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INTRODUCTION
Expedited STD Management is a conceptual framework for describing methods of treating patients diagnosed with sexually transmitted diseases and their partner(s).  The goal of expedited STD management is to decrease the burden of disease by eliminating or reducing barriers to testing and treatment.  Expedited STD Management includes “Express” clinic visits, Patient-Delivered Partner Therapy (PDPT), and Field-Delivered Therapy (FDT).  Research has shown that 1) express visits can increase screening and treatment capacity with the same clinician resources, and 2) PDPT reduces patient re-infection and transmission of infection to uninfected sex partners.  FDT has not been as researched as PDPT so it is not formally recommended by the CDC.  However, research has shown it is comparable to PDPT and some leaders in the field endorse it as being safer particularly because the medication is given by a health department professional.

Currently, patients diagnosed with gonorrhea and/or chlamydia are typically responsible for partner notification (PN) and estimates indicate that probably only half of sex partners are treated.   Major shortcomings of PN by patients include low rates of partner contact and treatment, partner non-compliance in seeking care after notification, and difficulties in identifying and contacting non-regular partners.  Ideally, every sex partner should undergo a medical exam; however, that is not always possible or likely.  Since clinicians can not tell which patient is likely to tell his/her partner(s), PDPT should be used with all patients to facilitate prompt partner treatment in order to prevent re-infection and reduce transmission to other sex partners.

The use of Express Visits increases screening capacity with the same clinician resources and allows a greater number of symptomatic patients to be examined by clinicians.  In one study after express visits became routine, the number of clinician visits stayed the same while the clinic performed an additional 4588 tests in one year and the number of gonorrhea and Chlamydia diagnoses increased by 17%.

Expedited STD management has few drawbacks.  The decision to use these methods requires clinicians to weigh the proven benefit of expedited STD management against the risk of missed opportunities to counsel partners and to identify and treat co-morbidities.  Research has shown that STI co-morbidities are uncommon among women and heterosexual men who sought treatment after exposure to an individual with Chlamydial infection or gonorrhea.  Clinic triage systems must be tailored to local epidemiological characteristics of at risk groups and the distribution of STDs.   Caution is warranted in using PDPT in settings with relatively high rates of heterosexual transmission of HIV and is not recommended in MSM populations.  

As of August 2012, the CDC changed oral cefixime from a recommended treatment for gonorrhea to an alternative treatment.  However, at this time in Texas, it is still acceptable practice to use oral cefixime for treating partners of patients diagnosed with gonorrhea.  The ideal situation would be to have the partner come in to the clinic for testing and treatment.


This packet of information covers Express Clinic Services, Patient-Delivered Partner Therapy (PDPT) and Field Delivered Therapy.  Sample policies and procedures, protocols, patient education materials, and supporting forms are included.  The manual contents are based on literature, CDC recommendations, and current practice and have been vetted by clinical providers as well as Disease Intervention Specialists. 
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1.0 Purpose
To provide the appropriate level of care to each client depending on their symptoms, risk factors, and personal concerns in order to reduce the risk of re-infection among persons treated for STDs, prevent disease complications, and reduce transmission to un-infected persons.

2.0 Background
STD/DIS services face increasing demands and insufficient capacity.  Expedited STD Management is an alternative approach to managing STD services so that testing and treatment are convenient and each patient receives the appropriate level of care quickly.  Where it has been implemented, Expedited STD Management has brought about a significant increase in detection and treatment of STDs.

3.0 Authority
In June 2009, the Texas Medical Board (TMB) adopted new rules allowing treatment of partners without an intervening exam (22 TAC §190.8).  This rule change combined with current standing delegation orders and clinic practices expands treatment opportunities in terms of delivery method and setting.  The Texas State Board of Pharmacy published rule revisions that harmonize with the TMB rules and now explicitly allow pharmacists to dispense medications for expedited partner therapy.  The Texas Board of Nursing also documented in a letter to Dr. Lakey that Expedited STD Management SDOs were within the scope of nursing.

4.0 Definitions
Expedited STD Services –STD testing and/or treatment without a complete physical exam for low-risk and/or asymptomatic patients and/or their partner(s) in the clinic or in the field.

Express Clinic Visits - Based on established clinic protocol, clients are triaged. Those meeting certain criteria are offered an express visit. Testing provided at an Express Clinic appointment includes urine or vaginal GC/CT, blood draws for HIV and syphilis.  Counseling is minimal. Examples of clients who are appropriate for an express visit include: clients who are identified as low risk and asymptomatic, asymptomatic heterosexual contacts to gonorrhea/chlamydia, or those seen after clinic capacity has been reached.   

Expedited Partner Therapy (EPT) is the clinical practice of treating partners of heterosexual patients with a known or suspected diagnosis of GC/CT/MPC/NGU without performing an exam on the partner.  Treatment can be achieved by 1) providing medication in the clinic without an exam, 2) issuing the medication or a prescription to the patient to give to the partner, 3) delivery of medication to the partner in the field by clinic staff. 

· Patient-Delivered Partner Therapy (PDPT).  The most common type of EPT; the patient delivers the medication or a prescription to his/her sex partner(s).  

· FDT – Field-Delivered Therapy. Treatment of patients with a positive test result and/or partners (with or without testing) in the field by an appropriately trained clinic staff (i.e. DIS, RN, LVN, Outreach worker).






5.0 Policy
STD contractors will offer Expedited STD Services to appropriate patients.  Expedited Services include:
· Express Clinic Visits
· Expedited Partner Therapy
· Patient-Delivered Partner Therapy (PDPT)
· Field-Delivered Therapy (FDT)



6.0 Persons Affected
STD contractors are responsible for the implementation of this policy.

7.0 Sample Procedures/Standing Delegation Orders
See Attached.


8.0     Revision History
Show list of changes to this document.  Used for new documents and all subsequent changes. Action notations should describe the revision. (example:  deleted reference to consortia)  Section notations identify the location of any change e.g. 1.0, 2.3, etc.  Extensive rewrites may be annotated by “changes too numerous to list, therefore treated as new policy”.  
	Date
	Action
	Section

	
	
	

	
	
	




















EXPEDITED STD SERVICES















Patient-Delivered Partner Therapy, 
Field-Delivered Therapy, and Express Clinic Services


The following sections cover the three types of expedited STD services.  Guidance is included as well as sample policies and procedures, forms, and patient education handouts.

An excellent training webinar can be found at TRAIN.org.  The course number is 1028867.  The webinar is free and lasts about one hour.  Participants receive a certificate of completion.   









SAMPLE POLICY AND PROTOCOL
“EXPRESS/FAST TRACK” STD CLINIC SERVICES

POLICY:	It is the policy of _________ STD clinic to provide the appropriate level of care to each client depending on their symptoms, risk factors, and personal concerns.

PURPOSE: 	 To provide a procedure for triaging appropriate clients into “Express” lab testing and/or treatment.

PROTOCOL:	After the client completes a history, the receptionist will review the form.  If the history is negative for risk factors and the client denies symptoms, the client will be offered the option of “Express” services.  The client may opt for comprehensive services. 
 
	Nurses and trained and approved personnel may conduct “Express” testing.  Only nurses or other clinicians may do comprehensive exams.

	 If the client has no high risk factors* and the client has no symptoms, the fast track assessment nurse or other trained and approved staff may collect a urine specimen from the client for gonorrhea and Chlamydia testing and have the client’s blood drawn for HIV and syphilis.  (Depending on local syphilis rates, the patient may be offered prophylactic treatment for syphilis.)
	
Examples of “Express” Services include wart treatments, immunizations, repeat Bicillin injections, treatment of partners who accompany patients, asymptomatic contacts seeking treatment, etc.  

If the client has high risk factors* and/or the client has symptoms, the client will receive a comprehensive STD evaluation and appropriate lab testing.

	The lab will perform a stat RPR and a rapid HIV test, if available.  The client is instructed to remain in the clinic until test results are available.

CLIENT	Results may be given by clinicians, nurses or other trained clinic 
EDUCATION:	staff.  The client is instructed to call in 7-10 days for GC/CT and traditional, confirmatory HIV results.  Condoms are offered to all clients.  Although counseling is abbreviated, it should include – 1) how to take the medication, 2) symptoms of more serious infection (e.g., pelvic pain in women, testicular pain in men, or fever in men or women), 3) seek prenatal care as soon as possible if pregnancy is confirmed or possible, 4) abstain from sex for at least seven days after completing treatment.  5) Ensure all partners have been treated, 6) seek clinical services for re-testing three months after treatment.



*High risk clients who require an exam regardless of symptoms are persons who are contacts to syphilis, MSM, injecting drug users, and persons who exchange money and/or drugs for sex.


	







	 (
MODEL FORM
  
EXPRESS/
FAST TRACK ASSESSMENT
)
Why did you come to clinic today?

□ STD Screening / Testing

□ My partner was treated for an infection 

□  I have a problem

□Contacted by someone from the clinic

□ Other  ___________________________________




	
Risk Assessment
 
NO    YES         In the past 90 days, have you: 

 □     □  Had sex with someone you did not know?           
 □     □  Had sex with someone you met on line or 
             through a phone app?
 □     □ Accepted money or drugs for sex?
 □    □  Paid money or drugs for sex? 
 □    □  Had sex with prostitutes? (Male or Female)
 □    □ Used drugs like crack cocaine, crystal                                   
           meth, or other IV drugs?  
 □    □ Had more than 1 sex partner? 
 □    □ Been told that one of your sex partners has                         
           syphilis or HIV?

FOR MEN
In the past 90 days, have you:
 □    □ Had sex with other men
 □    □ Had sex in a public place like a bath house, book store, or park?
                      
Prior HIV test date: _______________________
 □ Positive           □ Negative           □ Unknown

How often do you use condoms or other barriers:
□ Always           □ Sometimes           □ Never

If any yes answers, refer to clinician.

	



 (
Staff  Signature
 ______________________  
Date:  _______________________________
Rev 4/13
)










	
Client Information

Date: ________  Contact Number________________
Alternate Contact Number _____________________
Name: _____________________________________
Address: __________________________________
City, State, ZIP: ____________________________   
DOB: ______  Sex: _____  Race:  ______
Sex at Birth: □ Male   □ Female
Current Sex: □ M  □ F  □ MTF  □ FTM  
                                                                      LABEL
Record Number:  _______________

Allergies:  ____________________________




	
Are you having any of the symptoms listed below?
______  Discharge (vagina / penis / rectum)
______  Sores / Rash / Bumps 
______  Pain / Fever / Bleeding:
______ Pregnant?                      





	
Referrals / Education
______  STD Clinic for exam 
              (date / time)_________________________
______  Safer Sex Education
______  Other:______________________________
______ Other: _______________________________
______  Condoms given




Notes / Treatment(s) Given

	

	

_______________________________________

_______________________________________


LAB TESTS DONE

	
Date
	Test
	                                                    Results

	
	RPR
	______  Negative
	______  Positive
	______  Indeterminate

	
	HIV
	______  Negative
	______  Positive
	______  Indeterminate

	
	CHLAMYDIA
	______  Negative
	______  Positive
	______  Indeterminate

	
	GONORRHEA
	______  Negative
	______  Positive
	______  Indeterminate
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Guidance for Patient-Delivered Partner Therapy


Goal:
To reduce the risk of re-infection among persons treated for STDs, prevent disease complications, and reduce transmission to un-infected persons.

Objective:   
To implement patient-delivered partner therapy (PDPT) to the sex partners of persons with sexually transmitted diseases (STD) without an intervening medical evaluation or professional prevention counseling. 

Background:
Most health care providers advise their patients with STDs to notify their sex partners.  The CDC estimates the proportion of partners who seek evaluation and treatment in response to patient referral ranges from 29% to 59%.  Also, because of limited staff and resources, partners of patients diagnosed with gonorrhea or Chlamydia are less likely to be contacted and treated by public health personnel.  In Texas, health departments rarely actively pursue partners of index patients with gonorrhea or Chlamydia.

The ideal approach for the partner(s) of a patient diagnosed with any STD is to be evaluated, examined, tested, counseled, and treated by a medical provider. However, it is not always feasible. Several studies have shown that PDPT is an effective option for treating gonorrheal and chlamydial infections in the sex partners of heterosexual patients and can prevent re-infection of an index patient and slow/stop the transmission of disease to other uninfected partners.  PDPT also saves money by reducing the need to treat disease that is more advanced and it allows clinicians to treat more infected persons.  

PDPT is the clinical practice of treating partners of patients diagnosed with gonorrhea or Chlamydia without an intervening medical evaluation or professional prevention counseling.  The usual implementation of PDPT is where patients deliver medications or prescriptions to their sexual partner(s). (However, if sex partner accompanies a patient diagnosed with GC/CT to their appointment, the provider should ensure the partner is examined, tested and treated during that visit.)  Other potential means to achieve PDPT include prescriptive arrangements with cooperating pharmacies, retrieval of medication by partners at public health clinics, or delivery of medication to partners in non-clinical settings by public health workers.

► An administrative rule change adopted in June, 2009by the Texas Board of Medicine now expressly allows PDPT. (Texas Administrative Code 22 TAC §190.8)  
The amendment adds an exception to the requirement that a physician may prescribe drugs only to a person with whom a proper professional relationship has been established.  
Now the law expressly allows providers to prescribe drugs for a partner(s) of a patient who may have a sexually transmitted disease without seeing the partner(s) first.  Internet link: http://www.dshs.state.tx.us/hivstd/ept/default.shtm 

Providers should have policies, procedures and standing delegation orders (SDOs) in place before implementing PDPT.  


Practical Issues in Providing PDPT

Special Populations
1) Adolescents should be given high priority in partner management.  They have the highest rates of infection of all age groups. 2) Full STD exams are preferred in MSM because of the likely high prevalence of co-morbidities, including HIV infection and other STDs.  3) Preventing re-infection in pregnant women is a high priority.  If the partner is pregnant, every effort should be made to contact her for referral to pregnancy services and/or prenatal care.  Rescreening pregnant patients for GC and CT in 3 weeks after treatment should be emphasized.

Missed Opportunities
Potential pitfalls of using PDPT include: 1) inability to diagnose and treat co-infection that would be detected by personal evaluation of the partner(s), 2) missing complicated infection (e.g., PID, pregnancy, testicular pain, abdominal pain, fever, etc.), 3) lack of risk reduction counseling, 4) inability to evaluate the risk of sexual abuse. 

Paying for PDPT 
There are several ways to provide PDPT.  No one way is suitable for every agency so every site must determine a way to provide PDPT that fits best within their budget.  Health Department STD clinics should provide partners with medications supplied to them by DSHS.  STD clinics may not charge for partner medications supplied by DSHS. The clinic may provide a written prescription for the index patient to take to his or her partner(s) to fill at the clinic; or, the clinic could set up prescriptive arrangements with cooperating pharmacies.  DIS may also deliver medications to partners.

Selecting Appropriate Patients for PDPT
Appropriate patients are heterosexual and have a clinical or presumptive diagnosis of Chlamydia or gonorrhea infection.  

The partners of the following patients are candidates for PDPT:
· Women with PID (treat for GC and CT)
· Women with GC and/or CT diagnosed by lab testing
· Men with laboratory diagnosis of Chlamydia and/or gonorrhea or clinical diagnosis of NGU for female partners only.
· Women with MPC (treat for CT)



Exclusions from PDPT:
· Partners with symptoms – especially fever, pelvic, testicular, groin or abdominal pain.  These partners need a clinical evaluation.
· MSM because of the additional risk of syphilis or HIV infection.  These partners need a clinical evaluation and HIV/syphilis testing.

Partner Treatment 
	Gonorrhea:	cefixime, 400mg AND azithromycin 1gm
	Chlamydia:	azithromycin 1gm

Partners in the 60 days prior to diagnosis should be treated with the same medication(s).  Partners of partners are not candidates for PDPT.  

As of August 2012, the CDC changed oral cefixime from a recommended treatment for gonorrhea to an alternative treatment.  However, at this time in Texas, it is still acceptable practice to use oral cefixime for treating partners of patients diagnosed with gonorrhea.  The ideal situation would be to have the partner come in to the clinic for testing and treatment.


Partner Information
Written partner informational materials are printed in the partner’s language and given to the patient to deliver to each partner.  A referral for partner evaluation is included.  Key partner counseling messages include:
· Partners should seek a complete STD evaluation as soon as possible.
· Partners should go to the clinic for testing 7 – 10 days after taking the medicine.
· Partners should read the informational material very carefully before taking the medication
· Partners who have allergies to antibiotics or who have serious health problems should not take the medication and should see a health care provider.
· Partners who have symptoms of a more serious infection (e.g., pelvic pain in women, testicular pain in men, or fever in men or women) should not take PDPT and should seek care as soon as possible.
· Partners who are or who could be pregnant should seek care as soon as possible.  
· Patients and partners should abstain from sex for at least seven days after treatment and for seven days after all partners have been treated, in order to reduce the risk of recurrent infection.
· Partners should re-test three months after treatment.

Documentation
The names of partners receiving EPT are not written in the index patient’s chart.  Sexual partners do not require a medical chart in order to be provided EPT.


A note in the index patient’s chart documents the following information:
· The number of partners who are being provided with EPT,
· The medication and dose being provided, and 
· Whether the partner(s) are pregnant or known to be allergic to antibiotics.

A log is kept to document the following information:
	- Index patient’s name			- Date of birth
	- Date medication(s) given			- Name of medication and strength
	- Number of doses given			- Lot number and expiration date



Resources
-  Texas Department of State Health Services website

-  “Expedited Partner Therapy in the Management of Sexually Transmitted Diseases: Review and Guidance, CDC publication, 2006. Available at www.cdc.gov/std/EPT.

-  Texas Administrative Code, Chapter 190, Subchapter B, Section 190.8.

SAMPLE POLICY AND PROTOCOL
PATIENT-DELIVERED PARTNER THERAPY

POLICY:	The _________ STD clinic provides medications or prescriptions to the sex partner(s) of persons with sexually transmitted diseases without requiring that the partner(s) be examined first.   Patient Delivered Partner Therapy (PDPT) is achieved in two ways: by providing medication(s) or prescriptions to heterosexual patients diagnosed with gonorrhea/chlamydia.

PURPOSE: 	 To establish a procedure for the provision of PDPT to partners of patients with gonorrhea and/or Chlamydia (GC and/or CT).

PROTOCOL:	Any person exposed to an STD would benefit from a clinical evaluation.  A complete STD evaluation for partner(s) is always recommended.

			Appropriate candidates for PDPT:
· Partners of women with pelvic inflammatory disease (PID) (treat for GC and CT).
· Partners of women with GC and/or CT diagnosed by laboratory testing.
· Female partners of men with laboratory diagnosis of CT and/or GC. 
· Female partners of men with clinical diagnosis of non-gonococcal urethritis (NGU).
· Partners of women with mucopurulent cervicitis (MPC) (treat for CT).

Exclusions from PDPT:
· Partners with symptoms – especially fever, pelvic, testicular, groin and/or abdominal pain.  These partners need a clinical evaluation.
· Men who have sex with men (MSM) because of the additional risk of syphilis and/or HIV infection.  These partners need a clinical evaluation and HIV/syphilis testing.

Partner Treatment
· Gonorrhea:	cefixime, 400mg, single dose AND azithromycin 1gm,           		single dose	
· Chlamydia:	azithromycin 1gm, single dose
· Trichomoniasis	Metronidazole 2gm, single dose

The health care provider offers the index patient medication (or a prescription for medication) to deliver to his/her partner(s).

Partner Information and Instruction
Partner informational materials, printed in the partner’s language are given to the patient to deliver to each partner.  A referral for partner evaluation is included.  The provider goes over the information with the index patient.

Key partner messages for the patient to deliver to his/her partner(s):
· Seek a complete STD evaluation as soon as possible.
· Return for evaluation in 7 – 10 days after taking medication.
· Read the informational material very carefully before taking the medication
· DO NOT take the medication if he/she has allergies to antibiotics or he/she has serious health problems.  These partners should see a health care provider.
· Seek care as soon as possible if s/he has symptoms of a more serious infection (e.g., pelvic pain in women, testicular pain in men, or fever in men or women
· Seek care as soon as possible if she is or could be pregnant. 
· In order to reduce the risk of re-infection, abstain from sex for at least seven days after completing treatment.  Ensure all partners have been treated. 
· Re-test three months after treatment.


Documentation
The names of partners receiving PDPT are not written in the index patient’s chart.  Sexual partners do not require a medical chart in order to be provided PDPT.

A note in the index patient’s chart must document the following information:
- The number of partners who are being provided with PDPT,
			- The medication and dose being provided, and 
- Whether the partner(s) are pregnant or known to be allergic to antibiotics.

A log must be kept to document the following information:
- Index patient’s name		
- Date of birth
- Date given			
- Name of medication and strength
- Number of doses given	
- Lot number and expiration date




Date Given ________________

SAMPLE  PARTNER FACT SHEET FOR
CHLAMYDIA TRACHOMATIS


Name of Clinic
Address and Phone
Name of Medical Director

Patient-Delivered Partner Treatment for Chlamydia


You have been exposed to Chlamydia.  You may have Chlamydia even if you feel fine and have no symptoms.  

What is Chlamydia?
Chlamydia is a sexually transmitted disease that can cause a bad infection in the female organs.  The infection can cause fever, discharge and pain.  It can also cause future tubal pregnancy or sterility in women.  Men can develop pain, discharge, or more severe infections in the testes or scrotum.

It is recommended that you have an exam to diagnose Chlamydia and other possible STDs. 

You may call the STD clinic for an appointment at __________.  Tell them you were told by a partner to call.  There is a $_____ charge for the exam and treatment.  If you cannot pay, you will still be examined and treated.  

You may also take the treatment your partner gave you if you cannot come into the clinic.  

It is possible that you have this infection and do not have symptoms.  It is important that you be treated in order to prevent complications and to prevent spreading this infection to others.  

Do not have sex for 7 days after treatment.  It takes that long for the medication to work. 

Tell all sex partners you have been with in the last 2 months to get checked for Chlamydia.


TREATMENT:  Azithromycin 1 gram.  Take all 4 pills at one time.
Do not share this medicine: the whole dose is needed to cure Chlamydia.

Do not take this medicine if you have been allergic to any antibiotic in the past.  Call the clinic if you have questions.

Do not take this medicine if you are having pain in your abdomen, pelvic area, groin area, or your testes – it may not work.  Come to the STD clinic for a check-up to be sure you get the right treatment.  

Possible side effects:
The antibiotic for your treatment has been carefully chosen to be safe and effective.  However, any medication can have side effects.  The most common side effect is upset stomach.  Sometimes there is stomach cramping or diarrhea.  Very rarely is there a rash, fever, or breathing problems related to the medicine.  If you have any of these symptoms you should call the clinic at __________.  If your symptoms are severe – especially if it is hard to breathe – or it is after clinic hours, call 911.  

DO NOT HAVE ANY KIND OF SEX (ORAL, ANAL, or VAGINAL) WITH OR WITHOUT CONDOMS FOR 7 DAYS after you take this medicine.  After 7 days, use condoms.  Condoms help protect against gonorrhea and other STDs.

Men and women who have Chlamydia should be re-tested in 3 to 4 months after treatment to be sure they have not been re-infected.  
























This handout was adapted from a handout developed by the Austin-Travis County HHSD STD Clinic.





EPT/CTPtEdSheetPDPT

Date Given ________________


MODEL PARTNER FACT SHEET FOR
CHLAMYDIA TRACHOMATIS


Name of Clinic
Address and Phone
Name of Medical Director

Medicamento Llevado a Su Pareja para  el Tratamiento de la Clamidia


Usted ha estado expuesto a la clamidia.  Es posible que usted tenga clamidia, aun se siente bien y no tiene síntomas.

Qué es la clamidia?
La clamidia es una enfermedad transmitida sexualmente.  Puede causar una infección en los órganos femeninos.  También, puede causar fiebre, dolor, embarazo en las trompas de Falopio, or esterilidad en la mujer.  Los hombres pueden tener dolor, desecho del pene, o infecciones mas severas en los testículos o el escroto.  

Se recomienda que se haga un examen para averiguar si tenga clamidia u otras enfermedades transmitidas sexualmente.  Puede llamar  la Clínica de Enfermedades de Transmisión Sexual al numero _________.  Mencione que su pareja le dijo que llamara.  El costo por el examen y el tratamiento es $____ y puede ser gratis si no puede pagarlo.  También, puede tomar el tratamiento ahora si no puede ir a la clínica.

Es posible tener esta infección y no tener síntomas.  Es muy importante que reciba tratamiento para prevenir complicaciones y la transmisión a otras personas.  

No tenga relaciones íntimas por 7 días después del tratamiento.  Toma 7 días en hacer efecto el tratamiento.

Avíse a las parejas con quien ha tenido relaciones sexuales en los últimos 2 meses que se hagan un examen de clamidia también.




TRATAMIENTO:  azithromycin 1 grama.  Tome todas las tabletas (4) en una sola dosis.

No tome esta medicina si ha padecido de alergias a algún medicamento en el pasado.  Llame a la Clínica de Enfermedades de Transmisión Sexual si tiene preguntas.

No tome esta medicina si tiene dolor en el abdomen, la pelvis, la ingle, o los testes.  Es muy probable que no sea tratamiento adecuado.  Vaya a la clínica para una revisión y análisis – asegúrese que toma el tratamiento adecuado.  

Efectos secundarios posibles: 
Este antibiótico se ha seleccionado cuidadosamente – es muy seguro y efectivo.  Sin embargo, cualquier medicamento puede tener efectos secundarios.  

El efecto secundario más común es malestar del estómago.  A veces, ocurren dolores del estómago y diarrea.  En casos muy raros, se provoca picazón, fiebre, o problemas en respirar.  Si tiene algunos de estos síntomas debe llamar a la clínica - _____________ - o a su doctor particular.  Si tiene una reacción severa, especialmente problemas respirando, llame al 911.



NO TENGA NINGÚN TIPO DE RELACIÓN SEXUAL (ORAL, ANAL, O VAGINAL) CON O SIN CONDÓN POR 7 DÍAS DESPUÉS DE TOMAR EL MEDICAMENTO.  Después de 7 días, use condones.  Los condones le ayudan proteger contra la clamidia y otras enfermedades transmitidas sexualmente.  Se recomiendan para prevenir infección. 

Hombres y mujeres que han tenido la clamidia deben repetir la prueba a los 3 o 4 meses depués del tratamiento para estar seguras que no se re-infectaron.

































This handout was adapted from a handout developed by the Austin-Travis County HHSD STD Clinic.
EPT/Chlamydia
PtEdSheetPDPT
Date Given ________________


SAMPLE PARTNER FACT SHEET FOR
GONORRHEA


Name of Clinic
Address and Phone
Name of Medical Director

Patient-Delivered Partner Treatment for Gonorrhea


You have been exposed to gonorrhea.  You can have gonorrhea even if you feel fine and have no symptoms.  

What is gonorrhea?
Gonorrhea is a sexually transmitted disease that can cause a bad infection.  The infection can cause fever, discharge and pain.  It can also cause future tubal pregnancy or sterility in women.  Men can develop pain, discharge, or more severe infections in the testes or scrotum.

It is recommended that you have an exam to diagnose gonorrhea and other possible STDs.  

You may call the STD clinic for an appointment at __________.  Tell them you were told by a partner to call.  There is a $___ charge for the exam and treatment.  If you cannot pay, you will still be examined and treated.  

You may also take the treatment your partner has brought to you if you cannot come into the clinic.  

It is possible that you have this infection and do not have symptoms.  It is important that you be treated in order to prevent complications and to prevent spreading this infection to others.  If you are not feeling better in 3 days, it is VERY important that you go to the clinic for an exam and testing.

Do not have sex for 7 days after treatment.  It takes that long for the medication to work. 

Tell all sex partners you have been with in the last 2 months to get checked for gonorrhea.



You should be tested in one week to make sure you are free of infection.


TREATMENT:  cefixime (Suprax) 400mg (one pill)  AND
    azithromycin 1gm (4 pills) at the same time by mouth
					 

Possible side effects:
The antibiotics have been carefully chosen and are considered to be safe and effective.  However, any medication can have side effects.  The most common side effect is an upset stomach.  Sometimes there is stomach cramping or diarrhea.  Very rarely do people experience a rash, fever, or breathing problems related to the medicine.  If you have any of these symptoms, you should call the clinic at __________.  If your symptoms are severe – especially if it is hard to breathe –call 911.  

Do not take this medicine if you have been allergic to any antibiotic in the past.  Call the clinic if you have questions.

Do not take this medicine if you are having pain in your abdomen, pelvic area, groin area, or your testes – it may not work.  Come to the STD clinic for a check-up to be sure you get the right treatment.  

DO NOT HAVE ANY KIND OF SEX (ORAL, ANAL, or VAGINAL) WITH OR WITHOUT CONDOMS FOR 7 DAYS after you take this medicine.  After 7 days, use condoms.  Condoms help protect against gonorrhea and other STDs.

You should be tested in one week to make sure you are free of infection.

Men and women who have gonorrhea should be re-tested in 3 to 4 months after taking the medicine to be sure they have not been re-infected.  














This handout was adapted from a handout developed by the Austin-Travis County HHSD STD Clinic.
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Date Given ________________


MODEL PARTNER FACT SHEET FOR
GONORRHEA


Name of Clinic
Address and Phone
Name of Medical Director

Medicamento Entregado a Su Pareja para el Tratamiento de
 Gonorrea Contagiosa



Usted ha estado expuesto a la gonorrea.  Es posible que usted tenga gonorrea, aún que se siente bien y no tiene síntomas.


Que es la gonorrea?
La gonorrea es una enfermedad transmitida sexualmente.  En las mujeres, puede causar una infección en los órganos femeninos.  También, puede causar fiebre, dolor, embarazo en las trompas de Falopio, o esterilidad.  En los hombres puede causar dolor, desecho del pene, o infecciones más severas en los testículos o el escroto.  


Se recomienda que se haga un examen para averiguar si tiene gonorrea u otras enfermedades transmitidas sexualmente.  Puede llamar a la Clínica de Enfermedades de Transmisión Sexual al número _________.  Mencione que una pareja le dijo que llamara.  El costo por el examen y el tratamiento es $___ y puede ser gratis si no puede pagarlo.  También, puede tomar el tratamiento ahora si no puede ir a la clínica.


Es posible tener esta infección y no tener síntomas.  Es muy importante que reciba tratamiento para prevenir complicaciones y la transmisión a otras personas.  Si no se mejora dentro de 3 días, debe ir a la clínica por una revisión y otro análisis.


No tenga relaciones íntimas por 7 días después de terminar el tratamiento.  Después de 7 días, se quita la infección.


Avise a las parejas con quien ha tenido relaciones sexuales en los últimos 2 meses para que se hagan un examen de gonorrea también.

Pasos Próximos:
· Regrese a la clínica una semana después de terminar el tratamiento.  
· Es importante regresar a la clínica para hacer otro análisis y asegurarse que no tiene infección.

TRATAMIENTO: 	cefixime 400mg (una tableta) Y
azithromycin 1 grama (4 tabletas) por boca a la vez

Efectos secundarios posibles: 
Este antibiótico se ha seleccionado cuidadosamente – es muy seguro y efectivo.  Sin embargo, cualquier medicamento puede tener efectos secundarios.  

El efecto secundario más común es malestar del estómago.  A veces, ocurren dolores al estómago y diarrea.  En casos muy raros, provoca picazón, fiebre, o problemas al respirar.  Si tiene algunos de estos síntomas debe llamar a la clínica - _____________ - o a su doctor particular.  Si tiene una reacción severa, especialmente problemas al respirar, llame al 911.

No tome esta medicina si ha padecido de alergias a algún medicamento en el pasado.  Llame a la Clínica de Enfermedades de Transmisión Sexual si tiene preguntas.

No tome esta medicina si tiene dolor en el abdomen o estómago, la pelvis, la ingle, o los testículos.  Es probable que este no sea el tratamiento adecuado para usted.  Vaya a la clínica para que le hagan un nuevo examen y  análisis – asegúrese de tomar el tratamiento adecuado.  

NO TENGA NINGÚN TIPO DE RELACIÓN SEXUAL (ORAL, ANAL, O VAGINAL) CON O SIN CONDÓN POR 7 DÍAS DESPUÉS DE TOMAR EL MEDICAMENTO.  Después de 7 días, use condones.  Los condones le ayudan protegerse contra la gonorrea y otras enfermedades transmitidas sexualmente.  Se recomiendan para prevenir infección y re-infección. 

Pasos Próximos:
· Tome el medicamento recetado.
· Vaya a la clínica una semana después de terminarse la medicina
· Le harán un análisis adicional para averiguar que no tiene infección.
· Es muy importante tomar el tratamiento adecuado antes de obtener el análisis.  

Hombres y mujeres que han tenido la gonorrea deben repetir la prueba a los 3 o 4 meses después del tratamiento para estar seguras que no se re-infectaron.



This handout was adapted from a handout developed by the Austin-Travis County HHSD STD Clinic.
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PATIENT-DELIVERED PARTNER THERAPY LOG  

	
DATE
	
INDEX PATIENT
	
CHART #
	
Zithromax
1GM PO
	LOT / EXPIRATION  DATE
	
# OF DOSES
	Cefixime
400 MG PO
	LOT / EXPIRATION  DATE
	
# OF DOSES
	
NURSE INITIALS

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	



NURSE SIGNATURES:  _________________________________


Field-Delivered Therapy (FDT)

Background
Appropriate and prompt treatment of persons with STDs is critically important in preventing health complications and interrupting disease transmission in the community.  Many STD patients and partners face significant barriers to accessing needed clinical services and may remain untreated for their infections.  Providing medication or a prescription for medication in a non-clinical setting offers an alternative for high-risk, uninsured patients and/or partners with no access to timely health care.  Field-Delivered Therapy (FDT) is the delivery of medication or a prescription in the field to patients and/or their partner(s) by trained health department personnel, under the oversight of a health department physician.

The first-choice management strategy for partner treatment is an appointment with a clinician at which the partner can receive testing, counseling, and treatment for STDs.  However, an appointment should not be required in order for the partner(s) to be treated.  

Finalized in June 2009, an amendment to the Texas Administrative Code expressly permits the treatment of partners of established patients with a confirmed STD diagnosis without a prior clinical evaluation.  (22 TAC §190.8)

The majority of STDs are diagnosed in private providers’ offices.  Ideally, the health department will notify diagnosing clinicians in the community that the clinic offers FDT.  If a request for follow-up comes from a community clinician, or the clinician has requested on-going health department follow-up, there is no need for the health department to contact the provider for each patient.  An example of a tool is included in this packet of information that the health department may provide to providers to request DIS follow-up.

Studies of FDT have demonstrated that – 
· FDT is a feasible strategy to ensure prompt treatment of a proportion of hard-to-reach, high risk persons and their sexual contacts.
· The risk for overuse or misuse of antibiotics is minimal and probably less than that for patient-delivered partner therapy (PDPT),
· The medications recommended for FDT are safe and have few side effects,
· The risk of anaphylaxis is low.  Current information indicates that allergy due to macrolides and 3rd generation cephalosporins is very rare,
· The probability of additional (other than GC and/or Chlamydia) co-infections in heterosexual partners of patients infected with CT or GC is small, although not non-existent,
· Decisions about the appropriateness of FDT should be made on the basis of local epidemiology – where HIV prevalence is high, DIS should screen or, ideally, partners should be seen by a clinician,
· It is appropriate for treatment of these cases to be delivered by health department personnel, 
· The benefits of treatment outweigh the risks, particularly in patients who would not otherwise receive treatment.

FDT is analogous to Patient-Delivered Partner Therapy (PDPT), with the additional safety that FDT is delivered by trained health department personnel.  CDC has endorsed the safety of EPT; FDT by a trained health department staff person is likely to be as safe as or safer and the CDC is beginning to publicly encourage this practice.
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SAMPLE POLICY / FIELD-DELIVERED PARTNER THERAPY

POLICY:	The _________ STD clinic provides Field-Delivered Therapy (FDT).  FDT is achieved by providing medications in the field to selected patients with positive gonorrhea, chlamydia, and/or syphilis results and who were not treated while in the clinic, and to certain sex partner(s) without requiring that the partner(s) be examined first.   

PURPOSE: 	To promptly treat persons with STDs in order to prevent health complications by interrupting disease transmission in the community.  

PROTOCOL:	Any person exposed to an STD would benefit from a clinical evaluation.  FDT is an option for patients who were not treated at their clinic visit and for their partner(s) who refuse an exam or, are unlikely to, or are unable to seek care. 

 A COMPLETE STD EVALUATION FOR PARTNER(S) IS ALWAYS RECOMMENDED.


Appropriate candidates for FDT:
· Persons who were tested in an STD clinic but did not wait for results or who were not treated prophylactically at their visit.
· Partners of women with pelvic inflammatory disease (PID) (treat for GC and CT).
· Partners of women with GC and/or CT diagnosed by laboratory testing.
· Female partners of men with laboratory diagnosis of CT and/or GC.
· Female partners of men with clinical diagnosis of non-gonococcal urethritis (NGU).
· Partners of women with mucopurulent cervicitis (MPC) (treat for CT).

Exclusions from FDT:
· Partners with symptoms – especially fever, pelvic, testicular, groin and/or abdominal pain.  These partners need a clinical evaluation.
· Men who have sex with men (MSM) because of the additional risk of syphilis and/or HIV infection.  These partners need a clinical evaluation and HIV/syphilis testing.


DISCLOSURE AND CONSENT TO TREATMENT FOR 
SEXUALLY TRANSMITTED DISEASES BY ORAL MEDICATION

PATIENT NAME:					   					
			 Last (Apellido)			First (Nombre)
DOB _____________   		FR# __________________   		MR# __________________
ID Verified by	□ TDL						Site: 
		□  DPS ID card					□  Clinic
		□  Other (specify) __________________		□  Field


Consent
You (or your partner) have a positive test for - 	___  Gonorrhea   ___ Chlamydia which has not been treated. 
It is possible that you have either of these infections and do not have symptoms.  It is important that the infection(s) be treated in order to prevent complications and to prevent spreading this infection to others.  The medication for your treatment has been carefully chosen to be safe and effective.  However, any medication can have side effects.  The most common side effect is upset stomach.  Occasionally, there is stomach cramping or diarrhea.  Very rarely, there is rash, fever, or respiratory problems related to the medicine.  Should you encounter any of these symptoms, you should call the clinic at _________________ or proceed to your own physician or nearest emergency department in case of severe symptoms.  

Consentimiento 
Usted (o un/a pareja suya) salió positivo por  ____ Gonorrea ____ Clamidia y hasta hoy no ha tenido el tratamiento.
Es posible que Ud. tenga alguna(s) de estas infecciones y no tener síntomas.  Es muy importante tratarse de esta infección para prevenir complicaciones o pasar esta infección a otras personas.  El medicamento para su tratamiento  ha sido escojido cuidadosamente y es efectivo.  Sin embargo, todos medicamentos pueden tener efectos secundarios.  El mas común is malestar del estómago.  De vez en cuando, uno puede tener cólicos y diarrea.  Es muy raro que salen ronchas, calentura, o problemas al respirar relacionados con la medicina.  Si Ud. tiene alguno de estos síntomas, debe llamar a la clínica al _______________ o ir con su doctor particular o salon de emergencia en caso de síntomas severas.


I have read and understood the information above and have had my questions answered satisfactorily.  I have reviewed the Notice of Privacy Practices, which explains how my medical information will be used and disclosed.  I understand that I am entitled to receive a copy of this document.  

He leido y entendido la información mencionada arriba y he obtenido respuestas satisfactorias a mis preguntas.  Yo he revisado la Noticia de Practicas Privadas, que explica como mi información médica podrá ser usada y revelada.  You entiendo que tengo derecho de recibir una copia de este documento.  

TREATMENT GIVEN
□   Azithromycin (Zithromax) 1 gram PO			______# Doses PDPT		
□   Cefixime (Suprax) 400 mg PO			______# Doses PDPT
□   DOT Refused
□  Medicamento Rehusado
Field Testing _____# Yes	_____ No 

Women who have had Chlamydia or gonorrhea should be re-screened at 3-4 months after treatment to be sure that re-infection has not occurred.  You may receive screening at the STD clinic or from your own doctor.

Es recomendado sí una mujer ha tenido clamidia o gonorrea que tenga otro examen 3-4 meses después del tratamiento para estar segura que no tiene otra vez la enfermedad.  Puede obtener el examen in la clínica o con su doctor particular.

Patient’s Signature: ________________________________  Date: __________________

DIS Signature _____________________________________ Date: ____________________


Adapted from Austin-Travis County Health Department’s Consent Form



MEDICAL/SOCIAL HISTORY

PATIENT NAME:					   					
			 Last (Apellido)				First (Nombre)

DOB _____________   FR# __________________   MR# __________________

ID Verified by		□ TDL					Site: 
			□  DPS ID card				□  Clinic
			□  Other (specify) ____________	□  Field



1.	Are you allergic to any medications?	No ___    Yes ___

	If yes, what medications? ________________________

2.	Are you pregnant?   No ___   Yes___   Number of Weeks ____

3.	Are you breastfeeding?  No ___  Yes ___

4.	Have you had any of the following symptoms in the past twenty-four (24) hours?

A.	Lower Abdominal Pain		___ No		___ Yes
B.	Fever				___ No		___ Yes
C.	Nausea and Vomiting 		___ No		___ Yes
D.	Pain during sexual intercourse	___ No		___ Yes
E.	Lower back pain			___ No		___ Yes
F.	Pain in scrotum or testes		___ No		___ Yes

5.	Are you being treated for a medical condition at this time?  ___ No	___ Yes
Please specify: _____________________________________________
__________________________________________________________
	__________________________________________________________

Notes: 





































Patient Signature: ________________________________ Date: __________

DIS Signature: __________________________________ Date: ___________
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STD FDT MEDICATION TRACKING LOG
INSTRUCTIONS FOR COMPLETION

(The FDT Medication Tracking Log should be completed by the appropriate person except items #4 and #5 which should be completed by the DIS).

· Enter the name & case number of client who will be offered field-delivered therapy (FDT) during a field visit performed by the Disease Intervention Specialist (DIS).

· Check the appropriate column for the confirmed STD diagnosis needing treatment - gonorrhea and/or chlamydia.

· Check the appropriate column for FDT medications retrieved by the DIS - cefixime and/or azithromycin.

· Enter the signature of the person issuing medications to the DIS.

· Enter the signature of the DIS receiving medication.

· If the client was treated in the clinic after an unsuccessful attempt to deliver medication in the field, enter “treated in clinic” and the date of treatment.

SEXUALLY TRANSMITTED DISEASE CONTROL PROGRAM
FIELD-DELIVERED THERAPY MEDICATION TRACKING LOG 
	



CLIENTS NAME
	



CASE NUMBER
	

STD DIAGNOSIS
	
DOT MEDICATIONS
RETRIEVED BY DIS
	


SIGNATURE OF PERSON
ISSUING MEDICATIONS/DATE
	


SIGNATURE OF DIS
RECEIVING  MEDICATIONS
	


DATE OF TREATMENT DELIVERY

	
	
	
  GC
	
 CT
	
CEFIXIME
	
AZITHROMYCIN
	
	
	

	


	

	

	

	

	

	

	

	


	


	

	

	

	

	

	

	

	


	


	

	

	

	

	

	

	

	


	


	

	

	

	

	

	

	

	


	


	

	

	

	

	

	

	

	


	


	

	

	

	

	

	

	

	


	


	

	

	

	

	

	

	

	


	


	

	

	

	

	

	

	

	


	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	


Adapted from Austin-Travis County Health Department
September 2011

Field Supplies Checklist

	Lockable Medications Bag

	Medications for DOT/PDT
	

	Log Sheet for medications
	

	Blood Kits

	Tourniquets
	

	Needles
	

	Needle hub
	

	Vaccutainers
	

	Cotton
	

	Alcohol pads
	

	Band-Aids
	

	Needle stick procedure/Forms
	

	Urine cups
	

	Aptima testing kits
	

	Blood container
	

	Sharps container
	

	Alcohol hand wash
	

	Gloves
	

	Additional Items

	Condoms/Safer Sex tools
	

	Light snacks
	

	Bottle of water
	

	Hard candy
	

	Documentation/Education Supplies

	Consent forms/registration
	

	HIPAA standards
	

	Educational pamphlets
	

	Referral cards
	

	Business cards
	

	Miscellaneous

	GPS
	

	Cell phone
	

	ID badge
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SAMPLE LETTER NOTIFYING COMMUNITY PHYSICIANS 
ABOUT FIELD-DELIVERED THERAPY




Date: _____________________

To: 	_______________________
	_______________________
	_______________________


From:

RE:	Physician Referral for STD Treatment


The ____________________________ Health Department STD program is currently offering Field-Delivered Therapy (FDT) for the treatment of heterosexual patients diagnosed with Gonorrhea and/or Chlamydia and their partners.  Specially trained Disease Intervention Specialists (DIS) will deliver oral medication to your patients and/or their partners once you have exhausted all attempts to notify and treat them yourself.  

Appropriate and prompt treatment of persons with STDs is critically important in preventing health complications and interrupting disease transmission in the community.

The Texas Administrative Code was amended in June, 2009 with new language that expressly permits the treatment of a partner of a patient diagnosed with a sexually transmitted infection without an intervening medical examination.  

The attached “Physician Request for Field-Delivered Therapy” must be completed and faxed with a copy of the patient’s results to the STD Program Manager, __________________________ at ______________.

















Physician Request for Field-Delivered Therapy




Physician Name:_____________________________





I do hereby authorize and request that the: 

Health Department, STD Clinic:  	 ______________________________
Address: 				 ______________________________
City, State, ZIP: 			 ______________________________
Phone/Fax: 				 ______________________________

locate ________________________ and his/her partner(s) and offer treatment for gonorrhea and/or Chlamydia.

I further release the aforesaid health department and STD staff from all legal responsibility and/or liability that may arise from the act that I have authorized/requested above. 

This patient’s medical record has been reviewed by me or an authorized member of my staff to assess drug allergy history and I have determined that the patient is a candidate for FDT.  
												



_______________________________________		___________
Physician Signature						Date



_______________________________________		____________
STD Program Manager						Date







FIELD-DELIVERED THERAPY AUDIT
	
NAME:
	
WORKER NUMBER:

	
REVIEWER:
	
DATE OF REVIEW:

	
Pre-therapy procedures
	
DOCUMENT/
OBSERVED
	
COMMENT

	
1.	Performed pre-field activities (i.e., verified locating information, need for                       treatment, confirmed client was not previously treated) 
	

	


	
2.	Obtained supervisors’ approval prior to offering FDT
	

	


	
3.	Verified expiration dates and name and dosage of the medication to be 	delivered.
	

	


	
4.	Verified client’s identity.
	

	


	
5.	Addressed client concerns.  
	

	


	

6. Confirmed client was not treated previously by another provider/facility. If the client reported previous treatment, the field worker made an effort to confirm while with the client.
	
	

	
7.	Obtained client signature on Documentation of DOT Delivery or Refusal                       form if therapy is refused or not offered (i.e., patient already treated, patient states s/he is allergic to medications and clinician unavailable for phone consult.)  These situations may vary depending on program.
	

	


	
8.	Provided client with Medical Information Sheet and discussed possible             	adverse reactions to prescribed medications.  Discussed procedure to 	follow if complications occur.
	

	


	
Observation
	

	


	
9.	Observed client ingest all medications.
	

	


	
Post Therapy Procedures
	

	


	
10. 	Reiterated signs of possible adverse reactions/procedures for seeking         	medical attention.  Gave client a number to call, if s/he vomits within 30 	minutes of taking medication.
	

	


	
11.	Instructed the client of the need for examination and treatment of all sex      	partners and to abstain from unprotected sex until all partners have been      	tested and treated.  Gave partner referral card(s).
	

	


	
12.	Provided client with Risk Reduction methods and materials.
	

	


	
13.	Completed Documentation of DOT Delivery or Refusal Form and 	submitted it to medical authority for review.
	

	



COMMENTS:

SIGNATURE: ________________________________________________		PERCENT % MET:_____
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	Texas Administrative Code



	TITLE 22
	EXAMINING BOARDS

	PART 9
	TEXAS MEDICAL BOARD

	CHAPTER 190
	DISCIPLINARY GUIDELINES

	SUBCHAPTER B
	VIOLATION GUIDELINES

	RULE §190.8
	Violation Guidelines



	

	When substantiated by credible evidence, the following acts, practices, and conduct are considered to be violations of the Act. The following shall not be considered an exhaustive or exclusive listing. 
  (1) Practice Inconsistent with Public Health and Welfare. Failure to practice in an acceptable professional manner consistent with public health and welfare within the meaning of the Act includes, but is not limited to: 
   
    …(K) prescription or administration of a drug in a manner that is not in compliance with Chapter 200 of this title (relating to Standards for Physicians Practicing Complementary and Alternative Medicine) or, that is either not approved by the Food and Drug Administration (FDA) for use in human beings or does not meet standards for off-label use, unless an exemption has otherwise been obtained from the FDA; 
    (L) prescription of any dangerous drug or controlled substance without first establishing a proper professional relationship with the patient. 
      (i) A proper relationship, at a minimum requires: 
        (I) establishing that the person requesting the medication is in fact who the person claims to be; 
        (II) establishing a diagnosis through the use of acceptable medical practices such as patient history, mental status examination, physical examination, and appropriate diagnostic and laboratory testing. An online or telephonic evaluation by questionnaire is inadequate; 
        (III) discussing with the patient the diagnosis and the evidence for it, the risks and benefits of various treatment options; and 
        (IV) ensuring the availability of the licensee or coverage of the patient for appropriate follow-up care. 
      (ii) A proper professional relationship is also considered to exist between a patient certified as having a terminal illness and who is enrolled in a hospice program, or another similar formal program which meets the requirements of sub clauses (I) through (IV) of this clause, and the physician supporting the program. To have a terminal condition for the purposes of this rule, the patient must be certified as having a terminal illness under the requirements of 40 TAC §97.403 (relating to Standards Specific to Agencies Licensed to Provide Hospice Service) and 42 CFR 418.22. 
      (iii) Notwithstanding the provisions of this subparagraph, establishing a professional relationship is not required for: 
        (I) a physician to prescribe medications for sexually transmitted diseases for partners of the physician's established patient, if the physician determines that the patient may have been infected with a sexually transmitted disease; or 
        (II) a physician to prescribe medications to a patient's family members if the patient has an illness determined by the Centers for Disease Control and Prevention, the World Health Organization, or the Governor's office to be pandemic…. 


	







	

TEXAS PHARMACY RULES
22 TAC, PART 15
CHAPTER 291. PHARMACIES
SUBCHAPTER A. ALL CLASSES OF PHARMACIES

§291.29 Professional Responsibility of Pharmacists 
 (b) 	A pharmacist shall make every reasonable effort to ensure that any prescription drug order, regardless of the means of transmission, has been issued for a legitimate medical purpose by a practitioner in the course of medical practice. A pharmacist shall not dispense a prescription drug if the pharmacist knows or should have known that the order for such drug was issued without a valid pre-existing patient-practitioner relationship as defined by the Texas Medical Board in 22 Texas Administrative Code (TAC) [ §174.4 (relating to Use of the Internet in Medical Practice) and ] §190.8 (relating to Violation Guidelines) or without a valid prescription drug order. 
	(1) 	A prescription drug order may not be dispensed or delivered by means of the Internet unless pursuant to a valid prescription that was issued for a legitimate medical purpose in the course of medical practice by a practitioner, or practitioner covering for another practitioner, who has conducted at least one in-person medical evaluation of the patient. 
	(2) 	A prescription drug order may not be dispensed or delivered if the pharmacist has reason to suspect that the prescription drug order may have been authorized in the absence of a valid patient-practitioner relationship, or otherwise in violation of the practitioner's standard of practice to include that the practitioner:
		(A) 	did not establish a diagnosis through the use of acceptable medical practices for the treatment of patient's condition; 
		(B) 	prescribed prescription drugs that were not necessary for the patient due to a lack of a valid medical need or the lack of a therapeutic purpose for the prescription drugs; or 
		(C) 	issued the prescriptions outside the usual course of medical practice. 
	(3) 	Notwithstanding the provisions of this subsection and as authorized by the Texas Medical Board in 22 TAC §190.8, a pharmacist may dispense a prescription when a physician has not established a professional relationship with a patient if the prescription is for medications for: 
		(A) sexually transmitted diseases for partners of the physician's established patient; or 
		(B) a patient's family members if the patient has an illness determined by the Centers for Disease Control and Prevention, the World Health Organization, or the Governor's office to be pandemic. 



















CHAPTER 291 PHARMACIES 
SUBCHAPTER B COMMUNITY PHARMACY (CLASS A) 


§291.33 Operational Standards 
(c)	Prescription dispensing and delivery.
	(7)	Labeling.
		(A) 	At the time of delivery of the drug, the dispensing container shall bear a label in plain language and printed in an easily readable font size, unless otherwise specified, with at least the following information: 
			(i) 	name, address and phone number of the pharmacy; 
			(ii) 	unique identification number of the prescription that is printed in an easily readable font size comparable to but no smaller than ten-point Times Roman; 
			(iii) 	date the prescription is dispensed; 
			(iv) 	initials or an identification code of the dispensing pharmacist; 
			(v) 	name of the prescribing practitioner; 
			(vi) 	name of the patient or if such drug was prescribed for an animal, the species of the animal and the name of the owner that is printed in an easily readable font size comparable to but no smaller than ten-point Times Roman. The name of the patient's partner or family member is not required to be on the label of a drug prescribed for a partner for a sexually transmitted disease or for a patient's family members if the patient has an illness determined by the Centers for Disease Control and Prevention, the World Health Organization, or the Governor's office to be pandemic;… 
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Expedited Partner Therapy Recommended to Prevent STI Reinfection 
Washington, DC -- Ob-gyns are encouraged to prescribe antibiotics for the male partners of their female patients diagnosed with chlamydia or gonorrhea to reduce the high reinfection rate, says The American College of Obstetricians and Gynecologists (The College) in a new Committee Opinion issued today. This practice, known as "expedited partner therapy" (EPT), allows doctors to provide prescriptions for antibiotics or the antibiotics themselves to female patients to take to their male partners who are either unlikely or unable to go to the doctor. 
Sexually transmitted infections (STIs) disproportionately affect women and pose a significant, yet preventable, threat to their fertility. Chlamydia and gonorrhea are the top two most commonly reported STIs in the US, and girls and young women ages 15-24 have the highest number of cases of both. The 12-month reinfection rate of chlamydia among adolescents and young women is as high as 26%, often due to an untreated male sexual partner. 
"Evidence indicates that EPT can decrease reinfection rates compared to standard partner referrals for examination and treatment," said Diane F. Merritt, MD, chair of The College's Committee on Adolescent Health Care. "Of course, it's preferable that a physician examine a patient in-person before prescribing medication, but the benefits of EPT among individuals whose partners are otherwise unlikely to seek care in preventing chlamydia and gonorrhea reinfections outweigh the risks to the partners." 
Chlamydia and gonorrhea are infections that may not cause symptoms, or if they do, they're vague (vaginal or penile discharge, abnormal vaginal bleeding, cramping). "Many people who have an STI are not aware of it and pass it to their partners," said Dr. Merritt. "Undiagnosed and untreated STIs can cause scarring and damage a woman's ability to become pregnant when she's ready to have a baby. Fortunately, chlamydia and gonorrhea can be quickly diagnosed with a simple urine test and treated with a short course of antibiotics." 
According to The College, the practice of prescribing antibiotics to non-patients without prior examination is permissible in 27 states, potentially allowable in 15 other states, and prohibited in 8 states. The College encourages ob-gyns to push for legalization of expedited partner therapy in those states and jurisdictions where it's illegal or where the legal status of EPT is unclear or ambiguous. 

Committee Opinion #506 "Expedited Partner Therapy in the Management of Gonorrhea and Chlamydia by Obstetricians-Gynecologists" is published in the September 2011 issue of Obstetrics & Gynecology. 
# # #
The American College of Obstetricians and Gynecologists (The College), a 501(c)(3) organization, is the nation's leading group of physicians providing health care for women. As a private, voluntary, nonprofit membership organization of approximately 55,000 members, The College strongly advocates for quality health care for women, maintains the highest standards of clinical practice and continuing education of its members, promotes patient education, and increases awareness among its members and the public of the changing issues facing women's health care. The American Congress of Obstetricians and Gynecologists (ACOG), a 501(c)(6) organization, is its companion organization. Follow us on Twitter at www.twitter.com/acognews and at www.acog.org. 
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Legal Support for Field-Delivered Therapy (FDT) in Texas
HIV/STD Comprehensive Services Branch
Texas Department of State Health Services


Appropriate and prompt treatment of persons with STDs is critically important in preventing health complications and interrupting disease transmission in the community.  Many STD patients and partners face significant barriers to clinical services or they may lack motivation to seek care for asymptomatic infection, and may remain untreated and sexually active for significant periods of time.  Providing medication or a prescription for medication in a non-clinical setting offers one alternative for high-risk, uninsured patients and/or partners with no access to timely health care.  Field-Delivered Therapy (FDT) is the delivery of medication or a prescription in the field to patients and/or their partner(s) by trained health department personnel, under the oversight of a health department physician.

Finalized in June 2009, an amendment to the Texas Administrative Code expressly permits the treatment of partners of established patients with a confirmed STD diagnosis without a prior clinical evaluation.  (22 TAC §190.8)  


Title 3, Chapter 157, §157.001 of the Texas Occupations Code provides support for FDT.  
[bookmark: 157001]General Authority of Physician to Delegate 
(a) A physician may delegate to a qualified and properly trained person acting under the physician’s supervision any medical act that a reasonable and prudent physician would find within the scope of sound medical judgment to delegate if, in the opinion of the delegating physician:
(1) the act: 
(A) can be properly and safely performed by the person to whom the medical act is delegated; 
(B) is performed in its customary manner; and 
(C) is not in violation of any other statute; and… 
 (b) The delegating physician remains responsible for the medical acts of the person performing the delegated medical acts…

[bookmark: 157002]§157.002.General Delegation of Administration and Provision of Dangerous Drugs
(d) In the provision of services and the administration of therapy by public health departments, as officially prescribed by the Texas Department of Health for the prevention or treatment of specific communicable diseases or health conditions for which the Texas Department of Health is responsible for control under state law, a physician may delegate to any qualified and properly trained person acting under the physician’s supervision the act of administering or providing dangerous drugs, as ordered by the physician, that are used or required to meet the needs of the patients…
(e) The administration or provision of the drugs may be delegated through a physician’s order, a standing medical order, a standing delegation order, or another order defined by the board…

The Texas Health and Safety Code, Chapters 81.Communicable Diseases and 121. Local Public Health Reorganization Act also supports the use of FDT.
	§ 81.082. ADMINISTRATION OF CONTROL MEASURES.  (a) A health authority has supervisory authority and control over the administration of communicable disease control measures in the health authority's jurisdiction unless specifically preempted by the department… 
	(c)  The control measures may be imposed on an individual, animal, place, or object, as appropriate…
	(f)  In this section, "control measures" includes:                             
	             …(9)  chemoprophylaxis;                                                        
		(10)  preventive therapy;                                                     
		(11)  prevention; and                                                        
		(12)  education.                                                              

§ 81.083. APPLICATION OF CONTROL MEASURES TO INDIVIDUAL.  
	(b)  If the department or a health authority has reasonable cause to believe that an individual is ill with, has been exposed to, or is the carrier of a communicable disease, the department or health authority may order the individual…to implement control measures that are reasonable and necessary to prevent the introduction, transmission, and spread of the disease in this state… From Health and Safety 

§ 121.006
(d)  In this section, "public health services" means:
                       …(2)  infectious disease control and prevention services
 (4)  public health education and information services; 
 (5)  laboratory services;…

The Texas Administrative Code, Title 25, §97.6 supports FDT as well.
§97.6 Reporting and Other Duties of Local Health Authorities and Regional Directors
(g) The health authority upon identification of a case or upon receipt of notification or report of disease shall take such action and measures as may be necessary to conform to the appropriate control measure standards…

Rule §97.8 General Control Measures for Notifiable Conditions.
… the Commissioner of Health (commissioner), a health authority, or a duly authorized representative of the commissioner or a health authority may proceed as follows. 
(1) Investigation shall be made, as the circumstances may require, for verifying the diagnosis, ascertaining the source of the causative agent, disclosing unreported cases, and finding contacts….
(2) Laboratory specimens of the body tissues, fluids, or discharges and of materials directly or indirectly associated with the case, as may be necessary or desirable in confirmation of the diagnosis or for ascertaining the source of the infection, shall be collected and submitted to a laboratory for examination. 
(3) Control techniques, including disinfection, environmental sanitation, immunization, chemoprophylaxis,   isolation, preventive therapy, quarantine, education, prevention, and other accepted measures shall be instituted as necessary to reduce morbidity and mortality…

From “Communicable Disease Control Measures in Texas: A Guide for Health Authorities in a Public Health Emergency,” Texas DSHS, Updated February 2007.
This is from a manual provided to health authorities for use during emergencies/disasters.  The quotes below are interpretations of rules, not the actual rules.

“Control measures are actions necessary to control and prevent communicable disease.  They include, but are not limited to,… chemoprophylaxis, preventive therapy, prevention and education….However, the law does not limit control measures to only these measures.”…
“A local health authority has considerable power that allows the health authority to investigate suspected incidents and outbreaks of communicable disease….A major responsibility of health authorities is their implementation of “control measures….”



FDT supports the therapeutic goals of STD treatment – cure, amelioration of symptoms, prevention of sequelae, and prevention of transmission.  Promptly curtailing transmission is critical to the goal of community-based prevention.  Aggressive treatment via field-delivered or patient-delivered therapy will also protect the antibiotics in use today, by preventing or prolonging the emergence of untreatable, resistant organisms.  There are no antibiotics being developed for the treatment of STDs.  The looming drug resistance threatens to rob us of the only drugs we have.  Treating (and observing) infected persons in the field with fixed dose packs of medications by trained health workers will slow the resistance that is inevitable with GC.
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PHARMACY OPTIONS
for Expedited STD Services













The following document is a compilation of assorted practical options for realizing expedited STD services in the clinic/office.  It was composed in consultation with Kelani Condon, DPharm., past pharmacy director at DSHS.  

After it was compiled, the Texas State Board of Pharmacy made a rule change that went into effect September 1, 2011.  The change is noted on page 2 of the document.

Pharmacy Options for Expedited Partner Therapy


	OPTION
	COMMENTS

	
STD/FP clinics provide medications to their patients to deliver to their partner(s)

	
This is current practice in many family planning settings; could be implemented easily in all settings that receive DSHS STD meds.  We believe that there will be sufficient funds to provide needed medication at increased amounts for this FY.

Necessary steps for implementation:
1. Labeling requirements for take home medications will need to be addressed by clinic’s pharmacist-in-charge.
2. Clinic personnel must be willing and trained to offer and deliver patient-delivered partner medications.
3. Stock levels for clinic STD medications must be adjusted to meet increased demand for partner treatments.

This is the most ideal treatment scenario in order to expedite partner treatment and promote adherence.  However, partner treatment is documented but not assured.


	
STD/FP clinics provide prescriptions (Rx) to their patients to deliver to their partner(s)

	
Patient or partner could fill Rx at pharmacy of choice.  Medications are part of many low-cost formularies.  It would be necessary to verify that the formulary contained azithromycin and/or cefixime.

This delivery model is best accomplished if the clinics have established relationships with community pharmacies in advance.  Directing patients to pharmacies with favorable pricing may be facilitated through either local involvement or statewide agreements negotiated in advance.  


Drawbacks to this delivery model:
1. Sending the patient home with a prescription (Rx) for the partner(s) can result in loss of compliance, loss of time, infection transmission, re-infection, and increased risk of complications.
2. Patients may encounter difficulties in filling Rx at pharmacies unfamiliar with patient-partner treatment initiatives.
3. Patients or partners may not have the money to pay for medications even at low cost.

4. Compliance and adherence of partner treatment is not assured.



1/2/2012 Update: The new pharmacy rules took effect September 1, 2011.  The new rules are in harmony with the Texas Medical Board rules and also expressly permit dispensing medications for STD treatment when no name is given on a prescription.  See page 41.


	
Patients of private providers are given an Rx they or their partner can take to a pharmacy.

	
This is current practice (anecdotal information) in a very small percentage of providers.  Also, some practitioners reportedly provide double the number of doses for the patient so that partner treatment may be accomplished.  

Potential barriers to this delivery model:
1. Same as in Option 2 (1, 2 and 3).
2. Private providers may be reluctant to prescribe medications for partner treatment without an established patient relationship despite exemption from the Texas Medical Board.
3. Compliance and adherence of partner treatment is not assured.




	
Private providers (high prescribers) dispense DSHS medications to patients and their partner(s) via PDPT.

	
This is legal practice.  DSHS could furnish STD medications to high prescribing physicians and an MOU could be set up with the selected physicians.  A replenishment system would need to be set up.  Labeling requirements do not apply to private providers. 

Considerations of this model:
1. Physicians may treat inappropriate (non-indigent) patients or inappropriate diagnoses (non-STDs) with DSHS medications.
2. Medication ordering would need to be accomplished through the DSHS web portals or programs which would require either program installation or training and/or willingness of staff to engage with system.
3. Prescribers would need education.
4. Private providers may run out of stock but then they could write prescriptions.  

5. Compliance and adherence of partner treatment is not assured.


	
FQHCs dispense DSHS medications to patients to deliver to their partner(s)

	
Current practice in some FQHCs.  Not all have in-house pharmacies.  FQHCs qualify for 340b pricing.  Need to survey to see who has an in-house pharmacy – Class A? Class D? or both?


	
Patients of FQHCs are given an Rx they or their partner(s) can take to a pharmacy.

	
Current practice in some situations.  

Patient or partner could fill them at pharmacy of choice.  Medications are part of many low-cost formularies.  It would be necessary to verify that the formulary contained azithromycin/cefixime.

This delivery model is best accomplished if the clinics have established relationships with community pharmacies in advance.  Directing patients to pharmacies with favorable pricing could be facilitated through either local involvement or statewide agreements negotiated in advance.  

Drawbacks to this delivery model:
1. Sending the patient home with a prescription (Rx) for the partner(s) can result in loss of compliance, loss of time, infection transmission, re-infection, and increased risk of complications.
2. Patients may encounter difficulties in filling Rx at pharmacies unfamiliar with patient-partner treatment initiatives.
3. Patients or partners may not have the money to pay for medications even at low cost.
4. Compliance and adherence of partner treatment is not assured.








Compiled in consultation with Kelani Condon, past Director of DSHS Pharmacy Services
SAMPLE PHARMACY AGREEMENT

Drugs R Us
1234 Healthy Horizons Road
Anytown, Texas 78700
512-234-5678

Drugs R Us Pharmacy Direct Billing Agreement


Name of Account:  STD Clinic
Responsible Party: ______________________________
Billing Address: ________________________________
Phone: ________________________________________
Fax: __________________________________________
Email: ________________________________________
Effective Date: __________________________________

Terms:
_____________________ by and through its pharmacy located at ____________________________ hereby agrees to sell prescription drugs (in each case subject to a valid prescription) to Responsible Party, at the address set forth above, and to bill Responsible Party for such sales monthly in arrears on a ________________ invoice at the rate of $5.00 per (authorized NDCs listed below) provided, however, that in the event that the outstanding debt hereunder exceeds $5000.00,  _______________________ reserves the right to decline further sales hereunder until such debt is paid.  Responsible Party hereby unconditionally agrees to reimburse ___________________ for such sales by paying each Pharmacy Services Invoice with in thirty (30) days after receipt to the following address:

Any other additional items shall be described here:

____________________ may terminate this Agreement at any time, with or without cause, by providing written notice to Responsible Party, provided, however, that no such termination shall release Responsible Party  from liability for debts previously accrued hereunder.  The parties further agree that isn the event of any dispute or collection efforts hereunder, the prevailing party shall be entitled to recover from the other its reasonable attorney fees and expenses, in addition to such remedy as may otherwise be available at law or in equity.  


IN WITNESS WHEREOF, the parties have duly executed this Agreement as of the date set forth below.  

ABC STD Clinic					Drugs R Us				____
Signature _________________________		Signature _________________________
Name ____________________________ 		Name _____________________________
Title ____________________________		Title ______________________________
Date ______________________________		Date ______________________________



Based on Agreement between Safeway, Inc. and State of Washington, 2008
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