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Katherine Atcheson (00:04):
Hello, and welcome to Clinical Chats, a podcast for sexual and reproductive healthcare professionals. Clinical Chats, formerly known as The Family Planning Files, is a program from the Clinical Training Center for Sexual and Reproductive Health, or CTC-SRH, formerly known as the National Clinical Training Center for Family Planning, or NCTCFP, and is funded by the Office of Population Affairs in order to enhance the knowledge of Title X clinicians and other staff. In today's podcast, we'll be discussing point-of-care testing and same-day treatment for syphilis, and when they are appropriate to use in Title X and other sexual and reproductive healthcare settings.

Katherine Atcheson (00:56):
[bookmark: _Hlk164158180]Our guest today is Tammy Bennett, MSN, WHNP-BC. Tammy is the new Associate Director of Clinical Training here at the CTC-SRH. Prior to joining our organization, Tammy served as the Reproductive Health Statewide Nurse Consultant for the Louisiana Department of Health, where she oversaw their Title X program and also helped institute clinic policies and procedures to address rising syphilis cases throughout the state. She received her BSN from Northwestern State University in 1992 and her MSN in 2000. She's currently working towards her DNP at the University of Louisiana at Lafayette with an expected graduation date of August 2024. Welcome to the podcast, Tammy. We're so excited to speak with you and introduce you to our listeners today.

Tammy Bennett (01:52):
Hi, Katherine. Thank you for the warm introduction. I'm so thankful to be here and honored to be presenting today.

Katherine Atcheson (02:00):
So to begin with, for our listeners, can you tell us a bit about the two types of point-of-care syphilis tests that are available and how they work? How is syphilis point-of-care testing different from the traditional venipuncture laboratory ways of testing?

Tammy Bennett (02:20):
Hi. So yes, there are two point-of-care syphilis tests that are currently CLIA waived and can be used for rapid syphilis testing in clinics. And just a reminder, CLIA waived means that these tests are determined by CDC and the FDA to be so simple to perform that there is little risk of error. Both of these tests are treponemal-specific tests that detect if the treponemal antibodies, if there are treponemal antibodies present in the blood. The first is the Syphilis Health Check, which is a rapid test that detects antibodies to treponema pallidum in the serum, plasma, or whole blood. To perform this test, you perform a fingerstick, and then the sample goes into the well, followed by four drops of the diluent, and then you set your timer for 10 minutes.

Tammy Bennett (03:13):
The results are read between 10 and 15 minutes, no earlier than 10 and no later than 15. And if there is a pink-colored band in the test area, then that test is considered reactive. If there's not a pink band in the test area, then the result is considered non-reactive. This should always be followed up by venipuncture blood draw to allow for non-treponemal titers to be performed. In a systematic review of literature by Bristow, Klausner and Tran in 2020, they found that the Syphilis Health Check had an 87% sensitivity. And as a reminder, sensitivity means that the positive test result indicates that it is a true positive. And they also found that the Syphilis Health Check had a 96% specificity, which means if it's a negative result, the individual is truly negative.

Tammy Bennett (04:10):
Second test that's also CLIA waived now is the DPP HIV-Syphilis combination rapid test, which tests for both HIV types 1 and 2 and also the treponema pallidum antibodies. And it can be used also with fingerstick whole blood, venous whole blood, or plasma. This one's a bit different than the Syphilis Health Check because it uses a DPP micro-reader that is used to read the results. And to perform this test, you simply perform the fingerstick, put the sample into a sample titer, like a small bottle of fluid, shake for 10 seconds, and then you drop two drops from the sample vial into the well and wait five minutes, then you add four drops of your buffer solution to the well and you wait 10 to 25 minutes. Again, don't read earlier than 10 minutes, don't read later than 25.

Tammy Bennett (05:07):
The reader is then set on the test cassette, and then that shows the results of the HIV test and then the syphilis test. Now, these are different from the venipuncture test in that the venipuncture test must be sent to a lab and sometimes takes several days, maybe up to a week to return, depending on your lab. And then if it's positive, you notify the patient, and then the patient has to return to clinic for treatment. Many barriers can exist in states where patients have difficulty returning to the clinic, like getting time off from work, arranging transportation and other barriers. The beauty of these tests includes that every test is easy to use and allows rapid screening and possible treatment for syphilis while they're in the clinic being screened for a visit.

Katherine Atcheson (05:57):
And that leads us really well into our next question, which is what are some reasons a provider would consider using that point-of-care test versus the conventional send-off venipuncture laboratory test? And on the other hand, are there any times or situations where a point-of-care test would be contraindicated and then a laboratory test would be the preferred option?

Tammy Bennett (06:25):
I am so glad you asked, because yes, the laboratory test is still needed.  Because both the point  of care tests are treponemal screening tools, we would not want to use them if the patient ever had a history of prior syphilis infection.  As a remind, once the patient has a syphilis infection, 95% of the cases, the treponemal antibodies are going to be reactive for life. This means that any treponemal screens cannot distinguish between an old infection versus a new one. In these cases, if you know the patient has a history of syphilis, then a non-treponemal screen should be sent to the lab and compared with the last titer to ensure there's not been a fourfold increase in that titer because we know that a fourfold increase indicates a new infection. And sometimes to help me remember this, I use my past OB experience to remember the difference between treponemal and non-treponemal types of tests. We all know the pregnancy test. In pregnancy tests, bear with me for a minute, there are two types. One is qualitative that says, "Yes, you're pregnant," or "No, you're not pregnant." And then there's a quantitative test that gives you a number corresponding with how pregnant or the level of HCG that is in the bloodstream.



Tammy Bennett (07:22):
The quantitative HCG test can be used if someone is having bleeding in early pregnancy or threatened miscarriage, and that first number gives us a baseline, but the story is told when the blood is retested for the HCG number in 48 hours. The rule of thumb with pregnancy is you want that to double in early pregnancy. So now, we have that in our mind, let's go back to treponemal versus non-treponemal. The treponemal test says, "Yes, you have the syphilis antibody present," or, "No, you don't have the syphilis antibody present," whereas the non-treponemal test will give you a titer that when you compare it to the last titer, you can see if it has risen fourfold, or after treatment, did it decrease fourfold, which indicates a successful treatment.

Katherine Atcheson (08:16):
And so, if a provider wanted to implement the point-of-care testing within their clinics, how would they or their clinic staff access policies or protocols around using these tests, the testing kits themselves, and education for their staff who would use those tests?

Tammy Bennett (08:37):
To implement point-of-care testing or really any change in your clinic, it is so important to have buy-in from administration. And then once there's buy-in, I would suggest getting a multidisciplinary team together so that you can work on this project. I cannot say enough about working together for a common goal. There's been times when I would've completely messed up, had another team member not said, "Oh, but Tammy, what about this or what about this?" And that's allowed us to plan for those contingencies that I did not even see coming. When we rolled out the point-of-care testing in Louisiana, we did it with only two weeks, and it was beautiful because we had that interdisciplinary approach, the team approach, and we planned for every contingency that we could think of.

Tammy Bennett (09:30):
I can also tell you from my personal experience how valuable the medical team like the STD/HIV hepatitis program, medical director, the regional medical directors, regional nurses, nurse practitioners, everyone in the system was all in because we knew that we could not go a day without screening for syphilis in Louisiana. So that helped us to develop the protocol of who would be treated for same day with Bicillin and how we would send the blood off to the lab. That was very, very pivotal in our management of the syphilis. The development of a clinic-specific policy and procedure will involve several things, and you have to really look at the infection disease burden in your community, the pros and cons of how hard it is for people is to return back for treatment, and your no-show rate. Sometimes you want to prioritize patients who may have a difficult time getting back into the clinic for treatment.

Tammy Bennett (10:36):
The CTC-SRH is currently developing a toolkit for syphilis point-of-care testing, and we're going to talk about how to implement in each various clinical setting. So that will help, and hopefully, that will be out sometime in the summer of 2024. And in this toolkit, it'll have sample policy and procedures that any clinic can modify based on those variables. Now, how to order? Let's say you are ready to implement, you are ready to go. There are two types, again, of point-of-care tests. The Syphilis Health Check, you can order directly from the website at diagnostics direct, and then the number two, and then the letter U, diagnosticsdirect2u.com, and you can order the Syphilis Health Check and the controls there. Additionally, you can order through your supplier. So if you're using McKesson or Henry Schein or Fisher or any others. You can also order through your normal supplier.



Tammy Bennett (11:40):
If you have any questions or issues, on their website at directdiagnostics2u.com, is a contact tab where you can input your contact information, and they rapidly get back to you and answer any questions. If you wish to order the Chembio DPP HIV-Syphilis test, it's the same as the previous. You can go to their website at chembio, C-H-E-M-B-I-O.com, and click on contact sales team, and then the request is routed to the correct representative for your geographical location. You can also order through your normal suppliers, such as McKesson, Henry Schein, or Fisher as well. Education regarding how to train your staff to screen using these tests can be accomplished through the company, and there's also YouTube videos showing how to read these tests and perform these tests for your convenience.

Katherine Atcheson (12:51):
So can non-clinical staff, such as health educators, contact tracers or medical assistants, 
administer the point-of-care tests potentially outside of the clinic?

Tammy Bennett (13:06):
Absolutely. This is what I love about the diversity of this test. It doesn't have to happen in the typical brick and mortar clinic setting. Because these are CLIA waived, you can provide these tests at outside testing events, such as health fairs, STI testing events. And then if a positive result occurs, you can either have them come back into the brick-and-mortar clinic for confirmation testing and treatment, or in some instances, I have heard of them going ahead and drawing the lab and treating same day out in the community, depending on what staff you have available and resources.

Katherine Atcheson (13:47):
So, what else should clinicians and any other staff who might be using point-of-care tests be aware of when using these kits? Such as you mentioned earlier, the possibility of false positives or false-negative rates.

Tammy Bennett (14:03):
There can be some false positives or false-negative results with either test, and it's important to examine the pros and cons with these point-of-care tests. The pros is you're going to pick up on those infections the same day in clinic and you're going to be able to offer same-day treatment to reduce the barriers of having to come back into the clinic if the lab is reactive. However, sometimes you may treat a false positive. In our practice, it was the rate of syphilis infections that was rising so high that it was better for us to screen and catch infections the same day versus sending off the lab and then the patient being lost to follow-up later. I also believe that there's ways to overcome those false-positive tests with your clinic policy procedure and specific scripts that staff can use to explain to patients what's going on.

Tammy Bennett (14:52):
For instance, if your policy is to treat all pregnant patients with a reactive syphilis point-of-care test, at the same day, same time with Bicillin, there's a small chance you may give Bicillin to a false positive. Each clinic must decide if it's more important to risk giving the Bicillin when it's not needed, or risk a pregnant patient walking out of the clinic and then being lost to follow-up when that lab comes back and it's positive, then we have a potential congenital syphilis, and worst case is a pregnant person can lose that infant or child. So, we want to take every opportunity possible to treat when we can. Regarding the window period or time when a patient's infected until the antibody shows up in the blood, it's similar to any treponemal screen, whether that's a send-off lab or a point-of-care test.
Tammy Bennett (15:49):
Sometimes it can take three to four weeks after the exposure for antibodies to be detected in the bloodstream. Similarly, the primary sore or chancre, it may take 10 to 90 days to develop. So, it's possible for a patient to have early primary syphilis, but the treponemal screen still be non-reactive because it's just too early to pick up on that treponemal antibody. If the patient has symptoms, we go ahead and treat for syphilis, and then rescreen in three months. However, by the second stage of syphilis, if you see more of that generalized symptoms, like a rash, the lymphadenopathy, or other symptoms, the treponemal screen will be reactive a hundred percent of the time if it is syphilis.

Katherine Atcheson (16:34):
So, moving on to same-day treatment, we've danced around it a little bit in your answers, but when would that be appropriate, whether or not that's used in conjunction with the point-of-care test?

Tammy Bennett (16:47):
That is a great question, and I think it individually has to be decided in each geographical location and clinic setting, depending on your infection rate within your community. Using the point-of-care test in people without a history of prior syphilis infection, it's a great tool, and it can be used for those who have symptoms, or who have been in contact with a person who has symptoms. It can also be a great tool to use if a person has unstable housing or is considered homeless, or for those people who have difficulty taking off work, or have a lack of transportation, and then especially also for those who are pregnant or are partners of pregnant persons. Just each clinic must look at their own circumstances and their own community to determine what priority populations would need that same-day treatment versus waiting on the labs to come back, and then bringing them back in for treatment.

Katherine Atcheson (17:51):
And somewhat related, I know there are also some places in the US that are using field-delivered treatment or directly observed treatment for syphilis. Can you tell us a little bit about that?

[bookmark: _Hlk164164651]Tammy Bennett (18:04):
Yes. In certain states, there has been significant access to care barriers, which causes our patients to have limited access to clinics, the clinic locations, transportation, and other issues. And two programs I've been personally involved with, one was Syphilis... It's called SHOT, Syphilis Home Observed Therapy. And that program was where a disease intervention specialist and an STI-certified registered nurse pair up and they grab their go gear and they go out to the pregnant person's home. And in that home, they can draw blood for syphilis testing or titers, they can give Bicillin, they can do education during the 30 minutes they're waiting on the Bicillin to make sure that there's no reaction. There's just certain parameters that have to be met in order to be included in the SHOT program. It's just real important to have cellphone reception so that if anything does happen, that nurse can go ahead and call for EMS service.

Tammy Bennett (19:07):
And also, in the go bag, I call it the go bag, it's a backpack that has everything you need, we have an EpiPen and some Benadryl, so if something happens, we can go ahead and administer the Epi while we wait on EMS. To my knowledge, that's never happened, but we have it just in case it does. The second program that I've worked with is called the Direct Delivery of Bicillin, and what we find is that OB providers, they rarely use the syphilis treatment of Bicillin. So it'll just sit on the shelf, and then it expires, and it's expensive. And so if we find that a pregnant person has syphilis and needs treatment, what we can do is go and take the treatment to the OB provider so that they can deliver the treatment as the pregnant patient comes in for their visits every week. That allows that pregnant patient to only have to go to one location for not only the OB care but the Bicillin delivery instead of having to go to two different places.

Katherine Atcheson (20:11):
And when would same-day treatment or field-delivered treatment not be an appropriate path to take for a patient with syphilis?

Tammy Bennett (20:21):
So, some of the exclusion criteria for us was if we could not get good cellphone reception, or if for whatever reason, they had a volunteer EMS, fire department type scenario. We wanted to be able to call and know that someone was coming on the way within a minute. We would also not provide that same treatment, of course, if anybody was allergic to penicillin, or if there was a question of an allergy to penicillin. But as far as barriers to providing the medication to the OB's provider office, there wasn't any barriers there. We just got the word out. And then when the OB provider needed the medication, the DIS would arrange with the nurse to take it out to them and be ready for the patient when the patient came in for their appointment.

Katherine Atcheson (21:09):
Because the US has been experiencing an unprecedented surge in congenital syphilis cases over the past decade, how can same-day testing and treatment be used to specifically target and prevent cases of syphilis or suspected exposures in patients who are pregnant, who may become pregnant, or whose partners are pregnant or may become pregnant?

Tammy Bennett (21:34):
Great question. So, I believe that screenings or STIs are so important for every single individual, but especially important in all persons of childbearing age. So, the gold standard is that each time a patient comes into a clinic, whether it's primary care, pediatrics, specialty settings, like OB-GYN, or an STI clinic, or a Title X clinic, each visit is an opportunity to screen for STIs and offer that STI-reduction counseling. So use every opportunity that they're there for opportunistic screening and counseling. I'm not sure if you know this, but according to the National Professional Guidelines, the CDC, the American Academy of Family Physicians, US Preventive Services Task Force, the American Academy of Pediatrics, and the American College of Obstetricians and Gynecologists all recommend performing a sexual health assess.

Tammy Bennett (22:37):
And in order to prevent STIs by assessing the individual's sexual behavior risk, and then screening for STIs during routine clinical encounters, it's recommended to use the CDC's five P's, which is partners, practices, past history of STIs, pregnancy and prevention. And that's the best way to help identify sexual risk behaviors and offer the STI risk-reduction strategy counseling, lab screening, and let's not forget offering pre-exposure prophylaxis or PrEP to help those at risk for HIV infection. If your clinic is not performing the gold standard of performing the sexual health assessment at each visit, then perhaps routine screening for all clients annually can be incorporated. STI screening includes syphilis and HIV should always be done with each pregnancy test that's performed because if there's a risk for pregnancy, there's probably a risk for STI acquisition as well.

Katherine Atcheson (23:37):
While we've had a very informative discussion, there's always more to learn. So where would you recommend that clinicians go in order to learn more specifically about point-of-care testing and same-day treatment or field-delivered treatment and ways they can implement one or all of these in their own practices?



Tammy Bennett (23:59):
I am so excited about the CTC-SRH Toolkit. It'll be coming very soon and will be on our website. Again, there's going to be sample policy and procedure templates that you can modify to fit your clinic's needs. There's going to be job aids, algorithms for traditional versus reverse screening algorithms, how to stage syphilis. And a very important opportunity is the ability to participate in a syphilis interactive webinar to understand this puzzle of an infection. Because once you learn to put the puzzle pieces together, then syphilis screening, staging and treatment is not near as difficult or scary. In the meantime, while we're putting all this together, CDC has information on point-of-care testing, including a literature review of the studies performed using the point-of-care test. And you can also find information on Syphilis Health Check at diagnosticsdirect2u.com, or you can find the DPP HIV-Syphilis test at chembio.com.

Katherine Atcheson (25:04):
Before we say goodbye for the afternoon, what would be your top takeaway for our listeners, the one thing that they should remember as they return to their clinical practices going forward?

Tammy Bennett (25:17):
I think my top takeaway would be, number one, don't be afraid to screen for syphilis. There are resources to help you. And if you just screen, then the state health departments have local disease intervention specialists to help us with record searches to determine if it's an old or a new infection and be able to provide the last titer. The CDC also funds a national network of STD Clinical Prevention Training Centers, which include eight regional prevention training centers, and they all provide a clinical line for assistance. You can go to N-N-P as in Paul, T as in Tom, C as in cat, .org to see the regional training center for your state and the contact information. And then finally, you can reach out to cdcsrh.org and I can help you find an expert in the field of syphilis screening and management. And the last takeaway, to overcome the syphilis epidemic, it's going to take all providers in every clinic screening for syphilis to overcome what many providers thought was eradicated. We can overcome, we can work together, and we will make a difference.

Katherine Atcheson (26:27):
Indeed, we will. And thank you so much for joining us today, Tammy, and for sharing your time and expertise with our listeners. For previous podcast episodes, search for Clinical Chats or subscribe to our show on iTunes, Google Podcasts, Spotify, or wherever you listen to podcasts. For a transcript of this podcast, as well as other online learning activities and continuing education opportunities, please visit our website at www.ctcsrh.org. While you're there, you can sign up to receive our newsletter, Clinical Connections, at the top of the page. You could also follow the Clinical Training Center for Sexual and Reproductive Health on X, formerly Twitter, @CTCSRH, all lowercase and on LinkedIn. The CTC-SRH is funded by the Office of Population Affairs to provide continuing education, training, and technical assistance to Title X grantees, sub-recipients and service sites, and is supported by DHHS grant number five FPTPA, 006031-03-00.

Katherine Atcheson (27:36):
This podcast is intended for informational purposes only and does not constitute legal or medical advice or endorsement of specific products. Opinions expressed herein are solely the views of the speakers and do not necessarily reflect the official positions of the Department of Health and Human Services, or DHHS, Office of the Assistant Secretary of Health, or OASH, or the Office of Population Affairs, or OPA. No official support or endorsement by DHHS, OASH and/or OPA is intended or should be inferred. Theme music written by Dan Jones and performed by Dan Jones and The Squids. Other production support provided by the Collaborative to Advance Health Services at the University Missouri Kansas City School of Nursing and Health Studies. And finally, thank you to our listeners for tuning in today. We hope that you'll join us next time for another episode of Clinical Chats.

