (to collect urine specimens) to patients as part of their public health practice protocol.

2. The Committee is also concerned about how privacy will be ensured for the telephone counseling sessions.  What access will subjects under 18 years have to a secure phone line?   Are you planning to obtain parental permission for these subjects?  If not, when and where would you expect these subjects to participate in the sessions?  How would you ensure that they had selected a private location?

In answer to the above concerns, we have developed a protocol script (see attached phone script in Appendix C) to be used by SHINE study staff at the initiation of each phone call in order to guide study subjects with: 1) agreeing on a standardized definition of a ‘private’ and ‘safe’ location; and 2) identifying a location that is both ‘private’ and ‘safe’ to occupy for the duration of the phone call (30-45 minutes).  

3. The major modification to the application is the telephone counseling intervention.  The modification, however, does not fully describe this intervention and does not address whether the intervention presents any psychological or other risks to subjects.  Please describe the intent of the counseling.  Please address potential risks of the intervention and describe how you will handle them.  Is it possible that you may discover a subject’s previously unknown condition (e.g., suicidal intentions) as a result of study procedures?  If yes, explain how you will handle this situation.

The intervention is comprised of three 30-45-minute sessions of client-centered counseling delivered over the phone, with each session occurring two weeks apart.  The goal of Session 1 is to help the client to:  1) Identify her current concerns surrounding sexually transmitted infections and unintended pregnancy; 2) Examine her past attempts at addressing her concerns and evaluate the effectiveness of these attempts; and 3) Raise her awareness of the issue at hand.  Session 2 is designed to help the client to:  1) Re-assess her concerns; 2) Identify possible approaches to address these concerns; and 3) Create a change plan to address her concerns.  By Session 3, the client may be at a point at which she:  1) revisits her change plan and identifies its strengths and weakness; 2) Assesses her motivations for making these life changes; 3) Modifies the change plan if necessary; and 4) Identifies sources of support and other resources.  The intention of the counseling is to help the subject to: 1) identify why she has become repeatedly infected with gonorrhea and/or chlamydia and 2) assess her options for preventing further cases from occurring.  The overall objective of the intervention is to: 1) reduce GC/CT reinfections, 2) reduce unintended pregnancy rates, and 3) increase use of effective contraception and safer sex methods among young Seattle-area women with recent episodes of GC/CT infection. 
Potential risks to subjects that may arise from the intervention include psychological effects and risk of breach of confidentiality.  It is possible that we may discover a subject’s previously unknown condition (such as abuse) as a result of the study procedures.  Our skilled Study Counselor will be prepared for the discovery of an unknown condition as she is a Social Worker by profession and is trained in clinical counseling and case management.  She will refer to our protocol (see Appendix D for safety protocol) that addresses reporting, crisis (e.g., suicidal threats), and non-urgent threats, as well as have on hand a resource book for referral in King County for those situations that are not immediately threatening.  

It is also possible that someone may overhear all or a part of the subject’s counseling session or intercept written correspondence between her and the SHINE study, for example.  We will make every effort to avoid a breach of confidentiality by taking the preventive measures of ensuring that the client is in a safe and secure place for every counseling session (see response# 2), and that a safe address has been identified and maintained (see response #3).  

4. Please clarify who will provide the counseling sessions.  Please describe the training and experience of the counselors.

Heather Hutchins, MSW, a Master of Public Health student, will provide the counseling sessions.  She has over ten years of experience working with adolescents and young adults providing prevention education, and working as a reproductive health educator and counselor.  Heather has also provided bilingual services in English and Spanish to young women and men regarding reproductive health behavior change for the past six years.  She recently received her Masters in Social Work from the University of Washington where she received extensive training in individual counseling.  Heather also completed a seven hour training in motivational interviewing counseling techniques specific to this project (see Appendix E for attached Study Counselor resume).

5. Page 2, point 3. of the modification, states that you are requesting a waiver of written consent for this study.  The Committee cannot grant this waiver, however, because the study presents more than minimal risk to subjects and a signed consent form would not be the only record connecting the subject to the research.  Although you state that sending the consent form to a participant’s home could present a risk of breach of confidentiality, since you will be mailing other study materials that present an equal risk to confidentiality, this justification is not sufficient.  Additionally, you plan to access information from the “Public Health Partner Notification Interview Record” which is collected by PHSKC staff.  This interview record contains protected health information covered by the Privacy Act under the Health Information Portability and Accountability Act.  These regulations require signed authorization from the patient for access to this information.  Please describe how you will obtain written consent and authorization from subjects.  Please submit a HIPAA-compliant authorization form or revise the consent form to include the required authorization language.

We are requesting a waiver of written consent to initiate study activities only, with potential subjects who have a safe address.  An information sheet and written consent forms will be mailed to potential candidates who showed interest in the study.  Written consent will be obtained after potential candidates have had time to read over the procedures and risks and benefits involved with participating in the study, and the opportunity to go over the consent form together with the Study Counselor over the phone.  If a potential subject agrees to participate in the study after having gone through the consent with the Study Counselor, she will give verbal consent to participate in the study, beginning with the first phone counseling session.  The Study Counselor will document verbal consent on a consent form with the subject’s name by initialing and dating the form; this will be filed in a locked filing cabinet.  The subject will be told to sign and date one of the two mailed consent forms and immediately mail it to us using the self-addressed stamped envelope provided, keeping the second copy for herself.  Upon receipt, the signed consent form will be stapled onto the consent form that reflects verbal consent.  We will remind the participant on all calls to return the signed consent and will make extra reminder calls as needed to get the signed form back. If someone does not return the signed consent form with the HIPAA authorization by the end of the study, we will not be able to have access to that participant’s baseline partner notification interview.

The informed consent procedure is detailed below:    

· First contact with eligible and potential subjects is initiated when PHSKC staff contacts them to conduct the Health Department Partner Notification interview (PNI).  In this same phone call, PHSKC staff will briefly describe important elements of the study at the end of the PNI, and the risks involved with participation in the study, and ask the potential subject if she is interested in learning more about the study.  

· If the potential subject states interest in learning more about the study, PHSKC will ask for potential subject’s permission to pass her name and safe phone number on to Heather, the Study Counselor. 

· PHSKC will also ask potential subject for permission to send information sheet/consent forms to  a safe address (if there is one)   She will also inform the potential subject to expect the information in the mail, encourage her to read over the information once she receives it, and to expect a phone call from Heather within a week.  

· We will send an information sheet, two blank consent forms, and a self addressed stamped envelope immediately to each interested potential subject.  This will give women the opportunity to read over the information and have an adequate amount of time to decide if they want to participate.  They will have time to reflect on the pros and the cons of participation on their own, on their own time.

· Heather will call potential subjects within a week to talk to them about the study and go over the elements/risks of the study together.

· Heather will gauge the potential subject’s interest and offer her the opportunity to participate.  

· Upon stated agreement to participate, Heather will instruct the subject to sign and date one of the consent forms, and to mail it immediately to us using the self-addressed stamped envelope.  

· Heather will document this verbal consent by dating and initialing a consent form that has the subjects’ name written on it.  This consent form will be stapled to the written consent from signed and dated by the subject once it is received by us.  These will be stored in a locked file cabinet, without study IDs noted so that there is no link to the study database.   

· Upon receipt of verbal consent to participate in the study is received, Heather will enroll the subject into the study and begin the first counseling session.  

The consent form is revised to include the required HIPAA authorization language.  The HIPAA-compliant authorization aspect is included under the “Other information” heading of the consent form (see attached English- and Spanish-language written study consent forms in Appendix G).  We will give subjects the options of having the consent forms mailed to them or coming in to the STD Clinic to provide written informed consent and HIPAA authorization.

6. Please clarify whether you will seek a waiver of parental permission for subjects under 18 years of age.  If so, please submit your request and justification for Committee review.

We will seek a waiver of parental permission for subjects under 18 years of age in light of existing legislation that expand the ability of minors to provide their own consent for mental health treatment, abortion, birth control, and reproductive health functions, among others.  Because our proposed intervention is intended for eventual public health practice, we are interested in maintaining a practice that is in line with those of Public Health Seattle-King County (PHSKC).  PHSKC policy “provides STD/HIV diagnosis and treatment regardless of age due to the Health Department's legally mandated responsibility to prevent the spread of communicable diseases (RCW 70.05.070), the Reproductive Privacy Act (RCW 9.02), and WAC 388-86 on Medical/Care-Emergency Services (see Appendix H for summary of legal requirements).  We believe our intervention and associated research activities fall within the category of “STD/HIV diagnosis and treatment” and “mental health”, allowing for subjects (minors) in our study to legally provide consent without that of their parents or legal guardian.  

In addition, getting parental consent will not benefit the subjects more than their providing consent on their own – particularly since individuals under 18 years are already providing their own consent with respect to mental health and sexual health issues.  Also, a waiver of parental consent does not violate the rights and welfare of subjects.  The study will be explained to subjects and they will have a full understanding of the project.  And lastly, without a waiver of parental consent we would not be able to have access to the high risk minor population – a population of great concern for Public Health Seattle King County.  

7. Please submit the protocol that you will use to obtain informed consent and to ensure that subjects understand what you are asking them to do and the risks they may experience by participating.

Copies of the protocols that we will use to obtain written informed consent and to ensure that subjects understand the risks associated with their participation are provided in Appendix F and G.    

8. Please confirm or correct the Committee’s understanding that the “Study Consent (verbal) in Appendix 3 is the script that the SHINE study counselor will use to contact potential subjects.  If so, please revise this script to include (a) a check to make sure that the person answering the phone is the right person, (b) an introduction identifying the caller and the study, and their departmental and University of Washington affiliation, (c) a statement or reminder about how the prospective subject's name was obtained, (d) a question that allows the prospective subject to opt out of the telephone interview, or set a more convenient time ("Are you interested in hearing more about this study?  Is this a good time to talk?"), (e) a general description of the study, (f) the arrangement of an appointment or next step for those eligible prospective subjects who wish to continue; (g) and a closing that includes a contact name and telephone number if the person should have any further questions about the study.  Please submit this revised script for Committee review.

Initial telephone contact with potential subjects and recruitment for their participation in the SHINE study will be made by PHSKC English language staff, Cheryl Malinski or Annie Golding, or PHSKC Spanish language staff, or Katalina Montero.  This initial contact will occur at the time of the Partner Notification baseline interview routinely administered by the abovementioned PHSKC staff, with recruitment occurring at the end of the interview for women who fit our study criteria.  PHSKC have their own protocol to guide staff in identifying the desired individual while on the phone.  If the potential candidate states an interest in the study, PHSKC staff will request permission to give a safe phone number and safe address to the SHINE Counselor/Research Assistant (RA) to contact them directly at a convenient time.  See phone script for PHSKC in Appendix I.  

The script that will be used by the Study Counselor when contacting potential and enrolled study participants is included in Appendix J (see phone script for Study Counselor)

9. Page 3, point 3. of the modification, states that you will use the PHSKC Partner Notification Interview to assess subjects’ sexual risk behavior.  Please submit for Committee review a list of the data items that will be obtained from the interview.  Include this information in the consent form.

We are interested in using all data items from the PHSKC Partner Notification Interview to assess subjects’ sexual risk behavior.  See attached Partner Notification Interview guide in Appendix K.  We are using the Partner Notification Interview as the study behavioral baseline measure so as to reduce participant burden by not requiring them to answer many of the same questions again, as would be the case if we had a separate baseline study interview.

10. Page 3, point 3. of the modification, states that you will have subjects drop off a urine specimen for GC/CT nucleic acid amplification testing.  Will you also test for pregnancy?  What will you do with results of this testing?  Will they be included in the subject’s medical record?  Will subjects be informed of the results?  If the testing is positive for gonorrhea or chlamydia, will subjects be offered or referred for treatment?  Will subjects be responsible for costs of testing or treatment?  

We will not test for pregnancy.  The post-intervention gonorrhea (GC)/chlamydia (CT) results will be compared with baseline test results to measure efficacy of the study intervention.  The GC/CT tests will be done by the Health Department and Project SHINE will assume the costs involved with testing.  Since the STD Clinic standard of care involves retesting previously infected individuals at 3 months, we will inform subjects of their GC/CT results and include these results in the subject’s medical record.   If the testing is positive for GC or CT, subjects and their partners will be given treatment by PHSKC.  Subjects will not be responsible for costs of testing, and costs for treatment will be based on a sliding scale.  

11. Page 3, point 3. of the modification, states that cultural differences in the intervention impact will be assessed.  Please define for the Committee what is meant by “cultural differences” and explain how you would measure these differences.

We use “cultural differences” to mean any difference in acceptability of the counseling intervention and mode of delivery that can be attributed to cultural nuances between English- and Spanish-speaking subjects, across racial, ethnic, and age groups.  Cultural differences would be measured by comparing both quantitative and qualitative data collected through the IVR questionnaire and follow up interviews.  Analyses will be based on data sorted by cultural groups and stratified by age, among other factors.

12. Page 3, point 3. of the modification, states that phone sessions will be recorded for “quality assurance review and improvement”.  Please explain for the Committee what is meant by quality assurance in this situation; that is, what is the purpose of this review and how will information be used?  Please specify a data certain for destruction of audio tapes.

What we mean by quality assurance is a random but systematic review of the recorded phone counseling sessions.  The purpose of the review is to assess the quality of motivational interviewing skills used during the counseling sessions and evaluate the level of adherence to the study protocol in at least 10% of all sessions conducted over the pilot study period.  We will use the results from these evaluations to provide real-time feedback to the study counselor so that improvements can be made to the intervention delivery as soon as possible for the duration of the study.  Our reasonable approximation of a date certain for destruction of audio tapes is December 2005.

13. The description of data procedures on page 3, point 3. of the modification, is unclear.  Please confirm that data are identified only with study codes, and identifiers and data are never stored in the same database.  Please describe where and in what form you will keep personally identifying information.  Please specify a date certain for destruction of this information.

We will need to maintain a time-limited paper list of personal identifiers to ensure that the GC/CT lab result is linked to the correct participant.  However, identifiers and data will never be stored in the same study electronic database.  We will only store the study identification codes in the database.  Access to this database will be protected by a password given only to SHINE study staff.  Once the database is cleaned and confirmed, we will destroy the paper source of the personal identifiers.  Our reasonable approximation of a date certain for destruction of this information is December 2005.

14. Page 3, point 3 of the modification, states that study data will be kept in a password-protected Access database on a study laptop and study desktop computer.  Because of the frequency with which laptops are stolen or misplaced, however, this procedure does not adequately protect data.  Please confirm that you will save data to a separate storage system (e.g., CD or memory stick) and keep these data files in a secure location.  Please confirm that you will use password protection for access to the computer as well as data files.  Please describe who will have access to study data. 

Yes, we will save data to a separate storage system (memory stick) and keep these data files in a secure location.  We will always use password protection for access to the computer as well as data files.  The laptop will in fact be cable-locked to the study desk and kept in a locked private office.  In other words, the laptop will be no more mobile than a desktop, personal computer.  Only SHINE study staff will have access to study data, specifically:  Ann Kurth (PI), Antoinette Angulo (Study Coordinator),  Heather Hutchins (Study Counselor/Research Assistant), and Fred Koch (database programmer).  

15. Please clarify how much subjects may be paid for participating.  The recruitment script tells subjects they may be paid up to $55, but the consent forms state they will be paid a total of $35.  Please correct the amount in the appropriate places.  Please clarify how and in what form payments will be made.

Subjects will be paid a total of $35 for completing all three counseling sessions, the IVR questionnaire, and for providing the urine sample.  There is an opportunity for 20 individuals to receive payment of $20 for completing an additional interview after follow up.  Therefore, the 20 individuals who complete the follow up interview in addition to the standard study activities will receive $55.  The correct payment amounts have been adjusted in the appropriate places.  

Payments will be made in the form of a check or gift certificate depending on the subject’s preference if mailed to subjects, or in the form of cash, check, or gift certificate if subjects choose to pick them up at the STD Clinic.  

Revisions in Study Recruitment Script
16. In the second sentence, revise the text to describe the project as participation in a research study, not “a new program to help young women…”.  

Please see attached study recruitment script for revisions.

17. The fourth sentence describes payment for participation and appears coercive.  Present the per session payment and correct the total amount possible, if appropriate.

Please see attached study recruitment script for revisions.

18. At the end of the script, ask for permission to give contact information to the SHINE study counselor.  Give potential subjects a contact name and number they may call if they have questions or want to participate.

Please see attached study recruitment script for revisions.

Revisions in the consent form

19. Please put the consent form into clear, direct English, of a level appropriate to the likely reading level of most prospective subjects.  Avoid unnecessary technical terms or professional jargon; if such terms cannot be avoided, they should be immediately followed by explanations in lay terms.  Please note that the average reading level of the general population is sixth grade; no higher than eighth grade level is recommended for most consent forms.  For your information, most word processing programs have the capability to measure readability and grade level of text.

The current consent form (Appendix G) has a Flesch Reading Ease of 62.3% and a Flesch-Kincaid Grade Level of 8.8.

20. At the top, in the title, include “University of Washington” and replace “information sheet” with “Consent Form”.

Done.

21. Under “Purpose and Benefits”, revise the description of the study to indicate that it is research to determine whether a program may be effective.  Delete the statement that subjects may benefit from participation and replace it with the statement “You may or may not benefit from participation.”

Done.

22. Under “Procedures”, revise the text to present study procedures in a format that is easily comprehended (e.g., present each activity in a separate paragraph).

Done.

23. In accordance with point 9., above, under “Procedures” describe the information that you will obtain from the Partner Notification Interview.

Done.

24. Under “Risks, Stress, or Discomfort”, describe the risks to subjects if confidentiality is breached either because of telephone calls that are overheard or because of receiving information in the mail.

Done.

25. Under “Other Information”, in the first sentence, inform subjects that participation is voluntary and that refusal or discontinuing to participate will involve no penalty or loss of benefits to which they are otherwise entitled to.

Done.

26. Under “Other Information”, in an appropriate place, specify a time after which subjects will be assured that audio tapes and identifying information have been destroyed.

Done.

27. In accordance with point 15., above, correct the amount of compensation, if necessary, and describe how and in what form payments will be made.

Done.

28. In accordance with your response to point 10., above, in the appropriate place, describe what you will do with urine specimens.

Done.

If you or the Committee require any further information, please do not hesitate to contact me at 206 – 795 - 3616. I will be out of the country 7/9 – 24 but Study Coordinator Antoinette Angulo will be available at 206 – 985 – 8630 if needed.

Thank you,


Ann Kurth, PhD

Assistant Professor
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APPENDIX A:  STUDY PROCEDURES FOR SUBJECTS WITHOUT A SAFE MAILING ADDRESS

1. Subject will initially be recruited by PHSKC staff via the telephone during the Partner Notification Interview (PNI).

2. At end of PNI, PHSKC staff will inform all eligible women of Project SHINE, including a brief description of the study and the risks involved with participation in the study.  

3. If potential subject expresses interest in learning more about the study, PHSKC staff will ask her permission to pass a safe phone number on to the SHINE Study Counselor for a follow up call to be made within a week at a convenient time for the subject.  PHSKC staff will also ask potential subject for a safe mailing address to send her an information sheet about the study along with the consent forms.  

4. If potential subject does not have a safe mailing address, she will be told that participation in the study requires that she visits the STD Clinic to provide written informed consent/HIPAA authorization, receive her payments and other educational materials, and submit a urine specimen.  

5. Women who visit the STD Clinic, provide informed consent/HIPAA authorization, and are enrolled in the study will receive a phone call from the Study Counselor for the first counseling session. 

a. [Women who don’t visit the STD Clinic within two weeks will receive a follow up call by the Study Counselor two weeks after the initial contact made by PHSKC staff.  The Study Counselor/Research Assistant will contact the potential subject to trouble shoot questions about the study and assess her interest in participating in the study.  If the potential subject states a continued interest in the study, she will be reminded that participation is contingent on her ability to visit the STD Clinic and provide written informed consent and HIPAA authorization.  This will be the last contact with potential candidates who do not subsequently make it to the STD Clinic.]     

6.  Subject will participate in up to 3 telephone interview sessions with the Study Counselor.

7. Subjects will pick up payment for their participation, written summaries of the counseling sessions, and educational materials at the STD Clinic.  That is to say, no written materials (e.g., neither summaries of counseling sessions nor educational materials) will be mailed to the subject’s address.

8. Two months after the last interview (upon completion of the 3rd and last counseling session), subject will be contacted to complete a follow up PNI and an interactive voice response questionnaire, and will be requested to provide a urine sample at that time for gonorrhea (GC) and chlamydia (CT) testing.   At this time, subjects will also be asked if they are interested in participating in an additional interview for an additional $20.  Payment for the interview will be made available for pick up at the STD Clinic.  

APPENDIX B:  STUDY PROTOCOL FOR ENSURING A SAFE MAILING ADDRESS

The following script will be used by the Study Counselor during the first call to ensure a safe mailing address for every subject.  The intent will be to:  1) inform the subject of the risks involved with receiving study-related materials in the mail; 2) help the subject to develop a standardized definition of a “safe” mailing address; and 3) guide the subject through the process of ascertaining whether or not she has access to a safe mailing address.  
We would like to send you some study materials in the mail during your participation in the study.  These materials will contain personal information about your participation in the study and information about sexually transmitted diseases and condom use.  If you do not live alone, it is possible that someone else other than yourself could open your mail.  If someone were to open the mail we have sent you, they could find out that you:  1) are having sex; 2) had an STD; and 3) are speaking with a counselor about your sexual relationships.  The risks to you depend on how the people in your life will react to learning this information.  This is why it is important for us to have a safe mailing address for you.  

By a “safe” mailing address, I mean one where you could receive mail without worrying about whether or not someone will open your mail.  In other words, a “safe” mailing address is one in which you can receive mail and have no reason to suspect someone will open your mail.  This could be the mailing address where you live, or it could be the mailing address of a trusted friend, family member, work, PO Box, etc.

Do you live in a place where you can receive mail and have no reason to suspect that someone (e.g. parents, partners, etc.) will open your mail?  

If yes→ Collect mailing address information.

If no→Is there any other place where you can receive mail and have no reason to suspect that someone will open your mail?  (This could be the mailing address of a trusted friend, family member, work place, PO Box, or other mailing address you have access to and have no reason to suspect that someone will open your mail.)  
If yes→ Collect mailing address information.

If no→If participant can’t identify a “safe” mailing address, inform her that participation in the study will be contingent on her ability to pick up and drop off material at the Harborview STD Clinic 3 times in two months.  Proceed with study protocol.

APPENDIX C:  TELEPHONE PROTOCOL SCRIPT FOR ENSURING A PRIVATE AND SAFE LOCATION

The following script will be used by the Study Counselor at the initiation of every call in order to ensure the participant is in a private and safe place for the duration of the phone call.

1.  Are you in a place where you have privacy and will have privacy for the next 30-45 minutes?  In other words, do you feel you are in a place where you can be alone and no one else can overhear what you say, a place where you can be honest and open with me during our conversation for the next 30-45 minutes?  

If yes→ Proceed to Step 2.

If no→Ask participant if she thinks she can find a private space where she can talk for the next 30-45 minutes.  If participant can’t identify a private space, ask her if she’d like to reschedule the call for a later time when she feels she will have access to a private space for a phone conversation that lasts 30-45 minutes.
2.  Are you in a safe place right now?  Do you think you will be disturbed at all in this place during our phone conversation for the next 30-45 minutes?  

If yes→Ask participant to find a private and safe place for the conversation, a place where she will not have to worry about being heard or disturbed while on the phone for the next 30-45 minutes 

If no→Proceed with the phone call.

APPENDIX D:  SAFETY PROTOCOL
REPORTING ABUSE
As health professionals, we are required by law to report suspected abuse or neglect of children, developmentally disabled persons and dependent adults. The report must be made verbally to Child Protective Services or Adult Protective Services within 48 hours and followed by a written report upon request.  Washington State Department of Social & Health Services/DSHS has a toll-free number to call and they will connect us with the right DSHS office to make a report. 1-866-ENDHARM (363-4276)

CPS and APS officials are also available to answer questions about whether a specific case needs to be reported.  We will document the time and date of the call, who we spoke to and what they recommended. We will put a copy of our written report in the research subject’s file. Whenever possible, we will discuss the need to report with subjects before actually contacting CPS or APS.  All subjects will be verbally informed by the Study Counselor when reviewing the informed consent that there are exceptions to confidentiality when there is suspected abuse or neglect. 

MANAGEMENT OF EMERGENCY SITUATIONS
During the conduct of clinical research with human subjects, there is always the potential that an emergency situation will arise. In the case of suicidal subjects, the following guidelines are designed to support research staff in the management of emergency situations. Specifically, these policies and procedures are designed to assist research staff with identifying and contacting the health care agencies/resources that are the most appropriate for providing crisis or emergency services in specific instances. In all emergency situations, research staff should contact the Study Coordinator and faculty investigators as soon as possible so that they can assist in the management of the emergency situation.

Suicidal Subjects

Subjects expressing thoughts of suicide or death during an interview, a treatment session or in response to a questionnaire should be immediately assessed with regard to suicidal risk.  If a study subject presents any signs of suicidal ideation the Study Counselor will perform a suicide risk assessment. 

If subjects appear at moderate risk for suicide they should be seen within 24 hours by a mental health professional. If the individual is currently working with a therapist, he/she should meet with that therapist within 24 hours. If the individual does not currently have a therapist he/she should be directed to the Crisis Line, 206-461-3222. The Crisis Line will conduct a suicide risk assessment and, as appropriate, provide mental health referrals. As indicated, research staff should facilitate the contact between the subject and a significant other or between the subject and the therapist/Crisis Line.

If subjects are at imminent risk for suicide need to be evaluated by a mental health professional immediately, 911 will be called for transportation to Harborview Medical Center, 206-731-2649, or the University Hospital Emergency Room, 206-548-4000 where emergency psychiatric evaluation is available.  In the State of Washington, only a designated mental health professional (MHP) can hospitalize someone involuntarily. Hospital emergency rooms at Harborview and University of Washington Hospital will have personnel available to decide on the question of commitment and will know the procedures to follow. 

Once again all subjects will be verbally notified in advance that thoughts of hurting themselves or someone one else are exceptions to confidentiality and the appropriate authorities will be contacted for their safety.

APPENDIX E:  STUDY COUNSELOR RESUME

Heather Hutchins M.S.W.

6542 4th Ave. N.E. #1  Seattle, WA 98115  (206) 860-3565  hph@u.washington.edu

EDUCATION:
Masters of Public Health, Maternal and Child Health, University of Washington.  Anticipated 06/05



Maters of Social Work, Clinical and Contextual, University of Washington.  06/04

Bachelor of Arts in Sociology and minor in American Studies,



University of California, Davis, June 1996. Graduated with Honors.

INTERNSHIP:

Mental Health Counselor Intern, Swedish Ballard Teen Health Center, Seattle, WA 

(09/03-06/04).  Provided individual counseling and group work with adolescents at Ballard High School.  Filled out required documentation: maintain chart notes and billing forms.  Performed health promotion activities through class and parent presentations.

Project Assistant, Maternity Support Services, Sea Mar Community Health Center 

(03/03-07/03).  Assisted a team of bi-cultural and bi-lingual social workers in creating culturally competent policies and treatment plan outcome documentation; to track outcome measures of mental health and case management visits.  Synthesized current models to format the documentation, and wrote and edited the documentation.  

Research Assistant Intern, Project SHINE, Lifelong AIDS Alliance, University of Washington, Seattle, WA 

(12/02-06/03). Assisted with recruitment, focus groups and perform individual interviews (English and Spanish) and qualitative analysis of young men and women with repeat Gonorrhea and Chlamydia infections to research risks and interventions.  Helped develop bilingual research forms and scripts.

WORK EXPERIENCE:

Interviewer, The Circumplex Company, Seattle, WA 

(07/03-09/03). Recruited and collaborated with consultants. Completed interviews, observations and detailed notes, in English and Spanish, to improve written documents.  Edited, revised, and created bilingual documents.  Identified problematic areas and provided constructive feedback.  

Research Assistant, Pharmacy Access Campaign Evaluation (PACE), Public Health-

Seattle King County, Department of HIV/AIDS Seattle, WA 

(05/03-06/03).  Performed interviews, administered phone surveys, and inputted data into Epi. Info 2002 database.

Social Work Associate, UCSF New Generation Health Center, San Francisco, CA 

(04/00-07/02).  Provided bilingual client centered counseling incorporating risk assessment, harm reduction, reproductive health education and referrals in a clinic setting to low-income clients 12 to 24 years old.  Performed pregnancy tests and option counseling and HIV pre and post test counseling.  Coordinated the State funded TeenSMART Outreach Program.  Developed health education curriculum and evaluations and presented in high school and middle schools and community based organizations.  Completed quarterly reports and managed a budget. Wrote grants. Served on planning committees in the community.

Residential Counselor, 9 Grove Lane, San Anselmo, CA 

(07/98-01/99).  Provided in-person crisis counseling and over the phone to teens and their families.  Supervised, overnight and day shifts, to residents at a crisis shelter 
for teens.  Enforced rules and provided activities for the residents.

Peer Health Educator, Huckleberry Teen Health Program, BAYAC AmeriCorps, Marin, CA 

(09/97-07/98). Developed health education curriculum and presented in high school and middle schools and community based organizations.  Facilitated harm reduction groups with at-risk youth, acted as a mentor and trained them to become peer educators.  Assessed the health risk of young people in a clinic.  Performed street outreach.  Organized and implemented service projects with young people.  Administered pre and post tests to youth participants for program evaluation and provided documentation to track the population I served.

Coordinator, PRYDE, AmeriCorps, Marin, CA 

(09/96-06/97).  Taught prevention education, provided homework assistance, implemented recreational activities and organized community service projects for at-risk youth.  Facilitated groups and resolved group and individual conflict.  Completed Quarterly Reports.  Organized collaborative efforts with community agencies.

Shift Leader and Coordinator, Third and B Teen Center, Davis, Ca 

(10/94-10/95; 06/96-08/96).  Designed recreational activities for teens.  Managed staff.  Enforced policies.  Maintained a volunteer-based free tutoring program for junior high and high school students.  Co-developed and implemented a tutoring program for at-risk youth.

Peer Counselor, The House, U.C.Davis, CA 

(09/95-06/96).  Provided peer counseling over the phone and in-person and health education presentations to university students.  Participated in a three month training on counseling and a separate three month training on facilitation.    

Resident Advisor, The Housing Office, U.C. Davis, CA 

(09/93-06/94).  Advised students with personal and academic concerns and provided resources and referrals.  Planned and administered a budget.  Coordinated educational, cultural and social programs.  Participated in Diversity Awareness training. 

VOLUNTEER EXPERIENCE:

Educator, CANICA (Centro de Apoyo al Niño del La Calle), Visions In Action, Oaxaca de Juarez, Oaxaca, Mexico 

(01/99-01/00).   Developed health education workshops for street children in a group home.  Provided tutoring, recreation, health education and emotional support to low-income and poverty stricken families during home visits. Collected, compiled and analyzed data for an intensive investigation of street children in Oaxaca, in which we performed street outreach to over 800 youth.  Assisted in organizing a youth conference for the state of Oaxaca.  

Chaperone, YMCA, CA 

(06/97).  Enforced rules, provided resources and developed activities for 14 highschool students on a three-week trip to Costa Rica.  Coordinated group events, supervised accommodations, resolved conflict and provided emotional support.  Acted as a liaison between the participants, their families and the agency. 

Mentor, Building Futures, Marin YMCA 

(01/97-06/97).  Developed a one-on-one paraprofessional counseling relationship with an at-risk youth.  Concentrated on enhancing the youth’s self-esteem, verbalizing his feelings and developing problem-solving skills.  Participated in a seven-week training on conflict resolution, problem-solving skills, relationship development and theories of family therapy and intervention. 


Founder, Helping Hands, Berkeley High School, CA 

(10/91-06/92).  Created and implemented a high school based

club that worked with a homeless shelter in Berkeley.  Coordinated high school students to volunteer as tutored homeless children, raised funds and constructed a playground.

SKILLS:
Bi-Lingual Spanish, Microsoft Office, and California State certified HIV pre and post test counselor.

TRAININGS:
1. State Certified Pre and Post HIV Test Counseling, AIDS Health Project, San Francisco, CA (03/02). 

2. Facilitative Leadership, The National Service Leadership Institute, San Francisco, CA (11/97).

3. Paraprofessional Counseling Mentor Training, Building Futures, Marin 

YMCA, CA (01/97-02/97).

4. Facilitation Training, The House, U.C. Davis, CA (01/96-04/96).

5. Peer Counseling Training, The House, U.C. Davis, CA (09/95-12/95).

6. Diversity Awareness Training, The Housing Office, U.C. Davis, CA (09/93).

AWARDS/

HONORS:
Golden Key International Honour Society Member (95-Present).



Tier I STAR Superior Performance Award, OB/GYN & Reproductive Sciences, 

UCSF, 7/11/2001.

Tier II STAR Outstanding Performance Award (Top of Department), School of Medicine, UCSF, 7/11/2001.

PUBLICATIONS: 

Rejoice, Unite, Nurture, Fight: A Medical University and Politician Team Up to Empower Young Women in San Francisco, 02/2002. American Public Health Association, submitted for the Population, Family Planning, and Reproductive Health of the 130th Annual Meeting (9-13, Nov. 2002). 
APPENDIX F:  INFORMATION SHEET (English)

“PROJECT SHINE: Sexual Health in Neighborhoods Everywhere”

Information Sheet

Welcome to our study!!

We are a group from The University of Washington, Public Health Seattle-King County, & Lifelong AIDS Alliance working together.

We want to learn how to help young women not get sexually transmitted diseases (STDs) like Gonorrhea and Chlamydia.  We also want to help young women not get pregnant before they are ready.

We were given your name from the Health Department after you gave them permission to contact you.  We have sent you this information sheet to help you better understand the study.  We also sent two copies of the consent form.  

The consent form is a form to give you information about the study to help you decide if you want to participate in it.  If you want to participate, read the consent form carefully.  There are possible risks to being in the study you should think about before signing the consent form.  Wait to sign the consent form until you have spoken with the Study Counselor, Heather Hutchins.

Heather will call you in the next few days to talk to you about the study.  She will go over the consent with you and see if you want to participate.  If you feel you fully understand the pluses and minuses of being in the study and you decide to be in the study, tell Heather you want to be in the study.  After this conversation with Heather, sign one of the consent forms and mail it back to us.  There is an envelope with an address and stamp already on it ready to mail.  Keep the other consent form for your records.

When Heather calls she will want to speak with you for 30 to 45 minutes. It is important that you will be in a place that is safe and private to speak with her.  She will ask you personal questions about your sexual beliefs and experiences.  You want to be in a place where you can answer honestly and not have to worry about someone hearing your conversation.

Please read in the consent form how your information will be kept private.

To be in the study you will need a safe place to talk on the phone where no one will hear your conversation.  You will need either a safe address where we can send you personal mail that no one else will open and read or you must be able to pick-up this information at the STD clinic.

This study is voluntary, which means you do not have to do it. Only you can decide if you want to be in the study or not. If you decide to be in the study you can stop being in the study at anytime. You also do not have to answer any question you do not want to. There is no punishment for not wanting to be in the study, for ending your time in the study early or not answering a question.  

Please read this information sheet and the consent form carefully to help you decide if you want to be in the study.  If you have any questions please call Heather Hutchins at 206 - 685 - 3778.

Thank you!

APPENDIX F:  INFORMATION SHEET (Spanish)

 “PROYECTO SHINE: Sexual Health in Neighborhoods Everywhere”

Hoja de Información

¡Bienvenidas a nuestro estudio!

Somos un grupo de La Universidad de Washington, Salud Pública del Condado King en Seattle y la Alianza de SIDA de Toda la Vida (Lifelong AIDS Alliance) trabajando juntos. 

Queremos aprender como ayudar a mujeres jóvenes a no adquirir enfermedades de transmisión sexual (ETS) como gonorrea y clamidia.  También queremos ayudar a mujeres jóvenes a no quedarse embarazada sino hasta que ellas están listas. 

El Departamento de Salud nos dio su nombre con su permiso.  Hemos mandado esta hoja de información para ayudarle a entender mejor este estudio. También le hemos mandado un formulario de consentimiento. 

El formulario de consentimiento es para darle información del estudio para ayudarle a decidir si quiere participar en el estudio, o no.  Si quiere participar, lea el formulario de consentimiento cuidadosamente por favor.  Puede ser que haya riesgos por participar en este estudio.  Por eso, usted debe pensar en lo antes de firmar el formulario de consentimiento.  Por favor, espere firmar el formulario hasta que haya hablado con la Consejera del Estudio, Heather Hutchins.

Heather le llamará dentro de los próximos días para hablar con usted sobre el estudio. Ella revisará el formulario de consentimiento con usted y a ver si le gustaría o no participar en el estudio.  Si se siente que entiende todos los aspectos malos y buenos de participar en el estudio y decide que quiere estar en el estudio, pueda decir a Heather.  Después de esta conversación con Heather, firme por favor el formulario de consentimiento y envíenoslo por correo.  Hay un sobre con la dirección escrita y una estampilla puesta para estar enviada por correo.   
Cuando Heather llama, ella va a querer hablar con usted por 30 a 45 minutos.  Es muy importante que usted estará en un lugar seguro y privado para hablar con ella.  Ella le preguntará unas preguntas personales sobre sus creencias y sus experiencias sexuales.  Usted va a querer estar en un sitio donde pueda contestar honestamente sin tener que preocuparse de alguien escuchando a su conversación.  

Por favor, lea las parte en el formulario de consentimiento de como su información se quedará privado. 

Para estar en el estudio necesitará un lugar seguro de hablar por teléfono donde nadie pueda oír su conversación.  También usted necesitará una dirección segura donde podemos enviarle correo con información personal y nadie pueda abrir ni leerlo o tendrá que poder ir en persona a la clínica de ETS/STD clinic a recoger esta información. 

Este estudio es voluntario, eso quiere decir que usted no tiene que hacerlo.  Solamente usted puede decidir si quiere estar en el estudio, o no.  Si decide que quiere estar en el estudio, podrá terminar su participación en cualquier momento.  También no tiene que contestar cualquier pregunta si no quiere.  No hay ninguna consecuencia de no participar en este estudio, ni por terminar su participación en el estudio temprano, ni por no contestar una pregunta.

Por favor lea toda esta hoja de información y el formulario de consentimiento cuidadosamente para ayudarle decidir si quiere participar en el estudio no.  Si tiene preguntas, por favor llame a Heather Hutchins al 206-543-5058.  

!Gracias!
APPENDIX G:  STUDY CONSENT FORM (English)
 “PROJECT SHINE: Sexual Health in Neighborhoods Everywhere”, University of Washington

Consent Form

Principal Investigator:

Ann Kurth, CNM, PhD


UW School of Nursing



206-685-3778

Co-Investigators: 

Matthew R. Golden, MD, MPH

Medical Director, STD Clinic 


206-731-6829

Antoinette Angulo, MPH


Study Coordinator



206-685-3778

Heather Hutchins, MSW


Study Counselor




206-685-3778

Virginia Gonzales, MPH, MSW, EdD
Center for Health, Education, and Research

206-616-1355

David Richart, BA


Lifelong AIDS Alliance



206-957-1700

Cheryl Malinski



Public Health Seattle-King County


206-731-2262

Annie Goldie



Public Health Seattle-King County


206-731-2262

Katalina Montero



Public Health Seattle-King County


206-731-2262

Investigators’ Statement

We’re asking you to be in a research study.  This consent gives you information to help you decide whether you want to be in the study or not. You can ask questions about why we are doing this study, what we would ask you to do, the possible risks and benefits, your rights as a volunteer, and anything else that isn’t clear. When we’ve answered all your questions, you can decide if you want to be in the study or not. This process is called ‘informed consent.’ 

Purpose and Benefit

Thanks for taking the time to learn about our study! The University of Washington, Public Health Seattle-King County, and Lifelong AIDS Alliance are working together. We want to find out if our study helps young women not get sexually transmitted diseases (STDs) like gonorrhea and chlamydia, and not get pregnant until they are ready.  You may or may not benefit from participation.

Procedures

If you choose to be in the study, we’ll ask your permission to be able to look at the Partner Notification survey you filled out with the Health Department when you were told you had chlamydia or gonorrhea.  We will look at the sexual behavior you reported in the survey.  

We’ll ask you to talk on the phone with a trained counselor three times, once every two weeks. Each phone call will last for about 30-45 minutes, and will cover things like your sexual health concerns and how to lower your risk for STDs. Some of the things the counselor will ask you to talk about are personal, such as what goes on between you and the people you have sex with. You don’t have to answer any questions you don’t want, or if you are uncomfortable. We’ll record all the phone calls to check for quality. Your name or other information that identifies you won’t be attached to any of the phone tapes, and we will destroy the tapes at the end of the study.  We’ll mail you a summary of the phone session after each phone call. 

We’ll call you two months after your last phone session to answer a follow-up survey, and answer a few more questions on an anonymous phone interview.  We’ll also ask you to give us some urine at that time to test for gonorrhea and chlamydia.  You can mail the urine to us or drop it off at the STD Clinic.  

Up to 10 women in the study will also have the chance to talk over the phone one last time about the study. If you are one of the 10 women chosen you will be paid an extra $20. 

It is up to you to decide if you want to do this study.  If you do participate, you can decide to not answer any questions or change your mind at any time.  

Risks, stress, or discomfort

Some of the questions and topics may make you feel uncomfortable, because they ask about personal sexual behaviors. Please try to be as honest as possible. We will do our best to make it comfortable for you and to respect your right to not talk about things you do not want to. You can choose to not answer any question without it affecting your being in the study. When the counselor calls you for your phone sessions, she will NOT say where she is calling from, or her reasons for calling, to anyone besides you. This is to protect your privacy. 

Being in this study might cause some inconvenience for you because of the time involved.  You might lose privacy if someone overheard your phone conversations or opened and read the information we send you through the mail.  If this happened they could find out that:  1) You are having sex; 2) Had an STD; and 3) Are speaking with a counselor about your sexual relationships.  The risks to you depends on how the people in your life would react to learning this information.  

Other Information

You don’t have to be in this study.  If you decide not to be in it, or decide to stop being in it at any time, you can do that without losing any benefits or treatments that you’d normally get.  All information in this study is confidential.  Only study staff will listen to the tapes of the phone sessions, to provide feedback to the Study Counselor.  We’ll store all information on password-protected computers.  Once this is done, the tapes will be destroyed by December 2005.  If you choose to do the study, we’ll keep your identity confidential and will not give your name to anyone outside the study staff.  Once you are done with the study, no one will ever be able to connect your name to the information you gave us. All research records will be kept in locked files or on computers with passwords that only study staff can use. Your name will not be in any publication or presentation coming from this study.  We’ll destroy any and all information that has your personal identity by December 2005.  

We’ll pay you $5 for each phone counseling session (a total of $15 for 3 sessions), and $20 after you have finished the two-month follow-up questions and given us your urine sample for testing.  We’ll pay you a total of $35 if you finish the whole study.  Also, we’ll pay you an extra $20 if you participate in an additional interview after completing the study.  You’ll receive your payment either as a check in the mail or in cash or check for pick-up at the STD Clinic.

Signing this form gives us permission to look at the information you gave in the Partner Notification survey with the Health Department when you were told you had chlamydia or gonorrhea.  You don’t have to sign this permission (“authorization”) form. If you do not, you may not be allowed to join the study. You may also change your mind and take back your permission at any time. To take back your permission, write to: Antoinette Angulo, SHINE Program Coordinator, Box 359931, Seattle, WA, 98195-7660. If you do this, you may no longer be allowed to be in the study. We (the researchers) will keep any information in the study record we already collected.  This form allows us (the researchers) to access health information up to 90 days after you sign this form.  If we need access more than 90 days after you sign this form we may ask you to sign this form again.  The UW human subjects review board may give us permission to access your records without your written authorization after 90 days.

_____________________________________


Printed name of researcher
Signature of researcher                                               Date

Subject’s Statement

This study has been explained to me. I volunteer to take part in this research. I’ve had a chance to ask questions. If I have questions later about the research, I can ask one of the researchers listed above. If I have questions about my rights as a research subject, I can call Human Subjects at (206) 543-0098. I’ll receive a copy of this consent form in my first phone session mailing. 

I agree to the use, creation, and sharing of my health information for purposes of this research study 










___________________

Signature of research subject





Date

_________________________________________


Printed name of research subject


Copies to: Subject, Researcher’s file

APPENDIX G:  STUDY CONSENT FORM (Spanish)
“PROYECTO SHINE: Sexual Health in Neighborhoods Everywhere”

Formulario de Consentimiento 

Investigadora Principal:

Ann Kurth, CNM, PhD

UW Escuela de Enfermería


206-731-3625

Co-Investigadores: 

Matthew R. Golden, MD, MPH
El Director Medical, Clínica de ETS 

206-731-6829

Antoinette Angulo, MPH

Coordinadora del Estudio


206-685-3778

Heather Hutchins, MSW

Consejera del Estudio



206-543-5058

Virginia Gonzales, MPH, MSW, EdD  Centro para Salud, Educación y Investigación
206-616-1355

David Richart, BA

La Alianza de SIDA de Toda la Vida

206-957-1700

Cheryl Malinski


Salud Publico del Condado King en Seattle 
206-731-2262

Annie Goldie


Salud Publico del Condado King en Seattle
206-731-2262

Katalina Montero

Salud Publico del Condado King en Seattle
206-731-2262

DECLARACION DEL INVESTIGADOR

Estamos pidiendo que usted participe en un estudio de investigación. Este consentimiento contiene información para ayudarle a deciden si quiere participar o no, en el estudio. Usted puede hacer preguntas sobre el porque estamos realizando este estudio, qué se le pediremos hacer, y puede preguntar sobre sus derechos como voluntario, riesgos, beneficios o cualquier cosa que no sea clara. Cuando hayamos contestado todas sus preguntas, usted puede decidir si quiere participar o no en el estudio. A este proceso se le llama “consentimiento  informado.” 

PROPOSITO Y BENEFICIO

¡Gracias por su tiempo para aprender acerca de nuestro estudio! La Universidad de Washington, Salud Publica del Condado King en Seattle y la Alianza de SIDA de Toda la Vida (Lifelong AIDS Alliance) están trabajando juntos. Nuestro propósito es probar un programa que ayude a mujeres jóvenes a no adquirir enfermedades de transmisión sexual (ETS) como gonorrea y clamidia, y a no quedar en embarazo sino hasta que ellas están listas. Puede ser que usted beneficie o no por su participación.  
PROCEDIMIENTOS

Si elige participar en el estudio, pediremos permiso tener acceso al cuestionario de notificación a la pareja que usted llenó con el Departamento de Salud cuando le avisaron que tiene clamidia o gonorrea.  Veremos en el cuestionario el comportamiento sexual que usted reportó.

Le pediremos participar en tres sesiones de entrevista por teléfono con una consejera entrenada, que ocurrirán una vez cada dos semanas. Cada sesión durará más o menos 30-45 minutos, incluirá cosas como sus preocupaciones de salud sexual y como bajar su riesgo de adquirir una ETS. Algunas de las cosas que le preguntará son personales, como lo que pasa entre usted y las personas con quien tiene relaciones sexuales. Usted no tiene que contestar ninguna pregunta si no quiere o porque se siente incómoda. Todas las sesiones por teléfono serán grabadas en audio-casete para asegurar la calidad. Su nombre y información de identificación no serán conectados a las cintas, y las cintas grabadas serán destruidas a fines del estudio. Después de cada entrevista por teléfono, le mandaremos un resumen de la sesión de los temas que haya tocado con la consejera. 

Dos meses después de su última entrevista, le llamaremos a llenar un cuestionario complementario y contestar unas preguntas en una entrevista anónima por teléfono. Además le pediremos dar una muestra de orina para una prueba de clamidia/gonorrea.  La muestra puede mandar a nosotros o dejarla en persona a la Clínica de ETS/STD Clínica. 

Hasta 10 mujeres en el estudio tendrán la oportunidad adicional hablar del estudio por teléfono una vez más. Si usted es una de las 10 mujeres elegidas le pagaremos $20 más. 

La decisión de estar o no en el estudio depende de usted. Si participa, usted puede decidir a contestar cualquier pregunta o a cambiar de opinión en cualquier momento.

Los riesgos, estres o la molestia

Algunas de las preguntas y temas pueden ser incómodos, como se pregunta de las prácticas sexuales delicadas. Por favor, intente ser tan honesta como posible. Haremos nuestro mejor para hacerlo cómodo para usted y para respetar su derecho de no hablar de cosas que usted no desea. Puede optar a no contestar cualquier pregunta sin que afecte su participación de continuar en el estudio. Cuando la consejera le llama para sus sesiones del teléfono, ella NO identificará de donde esta llamando, ni el porque de la llamada, a cualquier persona sino usted. Esto es para proteger su vida privada. 

El participar en este estudio podría suceder en alguna inconveniencia por el tiempo requerido. También, pueda tener una pérdida de privacidad si alguien oye sus conversaciones de teléfono y abre o lee la información que le mandamos por correo.  Si este pasara alguien podría saber que usted:  1) Tiene relaciones sexuales; 2) Ha tenido una ETS; y 3) Esta hablando con una consejera de sus relaciones sexuales. El riesgo de esta situación depende de cómo reaccionarán las personas en su vida de saber esta información de usted. 

OTRA INFORMACIoN

Usted no tiene que participar en este estudio.  Si usted decide no participar o decide terminar su participación en cualquier momento, usted puede hacerlo sin perder los beneficios o tratamientos que normalmente recibe. Toda la información en este estudio será confidencial. Los casetes de las sesiones estarán escuchados solamente por las investigadoras autorizadas del estudio, para mejorar las habilidades de la consejera del estudio. Guardaremos toda la información en una computadora protegida por contraseña. Al momento de finalizar todo eso los casetes estarán destruidos por Diciembre 2005. Si usted ha decidido participar en el estudio, su identidad será confidencial y su nombre no será comunicado a nadie fuera de los trabajadores del estudio. Cuando usted ha terminado el estudio, nadie podrá conectar su nombre a la información que nos dio. Todos los registros de investigación se mantendrán en archivos cerrados o en computadoras con las contraseñas restringidas que solo los investigadores pueden usar. Su nombre no aparecerá en la presentación del estudio ni tampoco se publicara.  Destruiremos toda la información que contiene su identitda personal por Diciembre 2005

Le pagaremos $5 por cada sesión por teléfono con un total de $15 por 3 sesiones y $20 después de que haya terminado el cuestionario de dos meses y nos haya dado su muestra de orina para la prueba. Le pagaremos un total de $35 si termina el estudio entero.  También, le pagaremos $20 extra si participa en una entrevista por teléfono adicional después de terminar el estudio.  Recibirá su pagamiento como un cheque por correo o como dinero en efectivo si lo recoge a la clínica de ETS/STD clínica.

El firmar este formulario nos da permiso a ver su información que usted reportó en el cuestionario de la notificación a la pareja con el Departamento de Salud cuando le avisaron que tiene clamidia o gonorrea. No tiene que firmar este formulario de permiso (“autorización”.  Sin embargo, si usted no lo firma, no sea permitido participar en el estudio.  También, usted pueda cambiar su mente y devolver su permiso a participar en cualquier momento. Para devolver su permiso, escribe a: Antoinette Angulo, La Coordinadora del Estudio, al Box 359931, Seattle, WA, 98195-7660. Si lo hace esto, no sea permitido a continuar participar en  el estudio. Nosotros (los investigadores) guardaremos cualquiera información del estudio que hemos colectado a este tiempo. Este formulario nos permite a utilizar la información de la salud hasta 90 días después de usted firmarlo.  Si necesitamos utilizarla por mas de 90 días después de firmarlo, sea posible le pediremos a firmar a este formulario otra vez.  El consejo de revista de los sujetos humanos posiblemente nos dará permiso utilizar sus registros sin su permiso escrito después de los 90 días.

_____________________________________
 __________________________________________

Nombre de Investigador
Firma de Investigador                                       Fecha

Declaración de la Participante:

Declaro que este proceso para el estudio me ha sido explicado. Yo, me ofrezco a tomar parte en esta investigación. He tenido la oportunidad de hacer preguntas. Si tengo preguntas en el futuro sobre la investigación, yo puedo llamar a uno de los investigadores mencionados arriba en este formulario. Si tengo preguntas sobre mis derechos como voluntario de investigación, yo puedo llamar a la División Humana de Sujetos en (206) 543-0098. Recibiré una copia de este formulario de consentimiento por correo después de mi primera sesión por teléfono.

Estoy de acuerdo del uso, creación, y compartimiento de mi información de salud por el propósito de este estudio de investigación

________________________________________
                                        ________________

Firma de la Participante
                                        Fecha

_________________________________________

Nombre de la Participante

Copies to: Subject, Researcher’s file
APPENDIX H:  SUMMARY OF LEGAL REQUIREMENTS

ABILITY OF MINORS TO CONSENT TO HEALTH CARE 

SUMMARY OF LEGAL REQUIREMENTS

Minors are persons less than 18 years of age.  The ability of a minor to consent to care may depend upon the type of treatment being sought.  For some types of treatment, the statutory law specifically authorizes that minors may provide their own consent.  These areas are:

· Alcohol/Drug Abuse Treatment:  Minors 13 years of age or older can consent to outpatient “counseling, care treatment or rehabilitation” for alcohol/drug abuse from chemical dependency programs certified by DSHS.  (RCW 70.96A.095 originally required age of 14 or older; Becca Bill decreased age requirement to 13 years.)  Inpatient treatment requires the consent of the parent or legal guardian for all minors unless the child meets the definition of child in need of services in RCW13.32A.030(4)(c).

· Mental Health Treatment:  Minors 13 years of age or older can consent to outpatient mental health treatment without parental consent [RCW 71.34.030(1)].  To receive inpatient treatment minor 13 or older can voluntarily commit self without parental consent when proper notice is provided to the parents by the facility [RCW 71.34.030(2)].

Statutory law as well as case law expands the ability of minors to provide consent for abortion, birth control and reproductive functions:

· Abortion, birth control, pregnancy care:  No age requirement for consent to medical care if minor female is capable of giving informed consent.  [Reproductive Privacy Act, RCW 9.02 and State v. Koome, 84 Wn.2d901 (1975):  right to privacy in matters involving termination of pregnancy and control of one’s reproductive functions]

· Sexually Transmitted Disease/HIV testing:  SKCDPH policy is to provide STD/HIV diagnosis and treatment regardless of age due to the Health Department's legally mandated responsibility to prevent the spread of communicable diseases (RCW 70.05.070), the Reproductive Privacy Act (RCW 9.02), and WAC 388-86 on Medical/Care-Emergency Services.  Although one state law (RCW 70.24.110) indicates that minors 14 years of age and older can consent to diagnosis or treatment of a sexually transmitted disease, other laws and the Health Department's legal mandate take precedence in this matter.
Treatment without parental consent regardless of age may also be given in the following situations:  

· Minor is married to a person 18 years or older (RCW26.28.020)
· Emancipation by court order

· Emergency services (when impractical to get parental consent first)

· Parent (minor) may consent for treatment of his/her own child

Mature Minor Rule:  In addition to the above referenced statutes and case law which govern a minor’s ability to consent based upon the type of care sought, there is a broader legal concept, the Mature Minor Rule, which gives health care providers the ability to make judgments to treat certain youth as adults based upon an assessment and documentation of the young person’s situation.  The health care provider may consider the minor’s age, maturity, intelligence, training, experience, economic independence, and freedom from parental control in determining mature minor status.  Generally, age of 15 or older has been considered one of the elements, but this is not as tight a guideline as it used to be. [Smith v. Seibly, 72 Wn.2d 16, (1967)]

Source (Accessed 06-16-04):  ABILITY OF MINORS TO CONSENT TO HEALTH CARE
www.metrokc.gov/health/famplan/ clinicguide/consent_minor.doc

APPENDIX I:  STUDY RECRUITMENT SCRIPT FOR PHSKC STAFF

Initial study recruitment will be done by PHSKC staff at the end of the telephone-based PHSKC Partner Notification Interview.  The following script is to be delivered by PHSKC staff to all women eligible for the Project SHINE study:  

“The Public Health Department would like to understand better how to help young people who have had more than one STD reduce their risk of getting new infections. Would you be interested in participating in a research study to help young women not get sexually transmitted diseases and not get pregnant until they are ready? You would be paid $35 for completing the study.  The study involves talking on the phone for 3 sessions, answering a survey over the phone at the end of the study, and giving a urine sample.   Is this a phone number where you can talk and not worry about other people hearing your conversation? (If not, then is there a different number where we can call you?)  Information and payments will be mailed to you.  Do you have a safe mailing address where no one will open and read your mail? Do you feel comfortable having personal information mailed to this address? (If not, is there another address we can use or can you come to the STD clinic to pick-up information this week?)  This is totally voluntary and if you are not interested, that will in no way affect any services you normally get through the PHSKC. ”

If individual indicates interest:

“Do I have your permission to give your name, phone number(s), safe address, and preferred day/time to speak to the SHINE Study Counselor?  If you have any questions, feel free to contact Antoinette Angulo, Study Coordinator, or Ann Kurth, Principal Investigator, at 206-685-3778.  

APPENDIX J:  PHONE SCRIPT FOR STUDY COUNSELOR

“Hello, may I please speak with [enter eligible participant’s name here].  Is this [enter eligible participant’s name here]? This is Heather and I’m the Study Counselor with Project SHINE from the School of Nursing at the University of Washington.  

During the Partner notification call with the STD Clinic, you let [name of PHSKC staff person] know that you were interested in learning more about our study, and gave her permission to pass your information on to me to give you a call.  Do you remember this?  Are you still interested in learning more about our study Project SHINE?  Is this a good time to talk?  

Are you in a place where you have privacy and will have privacy for the next 30-45 minutes?  In other words, do you feel you are in a place where you can be alone and no one else can overhear what you say, a place where you don’t have to worry about being honest and open with me during our conversation for the next 30-45 minutes?”  

If yes→ Proceed to Step 2.

If no→Ask participant if she thinks she can find a private space where she can talk for the next 30-45 minutes.  If participant can’t identify a private space, ask her if she’d like to reschedule the call for a later time when she feels she will have access to a private space for a phone conversation that lasts 30-45 minutes.
2.  “Are you in a safe place right now?  Do you think you will be disturbed at all in this place during our phone conversation for the next 30-45 minutes?”  

If yes→Ask participant to find a private and safe place for the conversation, a place where she will not have to worry about being heard or disturbed while on the phone for the next 30-45 minutes.  If participant can’t identify a private and safe space, ask her if she’d like to reschedule the call for a later time when she feels she will have access to a private and safe space for a phone conversation that will last 30-45 minutes.
If no→Proceed with the phone call.

“We  would like to understand better how to help women who have had several STDs reduce their risk of getting new infections. Would you be interested in participating in a research study to help young women not get sexually transmitted diseases and not get pregnant until they are ready? The study would involve talking on the phone for 3 sessions.  We would pay you $5 for each telephone-counseling session (3 sessions total) and $20 after you have finished the two-month follow-up study activities.  You will be paid a total of $35 if you finish the entire study, with an opportunity to receive an additional $20 if you participate in a brief interview.  This is totally voluntary and if you are not interested, that will in no way affect any services you normally get through the PHSKC.”
If potential study participant expresses interest in participating in the study, the Study Counselor will determine eligibility at that time and obtain verbal consent.  

Closing statement:  

“If you have any further questions about the study, please feel free to call Antoinette Angulo, Study Coordinator, or Ann Kurth, Principal Investigator, at 206-685-3778.”  

APPENDIX K:  Partner Notification Interview Instrument

Baseline & 2 – month Questionnaire (PHSKC Partner Notification Tool)

PUBLIC HEALTH PARTNER NOTIFICATION INTERVIEW RECORD 3-11-04

Patient name  

      ______​​​​​___________________
Date of Interview     ____/____/____




Interviewer initial              _________________________


Interview record number  _________________________
Gender   p Male (0)  p Female (1)
Source of patient:  p Index patient with GC (1)                 



        p Index patient with CT (2)

  

         



        p Index patient with GC & CT (3)      

Patient Information

INTERVIEWER:  The first set of questions refers to information about the person being interviewed (the index case).  Please READ the statement below and ask all of these questions before moving on to the sexual partner section.
Sociodemographics

	1.  Have you already been told you tested positive for gonorrhea/chlamydial infection?
	p Yes(1) pNo(0)  pDon’t know(-1)  pRefuse(-2)

	2.  What is your date of birth?
	___________________________ (mo/dy/yr)

	3. What is your racial background? (Check all that apply.)
	pAfrican American   

pAsian  (Go to 3a)

pNative Am./Alaskan Native   

pHawaiian

p Other Pacific Islander (Not Hawaiian)(Go to 3b)

p White

pOther      _________________________________

pUnknown

p Refuse

	          3a. Where in Asia is your family originally from?
	pCambodia(1)   

pChina(2)

pIndia(3)

pJapan(4)   

p Korea(5)

pLaos(6)

pPakistan(7)

pThailand(8)

pVietnam(9)

pOther(10)   _________________________________

p Refuse(-2)

	          3b. Where in the Pacific is your family originally from?
	pFiji(1)

pMarshall Islands(2)

pPhilippines(3)

pSamoa(4)

pSolomon Islands(5)   

pOther(6) ______________________________________   

p Refuse (-2)

	4.  Are you Hispanic or Latino?
	p Yes(1) pNo(0)  pDon’t know(-1)  pRefuse(-2)

	5. Are you currently a student or going to school but on vacation?  If so, are you a full-time student or a part-time student?
	p Full-time(1) (go to 5a)          p Not a student(0)  

p Part-time(2)   (go to 5a)         pRefuse(-2)

	           5a. Which school?
	                                                                                        pRefuse(-1)

______________________________________

	6.  Are you currently employed outside of the home full or part-time?
	p Full-time(1)             pUnemployed (0)

p Part-time(2)             pRefuse(-2)


	7. What is the highest grade or level in school you ever completed? 


	p < High school (8th grade or less)(1)

p Some High School(2)

p High School Grad(3)

p GED(4)

p Some College, Technical School, or Associates Degree(5)

p College graduate (BS, BA)(6)

p > College graduate (Any graduate school – not necessarily degree)(7)

p Refused(-2)

	8. Have any of your partners told you they were diagnosed with an STD in the last month?
	p Yes(1) pNo(0)  pDon’t know(-1)  pRefuse(-2)

	9. What is the main reason you went for an exam when you were diagnosed with an STD?  Read all options and check only one


	p Partner was diagnosed with an STD(1)

p  Wanted a routine STD exam(2)  

p Annual exam/pap smear(3)

p Pregnancy test(4)

p Prenatal care(5)

p Birth control/Family planning(6)

p Abortion(7)

p Symptoms(8)

p Not examined or diagnosed with an STD (Contact) (9)

p Other(10)_________________________________________

p Don’t know(-1)  

pRefuse(-2)

	10. Have you had any of the following symptoms in the past 60 days?  Read all responses.  May check more than one response.
	[both]   Pain when you urinate/pee (dysuria)    p Yes(1)  p No(0)              ______days

[both]  Abnormal discharge from your penis/vagina   p Yes(1)  p No(0)   ______days

[female]  Abnormal, non-menstrual bleeding     p Yes(1) p No(0)             ______days

[female]  Pain in your pelvis or lower abdomen   p Yes(1)  p No(0)          ______days

	11. Have you already taken medicine for Chlamydia/Gonorrhea?   

If no, go to Q13

Read depending on diagnosis
	p Yes(1)           pNo(0)         pDon’t know(-1)   pRefuse(-2)



	12.  Did you take all of your medicine for Chlamydia/Gonorrhea?   Read depending on diagnosis
	p Yes(1)                 pNo(0)              pStill taking meds(2)

pDon’t know(-1)    pRefuse(-2)

	13. Before being diagnosed with Chlamydia/Gonorrhea this time, has a doctor or other health care provider ever told you that you had any of the following STDs?

Chlamydia

       Gonorrhea

        Herpes
	p Yes(1) pNo(0) pDon’t know(-1)  pRefuse(-2) 

When last?   _______________mo/yr

p Yes(1) pNo(0) pDon’t know(-1)  pRefuse(-2) 

When last?   _______________mo/yr

p Yes(1) pNo(0) pDon’t know(-1)  pRefuse(-2) 

When last?   _______________mo/yr

	14. How many people have you had sex with in the 60 days before you were tested for CT/GC until you were treated?  Sex includes vaginal sex, anal sex or oral sex?  Sixty days before you were tested is since __________
	________________________

pDon’t know(-1)  pRefuse(-2) 

	15. Were any of these people someone you only had oral sex with?  That is, someone you never had vaginal or anal sex with them.  How many?
	p Yes(1)   #__________      p No(0)     pRefuse(-2)

	16.  How many people have you had sex with in the last year?  Sex includes vaginal sex, anal sex or oral sex?  That’s since _________
	________________________

pDon’t know(-1)  pRefuse(-2) 

	17.  Were any of these people someone you only had oral sex with?  That is, someone you never had vaginal or anal sex with them.  How many?
	p Yes(1)   #__________      p No(0)     pRefuse(-2)

	
	

	18.  In the past year, have you had sex with men, women, or both men and women?
	p Men(1)   p Women(2)   p Both(3)   pRefuse(-2)


Sexual Network 

Interviewer:  Please ask all questions for each partner before moving on to the next partner.  start with the most recent partner, then move on to the next most recent, and so on.  Use additional forms for more partners as necessary. Collect data on LAST PARTNER AND all partners in the period 60 days before the patient was tested until they were treated.

“Now I need to ask you some questions about all the people you have had sex with recently.  You said that you had sex with ___ people/person in the time 60 days before you were tested for STDs until the time you were treated.  They may also be infected, and need to be treated.  To make sure we’re talking about the same people, what are their names or nicknames.  Let’s start with the last person you had sex with – your most recent partner.
	
	Partner 1
	Partner 2
	Partner 3

	Nickname/Initials 


	
	
	

	19. When was the last time you had sex with (x)? Please try to elicit the best estimate of the date

if subject does not know date, attempt to determine the week in the month (ie how many weeks ago did you last have sex? & then count back from calender)


	___/___/___

 mm      dd        yy

p Week 1(1)  

p Week 2 (2)

p Week 3(3)  

p Week 4 (4)
	___/___/___

 mm      dd        yy

p Week 1(1)  

p Week 2 (2)

p Week 3(3)  

p Week 4 (4)
	___/___/___

 mm      dd        yy

p Week 1(1)  

p Week 2 (2)

p Week 3(3)  

p Week 4 (4)


USE THE INFORMATION IN QUESTION 19 TO ENSURE YOU ARE STARTING WITH THE MOST RECENT PARTNER (I.E. THE LAST PERSON THE SUBJECT HAD SEX WITH) AND ORDER THE PARTNERS FROM MOST TO LEAST RECENT.)  BE SURE TO RECORD THE NICKNAME OF THE PARTNERS AS YOU REODER THEM!!!
	
	Partner A
	Partner B
	Partner C

	Nickname/Initials 


	
	
	

	20. When was this partner elicited?
	p Free recall(1)

p Prompting(2)

p Reading back(3)

p Locations(4)

p Names(5)
	p Free recall(1)

p Prompting(2)

p Reading back(3)

p Locations(4)

p Names(5)
	p Free recall(1)

p Prompting(2)

p Reading back(3)

p Locations(4)

p Names(5)

	21.
Is (x) male or female?


	p Male(1) pFemale(2)
	p Male(1) pFemale(2)
	p Male(1) pFemale(2)

	22.
How old is (x)?  If you don’t know exactly, please estimate.
	_____ years  

p Refuse(-2)
	_____ years 

p Refuse(-2)
	_____ years  

p Refuse(-2)

	23. What is his race? (Check all that apply.)
	pAfrican American   

pAsian  (Go to 23a)

pNative Am./Alaskan Native   

pHawaiian

p Other Pacific Islander (Not Hawaiian)(Go to 23b)

p White

pOther ____________

pUnknown

p Refuse
	pAfrican American   

pAsian  (Go to 23a)

pNative Am./Alaskan Native   

pHawaiian

p Other Pacific Islander (Not Hawaiian)(Go to 23b)

p White

pOther ____________

pUnknown

p Refuse
	pAfrican American   

pAsian  (Go to 23a)

pNative Am./Alaskan Native   

pHawaiian

p Other Pacific Islander (Not Hawaiian)(Go to 23b)

p White

pOther ____________

pUnknown

p Refuse


	          23a. Where in Asia is his/her family originally from?
	pCambodia(1)   

pChina(2)

pIndia(3)

pJapan(4)   

p Korea(5)

pLaos(6)

pPakistan(7)

pThailand(8)

pVietnam(9)

pOther(10)    Specify________________________________

pDon’t know(-1) 

p Refuse(-2)
	pCambodia(1)   

pChina(2)

pIndia(3)

pJapan(4)   

p Korea(5)

pLaos(6)

pPakistan(7)

pThailand(8)

pVietnam(9)

pOther(10)    Specify________________________________

pDon’t know(-1) 

p Refuse(-2)
	pCambodia(1)   

pChina(2)

pIndia(3)

pJapan(4)   

p Korea(5)

pLaos(6)

pPakistan(7)

pThailand(8)

pVietnam(9)

pOther(10)    Specify________________________________

pDon’t know(-1) 

p Refuse(-2)

	          23b. Where in the Pacific is his/her family originally from?
	pFuji(1)

pMarshall Islands(2)

pPhilippines(3)

pSamoa(4)

pSolomon Islands(5)   

pOther(6) ______________________________________   

pDon’t know(-1) 

p Refuse (-2)
	pFuji(1)

pMarshall Islands(2)

pPhilippines(3)

pSamoa(4)

pSolomon Islands(5)   

pOther(6) ______________________________________   

pDon’t know(-1) 

p Refuse (-2)
	pFuji(1)

pMarshall Islands(2)

pPhilippines(3)

pSamoa(4)

pSolomon Islands(5)   

pOther(6) ______________________________________   

pDon’t know(-1) 

p Refuse (-2)

	24.  Is he/she Hispanic or Latino?
	p Yes(1) pNo(0)  

pDon’t know(-1)  

pRefuse(-2)
	p Yes(1) pNo(0)  

pDon’t know(-1)  

pRefuse(-2)
	p Yes(1) pNo(0)  

pDon’t know(-1)  

pRefuse(-2)

	25. Does (X) go to school?

If no, go to Q26.
	p Yes(1)      pNo(0)         pDon’t know(-1)   

pRefuse(-2)
	p Yes(1)      pNo(0)         pDon’t know(-1)   

pRefuse(-2)
	p Yes(1)      pNo(0)         pDon’t know(-1)   

pRefuse(-2)

	              25a.Which school does (X) go to?
	pDon’t know(-1)   

p Refuse (-2)
	pDon’t know(-1)   

p Refuse (-2)
	pDon’t know(-1)   

p Refuse (-2)

	26. Does he/she live in the Seattle area, or somewhere else?  (Seattle area is King, Pierce, or Snohomish counties)

26a. Where?  (Record city if outside Seattle) 


	pSeattle (1) –go to 27

p Not Seattle (0)

pDon’t know(-1)   

pRefuse(-2)

p (0) Out of County & adjacent area
	p Seattle (1) –go to 27

p Not Seattle (0)

pDon’t know(-1)   

pRefuse(-2)

p (0) Out of County & adjacent area
	p Seattle (1) –go to 27

p Not Seattle (0)

pDon’t know(-1)   

pRefuse(-2)

p (0) Out of County & adjacent area

	27. Has (X) traveled outside of the Seattle area or the place where they live in the last 60 days?  If yes -> Where?


	p Yes(1) p No(0)

p Don’t Know(-1)

___________________
	p Yes(1) p No(0)

p Don’t Know(-1)

___________________
	p Yes(1) p No(0)

p Don’t Know(-1)

___________________

	28.
How long did you know (x) before you first had sex with him/her?  Please fill in the appropriate unit(s) of time.  If less than 1 hour mark 1 hour
	_____ hours

_____ days

_____ months

_____ years
	_____ hours

_____ days

_____ months

_____ years
	_____ hours

_____ days

_____ months

_____ years

	29.  Did someone introduce you to (X), or did you just meet on your own?
	p Introduced(1)

p Not introduced(2)

p Don’t know(-1)

p Refused(-2)
	p Introduced(1)

p Not introduced(2)

p Don’t know(-1)

p Refused(-2)
	p Introduced(1)

p Not introduced(2)

p Don’t know(-1)

p Refused(-2)


	30.
Where did you meet (x)  Please check one only
Specify? (Record specific place like neighborhood, name of bar/school, corners streets, name of mall, internet site, etc)  
	p Work(1)

p School(2)

p Bar or club(3)

p Party(4)

p On the street/in 

    neighborhood(5)

p In a store, mall, bus, 

 or other public place(6)

p Church/religious meeting(7)

p Phone Chatline(8)

p Internet(9)

p Drug rehab/AA/NA(10)

p Other (11)

___________________

p Don’t know(-1)

p Refused(-2)

___________________

___________________

___________________
	p Work(1)

p School(2)

p Bar or club(3)

p Party(4)

p On the street/in 

    neighborhood(5)

p In a store, mall, bus, 

 or other public place(6)

p Church/religious meeting(7)

p Phone Chatline(8)

p Internet(9)

p Drug rehab/AA/NA(10)

p Other (11)

___________________

p Don’t know(-1)

p Refused(-2)

___________________

___________________

___________________
	p Work(1)

p School(2)

p Bar or club(3)

p Party(4)

p On the street/in 

    neighborhood(5)

p In a store, mall, bus, 

    or other public place(6)

p Church/religious meeting(7)

p Phone Chatline(8)

p Internet(9)

p Drug rehab/AA/NA(10)

p Other (11)

_____________________

p Don’t know(-1)

p Refused(-2)

___________________

___________________

___________________


	31.  Do you live with (x)?
	p Yes(1) p No(0)

p Refuse (-1)
	p Yes(1) p No(0)

p Refuse (-1)
	p Yes(1) p No(0)

p Refuse (-1)

	32.  Are you legally married to (X)?
	p Yes(1) p No(0)

p Refuse (-1)
	p Yes(1) p No(0)

p Refuse (-1)
	p Yes(1) p No(0)

p Refuse (-1)

	33. When is the first time you had sex with (x)?  Please try to elicit the best estimate of the date


If patient cannot provide a date, ask:

33a.
Was the first time you had sex with X in the 60 days before you were tested for CT/GC?
	___/___/___

 mm      dd        yy

p Yes(1)  p No(0)

p Don’t Know(-1)

p Refuse (-2)
	___/___/___

 mm      dd        yy

p Yes(1)  p No(0)

p Don’t Know(-1)

p Refuse (-2)
	___/___/___

 mm      dd        yy

p Yes(1)  p No(0)

p Don’t Know(-1)

p Refuse (-2)

	34.When is the last time you had sex with (x)? Verify this from above question 20.
If last sex > 60 days ago, go to 34c.
	___/___/___

 mm      dd        yy

p Refuse (-2)
	___/___/___

 mm      dd        yy

p Refuse (-2)
	___/___/___

 mm      dd        yy

p Refuse (-2)

	If last sex within 2 months

34a. In the past 60 days, about how many times did you have vaginal intercourse with (x)?  
	_____ times

pDon’t know(-1)   

p Refuse (-2)
	_____ times

pDon’t know(-1)   

p Refuse (-2)
	_____ times

pDon’t know(-1)   

p Refuse (-2)

	34b. Of these times, about how many times did you use a condom?  Please elicit the best estimate

IF patient cannot estimate:

34c. Did you ever have vaginal or anal sex without a condom?
	_____ times

pDon’t know(-1)   

p Refused (-2)

p Yes  p No
	_____ times

pDon’t know(-1)   

p Refused (-2)

p Yes  p No
	_____ times

pDon’t know(-1)   

p Refused (-2)

p Yes  p No


Partner Notification

	If partner in the last 2 months

35a.
Do you think that (x) has had sex with other people besides you in the past 2 months?

If partner more than 2 months ago

35b.
During the time the two of you were together and having sex, do you think he/she had sex with anyone besides you?  
	p Yes (1)

p No(0)

p Don’t know(-1)

p Refused(-2)

p Yes (1)

p No(0)

p Don’t know(-1)

p Refused(-2)
	p Yes (1)

p No(0)

p Don’t know(-1)

p Refused(-2)

p Yes (1)

p No(0)

p Don’t know(-1)

p Refused(-2)
	p Yes (1)

p No(0)

p Don’t know(-1)

p Refused(-2)

p Yes (1)

p No(0)

p Don’t know(-1)

p Refused(-2)

	36.
How likely is it that (x) gave you this infection?  Please read options
	p Very likely (1)

p Somewhat likely(2)

p Somewhat unlikely(3)

p Very unlikely(4)

p Don’t know(-1)

p Refused (-2)
	p Very likely (1)

p Somewhat likely(2)

p Somewhat unlikely(3)

p Very unlikely(4)

p Don’t know(-1)

p Refused (-2)
	p Very likely (1)

p Somewhat likely(2)

p Somewhat unlikely(3)

p Very unlikely(4)

p Don’t know(-1)

p Refused (-2)

	37.
How likely is it that you gave (x) this infection?  Please read options
	p Very likely (1)

p Somewhat likely(2)

p Somewhat unlikely(3)

p Very unlikely(4)

p Don’t know(-1)

p Refused (-2)
	p Very likely (1)

p Somewhat likely(2)

p Somewhat unlikely(3)

p Very unlikely(4)

p Don’t know(-1)

p Refused (-2)
	p Very likely (1)

p Somewhat likely(2)

p Somewhat unlikely(3)

p Very unlikely(4)

p Don’t know(-1)

p Refused (-2)

	38. Does (x) already know he/she has or might have CT/GC?  

IF NO, GO TO QUESTION 39.

IF YES GO TO QUESTION 38B.
	p Yes(1)

p No(0)

p Patient doesn’t know if (x) knows (-1)

p Refuse (-2)
	p Yes(1)

p No(0)

p Patient doesn’t know if (x) knows (-1)

p Refuse (-2)
	p Yes(1)

p No(0)

p Patient doesn’t know if (x) knows (-1)

p Refuse (-2)

	       38B.IF YES, how did he/she find out?
	p I notified him(1)

p Another of his partners notified him(2)

p Saw doc for sx / test(3)

p Patient doesn’t know how (x) found out(-1)
	p I notified him(1)

p Another of his partners notified him(2)

p Saw doc for sx / test(3)

p Patient doesn’t know how (x) found out(-1)
	p I notified him(1)

p Another of his partners notified him(2)

p Saw doc for sx / test(3)

p Patient doesn’t know how (x) found out(-1)

	39. Did (X) tell you that he has already been treated?
	p Yes(1) 

p No(0)

p Don’t know (-1)

p Refuse (-2)
	p Yes(1) 

p No(0)

p Don’t know (-1)

p Refuse (-2)
	p Yes(1) 

p No(0)

p Don’t know (-1)

p Refuse (-2)

	40. Did you see (X) take medication?
	p Yes(1) 

p No(0)

p Don’t know (-1)

p Refuse (-2)
	p Yes(1) 

p No(0)

p Don’t know (-1)

p Refuse (-2)
	p Yes(1) 

p No(0)

p Don’t know (-1)

p Refuse (-2)

	41. Do you think that (x) has already been treated?


	p Yes(1) -> Go to 41B

p No(0)-> Go to 42

p Patient doesn’t know if (x) treated(-1)

p Refuse (-2)
	p Yes(1) -> Go to 41B

p No(0)-> Go to 42

p Patient doesn’t know if (x) treated(-1)

p Refuse (-2)
	p Yes(1) -> Go to 41B

p No(0)-> Go to 42

p Patient doesn’t know if (x) treated(-1)

p Refuse (-2)

	      41B. How did he/she get treated?
	p Saw doc sx or test(1)

p Saw doc after notified(2)

p Saw doc with me(3)

p I gave med/script(4)

p Saw doc and tested negative(5)

p Patient doesn’t know how partner treated(-1)
	p Saw doc sx or test(1)

p Saw doc after notified(2)

p Saw doc with me(3)

p I gave med/script(4)

p Saw doc and tested negative(5)

p Patient doesn’t know how partner treated(-1)
	p Saw doc sx or test(1)

p Saw doc after notified(2)

p Saw doc with me(3)

p I gave med/script(4)

p Saw doc and tested negative(5)

p Patient doesn’t know how partner treated(-1)

	42. Did you have sex with (x) since you finished your treatment but before he/she started his/hers?  

IF NO, GO TO QUESTION 44.
	p Yes(1)      

pNo(0)        

pDon’t know(-1)   

pRefuse(-2)
	p Yes(1)      

pNo(0)        

pDon’t know(-1)   

pRefuse(-2)
	p Yes(1)      

pNo(0)        

pDon’t know(-1)   

pRefuse(-2)


	43.  Did you have sex with (X) without a condom since you finished your treatment but before he/she finished his/hers?  
	p Yes(1)      

pNo(0)        

pDon’t know(-1)   

pRefuse(-2)
	p Yes(1)      

pNo(0)        

pDon’t know(-1)   

pRefuse(-2)
	p Yes(1)      

pNo(0)        

pDon’t know(-1)   

pRefuse(-2)

	44. Do you think you will have sex with (x) again in the future?


	p Yes(1)      

pNo(0)        

pDon’t know(-1)   

pRefuse(-2)
	p Yes(1)      

pNo(0)        

pDon’t know(-1)   

pRefuse(-2)
	p Yes(1)      

pNo(0)        

pDon’t know(-1)   

pRefuse(-2)


Partner Management Plan

SOMETIMES ITS HARD FOR PEOPLE WITH GONORRHEA OR CHLAMYDIAL INFECTION TO TALK TO ONE OR 

MORE OF THEIR PARTNERS ABOUT THE INFECTION.  HOWEVER, IT’S VERY IMPORTANT THAT ALL OF YOUR PARTNERS ARE TREATED!  IF YOU FEEL YOU CAN’T TALK TO ONE OF YOUR PARTNERS, WE WOULD BE HAPPY TO DO IT FOR YOU.  WE WILL NOT MENTION YOUR NAME WHEN WE DO SO.  

	
	Partner A

Name
	Partner B

Name
	Partner C

Name



	45.  Are you able to or do you know how to contact (x)?

IF SUBJECT ANSWERS NO FOR ALL PARTNERS, END INTERVIEW HERE.
	p Yes(1)      

pNo(0)        

pDon’t know(-1)   

pRefuse(-2)
	p Yes(1)      

pNo(0)        

pDon’t know(-1)   

pRefuse(-2)
	p Yes(1)      

pNo(0)        

pDon’t know(-1)   

pRefuse(-2)

	46. IF PARTNER UNTREATED ASK:

       Will you contact (x) yourself ?


	p Yes(1)      

pNo(0)        

pDon’t know(-1)   

pRefuse(-2)
	p Yes(1)      

pNo(0)        

pDon’t know(-1)   

pRefuse(-2)
	p Yes(1)      

pNo(0)        

pDon’t know(-1)   

pRefuse(-2)

	47.
PARTNER MANAGEMENT: Patient vs. DIS initiated
	p Patient initiated (1)-> go to 45

p DIS initiated (2)-> record field record Q47

p Treated (3)

p no info (4)

p partner out area & can’t contact (5)

p Refuses to notify & DIS (5)
	p Patient initiated (1)-> go to 45

p DIS initiated (2)-> record field record Q47

p Treated (3)

p no info (4)

p partner out area & can’t contact (5)

p Refuses to notify & DIS (5)
	p Patient initiated (1)-> go to 45

p DIS initiated (2)-> record field record Q47

p Treated (3)

p no info (4)

p partner out area & can’t contact (5)

p Refuses to notify & DIS (5)

	48. Method of patient-initiated partner management
	p delivered meds/

pharmacy P/U(1)

p delivered meds/

clinic supply(2)

p Delivered meds – mailed(3)

p Patient refuses meds – will inform ptnr to come to STD Clinic (4)

p Patient refuses meds – will inform ptnr to go to own doc (5)

p Patient refuses meds – will inform ptnr – not otherwise specified (6)

p Refuses to inform & assistance(7)
	p delivered meds/

pharmacy P/U(1)

p delivered meds/

clinic supply(2)

p Delivered meds – mailed(3)

p Patient refuses meds – will inform ptnr to come to STD Clinic (4)

p Patient refuses meds – will inform ptnr to go to own doc (5)

p Patient refuses meds – will inform ptnr – not otherwise specified (6)

p Refuses to inform & assistance(7)
	p delivered meds/

pharmacy P/U(1)

p delivered meds/

clinic supply(2)

p Delivered meds – mailed(3)

p Patient refuses meds – will inform ptnr to come to STD Clinic (4)

p Patient refuses meds – will inform ptnr to go to own doc (5)

p Patient refuses meds – will inform ptnr – not otherwise specified (6)

p Refuses to inform & assistance(7)

	49.
Field Record Number (IF DIS  PARTNER MGT)
	
	
	

	50. Outcome of DIS management
	p Contacted and picked up meds at pharmacy (1)

p Contacted – called meds but not picked up at pharmacy (2)

p Contacted – seen STD clinic (3)

p Contacted – seen outside doc confirmed (4)

p Contacted and states seen outside doc–not confirmed(5)

p Contacted – refuse treatment plan & FU (6)

p Treated in jail (7)

p Not contacted (8)
	p Contacted and picked up meds at pharmacy (1)

p Contacted – called meds but not picked up at pharmacy (2)

p Contacted – seen STD clinic (3)

p Contacted – seen outside doc confirmed (4)

p Contacted and states seen outside doc–not confirmed(5)

p Contacted – refuse treatment plan & FU (6)

p Treated in jail (7)

p Not contacted (8)
	p Contacted and picked up meds at pharmacy (1)

p Contacted – called meds but not picked up at pharmacy (2)

p Contacted – seen STD clinic (3)

p Contacted – seen outside doc confirmed (4)

p Contacted and states seen outside doc–not confirmed(5)

p Contacted – refuse treatment plan & FU (6)

p Treated in jail (7)

p Not contacted (8)


Partner name and locating information

	51.
What is your partner’s full name?  WRITE ON SCRIPT, MED. LABEL OR MAILING LABEL IN FRONT OF PT.  THEN COPY ON FORM.
	
	
	

	Telephone number


	
	
	

	Pager number


	
	
	

	Address


	
	
	

	Work or school


	
	
	

	Other


	
	
	


RESCREENING PLAN:

A PLAN SHOULD BE DEVELOPED FOR ALL PATIENTS TO RETEST THEM FOR CT IF THEY WERE ORIGINALLY DIAGNOSED WITH CT, OR FOR BOTH GC AND CT IF THEY WERE ORIGINALLY DIAGNOSED WITH GC.  

Over 10% of people treated for gonorrhea or Chlamydia get reinfected within 3 months.  As a result, we recommend that you be retested in 3 months.  If possible, we would like to help remind you to get tested and help you do it.  There are 2 ways we can do this.  First, we can send you a letter as a reminder.  Second, we can send you a kit in the mail to collect a urine specimen and mail it to us for retesting.  Which if these would be better for you?

p  Letter alone (1)      p  Letter and kit (2)      p  Neither letter nor kit (3)

Mailing address:_______________________________________________________________________________________

__________________________________________________________________________________________________

For women, procede with questions about contraception.  For men, skip to rescreening section.

PREGNANCY QUESTIONS TO BE ASKED OF ALL WOMEN

	1. Are you pregnant now?

1a) Do you think you are probably pregnant or not?    

1b) Including this pregnancy, how many times have you been pregnant altogether? 
	p Yes (1)(go to question 1b)

p No (0)(go to question 2)    

p Don’t Know(-1) (Go to 1a)

p Refuse (-2) (Go to 1a)   

p Probably Yes(1) (go to question 1b)

p Probably No(0)  (go to question 2)       

p Don’t Know(-1) (Go to 2)

p Refuse (-2) (Go to 2)   

________(If >1 go to question 3.  If 0 or 1 go to question 6.)

If client is pregnant or believes she may be pregnant, ask if she wants information about where she can get prenatal care.

	2) How many times have you been pregnant altogether?  (if zero, go to question 6).
	_______________

	3) Have you ever given birth to a child?

3a) How many children have you given birth to?

3b) Have you ever had twins or triplets?
	p  Yes(1)        p No(0)     p Refuse (-2)  

_____________

p  Yes(1)        p No(0)         # SETS_______________

	4)  Have you ever had an abortion?

4a) How many abortions have you had?
	p  Yes(1)        p No(0)     p Refuse (-2)    

______________    p Refuse (-2)    

	5)  Have you ever had a miscarriage or stillbirth?

5a) How many miscarriages or stillbirths have you had?


	p  Yes(1)        p No(0)     p Refuse (-2)  

______________    p Refuse (-2)    

	6) “Do you want to become pregnant now?”
	p Yes(1)



p No(0)

p Pregnant now (2) – go to Q8

p Don’t know(-1)

p Refuse(-2)

	7) What birth control, if any, are you currently using? (check all that apply)
	p  None      p  OCP   p Norplant          p  Depo-provera   

p Lunelle   p Patch   p IUD
            p Condoms  

pCondom/spermicide   p Diaphragm   p Tubal ligation

pPartner Vasectomy     p Withdrawl

p Other _______________________________________________

pDon’t know   (-1)

pRefuse  (-2)

	8) In the last 12 months, have you ever talked to a doctor or other medical provider about birth control?

	p  Yes(1)        p No(0)     p Don’t know (-1)    p Refuse (-2)  



	9) Are you interested in changing your birth control method or learning more about birth control?  
	p  Yes(1)        p No(0)     p Don’t know (-1)    p Refuse (-2)  




	10) Would you like some information about where you can go for birth control?
	p  Yes(1)        p No(0)     



	11) Would you like me to help you set up an appointment at a clinic about birth control?



	p  Yes(1)        p No(0)      



	12) Appointment made?
	p  Yes(1)        p No(0)      

Appointment made at____________________________

	If client asks for help making an appointment, help arrange for FP follow-up.  
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