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JAQUIS CASE STUDY V-BLOG 1:

Look at this rash! I am a hot mess. I’m done with this toxic crap.  Other countries are banning these chemicals in salons, but in the good old U.S. of A. we got no problem exposing stylists to formaldehyde and God knows what else.  I’m calling OSHA on their asses.
And while I’m at it, who can I call to get some insurance? I am stuck going to urgent care to get something for this and to get a note I can throw in their face. 
Hope there’s something that can clear this up quick.  Jonathan has been hinting that he wants to ‘put a ring on it’.  And nothing, I mean nothing, is going to spoil that special moment.
THEO: Hmm, a rash on the palm of his hands? The result of haircare products. Child please. Miss Phyllis has visited. That’s what they call syphilis in my office. She is visiting unless proven otherwise.

TERRENCE: You think so?

THEO: Mm mm, I see this all the time. And you know Miss Phyllis, she travels with a pack. That pack usually includes gonorrhea, chlamydia, and HIV.

TERRENCE: Well that’s why we’re here. So, the goals of His Health are to increase the capacity, the effectiveness of providers in addressing Black MSM care across the entire health care continuum. And so, I’m excited to have you here today. Thank you for joining us again. 
So, for far too long Black MSM have been solely responsible for their health care. And so, we know that contrary to what other people believe, Black bay -- gay men actually care about their healthcare. And so, His Health is all about changing the narrative. 

And so NASTAD is really wanting to work with providers to help them consider other opportunities around how they can engage their patients and make them really think about how their can engage their patients beyond just HIV care.  And so, Black gay men need to be affirmed. And so, thank you Dr. Hodge for joining us. May I call you Theo?

THEO: You certainly may.

TERRENCE: For this 2.0 advanced module on PrEP.

So, this module will go over the following. The continuing need for PrEP among Black MSM. Some PrEP basics. If you can do an overview from the 1.0, that would be fantastic. And then finally, PrEP findings in the real world.

Once you complete this module participants will be able to discuss the ongoing need for PrEP among Black men who have sex with men, be able to talk about some of the supportive evidence for PrEP efficacy found in real life in terms of research, and then also some demonstration projects. And then finally identifying disparities in PrEP, both in terms of eligibility and also utilization.

TERRENCE: So. Theo let’s go ahead and get started. So, we have recent data that suggests that incidence in terms of HIV in the US has decreased over the last few years, and so can you walk us through this?

THEO: That’s right Terrence. Since the mid ‘90s when the annual HIV infection rate was around 50,000 a year we’ve seen nearly a 20% decrease in overall infections here in this country, down below 50,000 actually. However, you know, there is one transmission risk group that did not experience that overall decrease in infection, and that’s MSM.
And actually the 25 to 34 year olds, they had a 35% increase in infection over that time period. And of course, when you look in the community of MSM, who is leading the rates of infection? It’s African-American MSM.

Now, in March of 2016, the CDC based on current rates of infection actually stratified lifetime risk among MSM, and what they found, is that MSM have a 1 in 6 chance of acquiring HIV infection in their lifetime. That’s overall. And when we look at white MSM they have a 1 in 11 chance of acquiring infection, Hispanic MSM 1 in 4. And finally, when we get to Black MSM, 1 in 2, lifetime rate of acquiring infection. That is 50% of all Black MSM are expected to become positive in their lifetime.

TERRENCE: Okay Theo, let’s –- let’s hover over this for a moment. Because this is a really controversial topic and this particular data point, this 1 in 2, and so there are ways in which this particular information can be stigmatizing and so we know that research suggests otherwise. So, can you talk a little bit about this number?
THEO: Well Terrence, it is multifactorial. There is never one reason why you might see an increased incidence among that population. But I can tell you that sexual networks play a major role. And the bottom line is that Black MSM tend to have sex with Black MSM. And if you have a higher rate of infection in a community, and that’s the only community that you’re having sex with, your rate of infection goes up. 

Now there are other factors of course, not just sexual networks. And we see that in the Greg Millett research, which states that Black MSMs are less likely to have health insurance, initiate combination antiretroviral therapy, adhere to antiretroviral therapy, or be virally suppressed than other HIV positive MSM. 

And then you have the structural barriers such as unemployment, incarceration. These all contribute to the high risk of HIV infection among Black MSM.
TERRENCE: All right, so we know that we have a prevention arsenal, a toolbox, and we know we have the tried and true condom, we know that it works. We have an emerging biomedical prevention toolbox. Last year you did a module overview. Can you do a quick recap for the audience?

THEO: Sure. So Truvada, that’s the pill of the hour here, is a fixed dose combination of two medications –-that’s emtricitabine and tenofovir disoproxil fumarate. In 2012, Truvada was approved for PrEP in combination with safer sex practices to decrease HIV acquisition in adults at high risk.
The landmark study that actually got PrEP approved for MSM was the iPrEx Study. We did look at the study in more detail in Module 1, however let me give you a brief review.

The iPrEx Study was a randomized, double blind, placebo control efficacy and safety study with 2500 HIV negative men pulled from South America, South Africa, Thailand, and the United States. In this study, men were randomized in a 1:1 fashion to either receive placebo or Truvada. The endpoint was HIV acquisition.

So, at the end of the study what you saw when you were comparing placebo to the Truvada group, you had a 42% relative risk reduction. 

Now some people might say, whoo whoo, what’s the big whoop about 42%? Well let’s get down to the details and we will look at just the Truvada group, the people who actually received Truvada.
Now when you looked at people who took their medication versus people who did not, there was a 92% relative risk reduction. That my folks, tells you that when you take the drug it is much more likely to work. It won’t if you don’t. 

And in terms of the update for this module, we have the PrEP OLE study. And what you can see here is that when you took Truvada every single day, you had 100% relative risk reduction of acquiring HIV. All about adherence. Adherence, adherence, adherence.
TERRENCE: So, you know, Theo on this particular graph here it’s interesting because it talks about efficacy at seven pills, but it also says efficacy for four to six in terms of dosage. Can you talk about that? Which is it?

THEO: Well you know what. That is so nice you caught that. But here’s the deal. The data is the data so I can’t argue that these people did not have high rates of protection when they took four to six pills. But Truvada is approved for daily usage. And so, for the health care providers listening to this, that’s your goal. Seven pills a week, daily. That is how Truvada is approved. 

TERRENCE: In the first module, you did quite a bit of overview in terms of guidelines around PrEP. And so, can you do again another quick recap on this?
THEO: In May 2014, the CDC set out guidelines that said that all men and women who were at high risk for acquisition of HIV infection would be eligible for PrEP. But specifically, let’s look at MSM. 

MSM were eligible if they were not in a monogamous partnership with someone who had recently tested HIV negative and at least one of the following: Any male sex partners in the past six months. Any STIs in the last six months. In an ongoing sexual relationship with a HIV positive partner. Or a history of inconsistent or no condom use – which I can tell you in my practice happens all the time. Any anal sex without condoms (receptive or insertive, so that hits the top) in the past 6 months. A commercial sex worker. Or finally, living in a population where the HIV incidence is at least 2% a year. 
And finally, of course before you ever think about starting PrEP, please make sure acute or established HIV infection is absent. And although the CDC guidelines are the gold standard, there are evolving strategies to address patient health and safety. Once eligibility is determined please see Module 1 for the evaluation before, during and after PrEP.
JAQUIS CASE STUDY V-BLOG 2: 
Oh – my – God. I’m so mad. Why couldn’t they just give me something, anything. They’re always trying to over-complicate things. Said that it might be syphilis – something to with my feet – I don’t think so! That is dirty.
They ran a bunch of tests - took blood and samples from everywhere – and I do mean everywhere –  Now I have to wait for those come back before I can FINALLY get something for my hands.
As I’m leaving they asked if PrEP was something I would be interested in?  Ha! Please! - I have been there, done that - before Jonathan. I don’t even know if PrEP worked. They kept asking me, reminding - condoms, use condoms, condoms - blah, blah, blah. I always used condoms before Jonathan, okay. 
These doctors, they’re always pushing pills – even when you feel fine – use a pill.  Just like that Tuskegee nightmare - they are using us for their experiments.  Data, statistics - I am not a statistic. Swallowing that stuff is unnatural – probably more toxic than the stuff that’s messing with my hands.
TERRENCE: Jaquis has doubts. So, if he was your patient, what would you tell him in terms of evidence around PrEP?
THEO: I would tell him Terrence, look, Jaquis, we do have mounting evidence, both in clinical trials and in real life, that PrEP works. So, if you look at the slide you have before you, you see that there are high rates of actual efficacy – meaning the drug works – in those people who take it. And I cannot emphasize enough, if you take it you have these high levels of efficacy. But if you don’t take it, it ain’t going to work.

TERRENCE: So, I want to focus in a big on this graphic. There’s a study here at the bottom that talks about PrEP on demand. Earlier you talked about 100% efficacy, 7 tablets. But we see 86% here. So, can we talk a little bit about that?

THEO: Okay, so everybody loves to bring this to my attention, especially my patients. And they, “I heard from so and so and so and so…” But here’s the deal. 
The IPERGAY Study, which was on demand PrEP. The way it was set up is if you took two doses of PrEP 2-24 hours before your sexual act. And then you took the third dose 24 hours later. And then the final dose which was the fourth tablet 24 hours after that. You had, as you can see, 86% efficacy in actually reducing the risk of HIV infection. And that was nice. But in the US of A, as of May 2017, Truvada is approved for daily use-age, not on demand.

TERRENCE: So, let’s talk a little bit about uh clinical trials again. Because we know that there’s some let’s say artificiality around clinical trials. And so, let’s slide a little bit into real life in terms of PrEP.

THEO: Okay well let’s talk about that. Let’s look at the Demonstration Projects, which is PrEP in real life.

There were 32 international PrEP demonstration projects in 16 countries. Well about 8500 patients. Um, and what you noted that there were 67 conversions with an overall rate of .95 per 100 person years. And in 17 of the 32 projects there were no HIV conversions. None.
So, let’s turn to our first highlighted demonstration project from the United Kingdom, the PROUD Study. In that study, there were MSM from 13 sexual health clinics that entered the study HIV negative and were randomized to receive either immediate PrEP or be deferred for 12 months. So, they entered one or the other. 

And at the end of that particular study what you saw is that there was an 86% relative risk reduction of HIV acquisition among those who immediately got PrEP versus those who were delayed. 

TERRENCE: So, Theo, let’s talk about this for a second. We know that there’s MSM risk in terms of age and also race and ethnicity particularly. What about PrEP for them?

THEO: Well there’s a number of studies that actually ask that very same question.

So, we turn first to the ATN 110 Study and that was a pep… PrEP demonstration project and safety study for young MSM 18 to 22. And the bottom line for that study is that there were very few people who discontinue because of adverse side effects. And in terms of adherence, well, adherence fell for everybody, but interestingly enough, the people that were most adherent were the people that were at highest HIV of HIV acquisition. 

In the ATN 113 Study it was very similar to ATN 110 except this actually involved adolescents. And the outcome of the study you found that adherence fell dramatically in that over half of the people actually discontinued. And not because of adverse side effects. What was highlighted is that adolescents who actually really, really do need PrEP, they actually probably need more frequent adherence support.

And then finally, we turn to the HPTN 073 Study. That looked at PrEP uptake and use for Black MSM in Washington, DC, Los Angeles and Chapel Hill. About 200 people entered this study and 79% of those actually accepted PrEP and counseling sessions. 
What you noted at the end of 12 months is that 92% of the participants actually completed the use of PrEP. There were very few seroconversions and those who did seroconvert once again you noted low levels of PrEP in their blood.

TERRENCE: Theo, let’s hover there for a second. The evidence is mounting and so, let’s circle back to Jaquis. Why condoms if the sort of efficacy for PrEP is so strong? Can you talk about that?

THEO: Okay because this comes up all the time in my practice. People are like “Why, why are you trying to get me to wear this condom?” And I keep reminding them that Truvada for PrEP was approved to be used in addition to safer sex practices, not in lieu of other safer sex practices. 

But the case that I’m looking at now, that actually was presented at a scientific meeting earlier this year and it was a 50-year old MSM who actually was very adherent to his PrEP. He came into the study, um, well he came into his doctor’s office I should say, and at months 1 3, and 6, he was HIV negative and he had reported high levels of PrEP.
Now this is an interesting patient because during his PrEP use he had three episodes of STIs, and he reported 30-70 anal sex partners per month. And after that during, you know, it was probably at eight months of PrEP use, he presented to his doctor’s office with an acute onset of fevers and chills and a sore throat.

When we look at the use of PrEP one of the guidelines will say, if there is any suggestion of acute HIV injection you must, absolutely must, stop the drug. And that’s what happened here. They stopped the drug. Now remember this patient had been taking his PrEP. They noted HIV RNA was detected 3 weeks after his PrEP was stopped and he actually went to undetectable, um, when he was placed on a full antiretroviral regimen. 

And there were no mutations. There were no mutations noted. There was no resistant PrEP here. So, this was actually an example of somebody who was actually taking their PrEP every day, had adequate levels – so it was proven that he was taking his PrEP every day – but he still developed HIV infection. That was thought to be because the Truvada was simply overwhelmed by so much HIV infection. 

So, you know, there’s only been like three cases that have been reported in the literature. These were outliers. The first two cases actually had resistant PrEP. This is the first case we’ve had where there has been no resistance in the acquisition of HIV.

So, it’s an outlier. This is obviously not the norm. But it still emphasizes that PrEP was meant to be used in addition to safer sex practice, which does include consistent use of condoms.
JAQUIS CASE STUDY V-BLOG 3: 
I don’t know whether I should laugh or cry.  The good news is I don’t have HIV. The bad news is the stuff on my hands is syphilis and I tested for some other stuff, too.
And the worst of it all is that Johnathan is HIV positive and has been hiding it from me.  He denied it at first, but then when all the truth came out he was crying, “I’m sorry baby. I was scared, scared to tell you, scare you’d leave me.”
How could he put my life at risk like that? He should have been man enough to come to me and tell me what’s up. I’m so mad, but I love him too. And I’m not going to leave him.  He needs me, now more than ever. I need him too. 
The doctor gotta put me on PrEP - get those pills!   But I ain’t no ‘ho’, like Ms. Resting on Pretty over there in the salon chair –  PrEP this, PrEP that.  Oh please.
And who’s going to pay for these pills? I STILL don’t have insurance. It doesn’t matter. I can’t be bothered to remember to take a pill everyday anyway.
TERRENCE: Okay, so Jaquis is clearly a candidate for PrEP, but he’s reluctant and so is this a common problem that you see?

THEO: It is a common problem that I see. And in terms of who is eligible for PrEP, the CDC actually did some national database analysis and when they looked at the various transmission groups they came up with a total of about 1.2 million people who are actually eligible for PrEP. 

Now in terms of the numbers of people who are actually on PrEP. You’ll see there’s probably about 80,000 people who are on PrEP. When you stratify by gender the majority are men. Within each gender when you stratify by ethnicity, the majority are white, which means that the populations most affected by HIV have very low utilization. We need to change that.
Now in terms of where the infection is versus where people are actually on PrEP, it’s the southeastern part of the country that is most affected by HIV. But it’s the northeastern part of the country that seemingly has many, many, many more PrEP prescriptions. You also have Texas in there, and you’ll see California and Florida and Georgia in there as well. 

But again, there is this discrepancy between where we have our infection and people actually being on it who absolutely need it. 
TERRENCE: So, Theo, let’s talk a little bit about, and maybe you can share, what does PrEP utilization look like among communities where there are high numbers of MSM?

THEO: Okay, let’s talk about that. In San Francisco, Grant and colleagues actually say, “okay who here in this city is eligible for PrEP?” And they came up with 16,000 folks, of which 15,000 were MSM. And what they noted is that only 31% of those folks who were eligible were actually on PrEP. 

TERRENCE: So clearly there’s more work to be done here. 

THEO: Clearly. And in New York City where they actually looked and surveyed oh about 2,000 MSM over a period of time, and they asked them:  Are you on PrEP? What do you know about PrEP? 
Only 7.2% of MSM were on PrEP. And of those people who were on PrEP they were more likely to be less than 30 and educated, as well as white. 
This goes to show in those populations that are most affected by HIV, that they simply aren’t aware of a drug that can help prevent HIV acquisition. So, we need to have more community based program to get them out there and let them know.

There are a number of investigational compounds being studied or considered for PrEP. In addition to new PrEP compounds there is research looking at how formulations and delivery systems can be developed to support adherence and increase efficacy. You can find more information in the resource materials.

TERRENCE: So, Theo, you have provided a lot of information in this module and so to close us out I’m wondering if you can just share some high-level, sort of top-line messages that a person who’s watching this might want to take from this hour-long discussion.
THEO: So, let me summarize this module with four take away points. 
Number one. The HIV epidemic continues to rage with one in two Black MSM expected to become positive in their lifetimes. Action point: Healthcare providers who care for any MSM of color must be made aware of this devastating reality.

Fact number two. Truvada for PrEP has been shown to significantly reduce HIV acquisition when taken on a daily basis and used with other safe sex practices. So, the action point here is that we need to educate healthcare providers about this powerful biomedical tool and it is essential in having PrEP prescribed.

Three. While there are high numbers of eligible candidates for PrEP, utilization remains low. So, the action point here: Healthcare providers please not only should you obtain a sexual history in the setting of a sexually transmitted disease, but you should also be taking one in the setting of a routine physical examination. Know if your patients are candidates for PrEP and use that knowledge to increase utilization of the drug. 

And finally, there are new agents for PrEP on the horizon. So, the action point here is: Providers, continuously educate yourself on the upcoming options for PrEP.

So, in closing I really want to remind the CME participant that it is the ultimate goal that you have to enhance or maintain the health of the patient. Now that you have participated in this CME, you are now armed to go out and uplift the health of the Black MSM patient. And in doing so you become an integral part of ending the HIV epidemic.

TERRENCE: Well Theo, I want to thank you again for joining us for this 2.0 PrEP Module and really appreciate the knowledge that you’ve imparted upon us and the participants. 

THEO: My pleasure.
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