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Introduction Demographics How the Trial Was Described Willingness to Participate Preference for Study Arm

HIV-infected men and women are at elevated risk for developing anal Fa(1=2¢1)  Surey (n=259 e calld uman Pplemaut, or HPY, causes some s of cnces, rluing Assuming you had HSIL (high grade anal abnormalities Pre- and Post-HSIL Diagnosis
cancer. The AIDS Malignancy Consortium is Conducting a five-year \S{zzable I\Cﬂi’[lzgory 2’8]2 82/08 2’;1 7;/°9 l!],OOObHIV-infec:jelol people per year, although rates of anal cancer in the United States that could progress to anal Cancer), what is the likelihood
. . . . : ave been steadily increasing in recent years. i . .
randomized, controlled trial to determine whether treatment of anal Female 42 172 57 221 Anal cancor oan be fatal, If not found early enough, it can sometimes be successfully ;hat Y%U (\;V’?U'd enroll in the study that has been We surveyed 20 new UCSF clinic patients (19 male) at
: _ : : : : Age 35-39 31 12.7 34 13.2 treated with drugs and radiation therapy, which can cause serious side effects that could escripedq - I K iNit
high-grade squamous intraepithelial lesions (HSIL) can prevent anal oo o6 i 10 oo 1231 for years, Whon anal oancer is detacted &t its sarlivst stages, thore 15 arowing two points: time 1 was after initial exam but before HSIL
cancer. HIV-infected men and women over 35 will be screened and 50-59 75 307 76 295 evidence that t can be removed with a simple surgical procedure., 100 diagnosis, and time 2 was after receiving HSIL diagnosis.
. : . : ometimes can cause abnormal changes in anal tissue. A doctor might insert a - - : .
thOSG Wlth anal HS”— will be randomly aSSIQned to have thelr HS”— Race/ethnicity S\?k-:tg ;i 348.95 ;2 377'42 finger into the anus and feel for possible Iargergabnormalities, such as warts Sfl)r cancers. 95 87'1 % Ilkely or Very Ilkely AmOng thIS pOPU|at|0n WhO eXPeCted treatment, When
: : : : _ _ ' ' Another kind of smaller abnormality in anal tissue that might not be felt is, called "high i i i
remove.d (mterveptlon arm) or not rgmoved (monitoring arm ). Both African American 100 41 87 337 arade squamous intraepithelial lesions.* or HBIL for short. HSIL is more ikely than not to 0 asked which arm they would choose |f_ they hac_j a choice,
arms W|” be mon”:ored for progreSSK)n to cancer at regular |nterva|s for H|§pan|c 3 47 19.3 58 22.5 turn into anal cancer. Nearly half of HIV positive men over the age of 35 have HSIL, and ‘there was a Strong preference for '[he Intervention arm.
. . . . . Asian/Pacific Islander 0 0 2 0.8 10% of HIV positive women have HSIL. As HIV-positive people live longer thanks to HIV 85
five years, and cancer incidence in the two arms will be Compared. Native American 0 0 4 16 medications, their risk of developing anal cancer has increased.
. HIF HPRE i One way to detect HSIL is to insert a swab an inch or two into ] 80
The present StUdy Used mlxed methOdS tO aSSess WlllmgneSS tO ]O|n Ed I1V:|xhed racC:le | 0 g :II18 4.3 the anus, swirl it around to collect cells, and test them for any 80
I I I I ucation th grade or less 0 ! abnorma’lities This is called an “anal P:ap smear,” which is
- - ) : : i 70
the proposed.flve year trla! among HIV-infected men anc_i Wor.n.en In 20 High school/GED 8 32 30 11.6 similar to a cervical Pap smear used to screen for and prevent / ™
cities and patlentS presentlng to the UCSF Anal DySplaSIa Clinic. 'Sl'rade SCROO| 905 3§9 ;g 357.86 ce_rvi%altca?cerljlré\llxll_orﬁen.An anal Pap smealr ca;]hsometir?es | 70 - 60
ome college : : miss detecting , however, so even people with normal ana
College graduate 30 12.3 62 24 Pap smear results are usually recommended to have them 65 50
IVI th d Graduate degree 13 53 35 13.6 repeated again every year. People with abnormal Pap smear
e O S results are recommended to have their anal tissue examined i 40 " Pre-HGAIN
| annog?o 000 803 304 519 202'49 with a procedure using a microscope. This procedure is known 60 Men Women White African Hispanic = Post-HGAIN
] . . ncome naer 10, ' as "high resolution anoscopy," or HRA for short. Ameri P 30 ost-
Qualitative Focus Groups and Interviews 2; 8888 : 2; gggg 78 32 86 333 e e HEA oo Y merican
, - , 30 12.3 32 12.4 ) efore the procedure, a small clear plastic tube called an 20 I I
: - o8 "isi ted into th , and the clinici Il /“ . . | o
= 30 Focus Groups with HIV+ men and women (n=241) were 228,888 _ iig,ggg 173 gg ?; 169.65 ‘ nfggiﬁ;‘r’]z SJQ???@ ‘ g‘“zolp%:g:sef{‘? |ooi?$?§5nal:;iiri:|ma If you think of it, we're sitting here today be.caEJse someone took 10 -
video-recorded and analyzed using Transana software to $50,000 or more 13 53 29 112 | o B ot o oo ’:Eose eﬁpet”mle”ta' O.'tr P and Sonzjetbcl’(dy didn. Ar.‘lcl” bedc?i‘(se 0; ]
explore views on participation in medical research and Unknown 17 / 8 3.1 confirm whether or not HSIL is actually Ereys'em_ it f,’f;f’ ° Sf;;bgi}; ﬁias fg‘;{,“ftwa}ﬁ,la@) o Y OnG PIT, SRE T ’ Monitoring Intervention Not Sure
- . . . . . . . Time HIV+ < 12 months 12 4.9 7 2.7 , : , : \_ '
Screening women with cervical Pap smears, followed by treatment of high-grade
Wlllln.gr.]e.SS to jOln thIS SpeCIfIC trial ($50 InlCentIVG). o :33 years gi 1:838 gg 122 lesions, is the standard procedure of medical care for women. This method has been i . o - o
= -9 years : : - - - - . - - - -
25 cI|.n|C|ans_and case workers were emeyled a description (_)f > ¥ g 3 w9 & 18 proven fo ﬁéenvft?;rﬂfi ?C?esliensezfrcgiglrﬁﬂecn%r;ggréggll|§Z:zrr\r/]|g::SPtszirrr;eeir?érh;)r\:vde\r/]:b Enthusiasm for participating in the trial was high across Pesplt_e ’[hl:), 7Q (o report_ed that they V\_/ould be “likely or
the trial and interviewed by telephone using a structured guide 20+ years 7 316 84 326 orevent anal cancer. all genders and ethnic groups, with 51.5% of participants very likely” to join the trial and potentially be randomized
to assess willingness to refer patients to the trial ($100 Unknown 0 0 1 0.4 Although many experts believe that —— expressing equipoise about randomization. Of those to the monitoring arm. Diagnosis with anal HSIL did not
_ _ - _ _ removing prevents anal cancer, it has Sereened for HSIL y - :
incentive). All but one were willing to refer patients to the trial. not yet been proven in a scienifc study. | — — e with a preference, 71.8% preferred the intervention arm. affect w.llllngr)ess to enroll in the pro.pgsed anal cancer
HPV Knowl edg e s planning a modieal study to determine T — ~ prevention trial, but a few more participants expressed a
Quantitative Surveys foutine mrlesgcgn?gi reatment of iﬂz'H.v S Enated “I would like to be in the group with the tissue removed if | had a preference for the monitoring arm post diagnosis.
. _ _ 9 True/False questions about HPV were onIy asked of positive men and women. If proven. anal TR— nf Ittewemion — choice... becau:se tp remove a suspicious cancer cell | think is .
= 20 new patlents were recruited from the UCSF Anal DySplaSIa tici i ho had h d of HPV Pap smear screening of high-risk men and better than leaving it in your body to see if it develops further...Nip C I m
Clinic for a longitudinal survey about their willingness to :e,rt;]rvey %gr [cipants w 07 a evetr | tear ol g .th ;Vr%fgeeguvrve"g}dczregomeaSta”dard L Digal Rectalexam | |- Digial Rectal Exam |« it in the bud type thing.” (Female) y onciusions
participate in the study before and after HSIL diagnosis ($100 © MEdIan SEore Was 7 Corredt, 1iems missed the The study would include thousands of oo liroses) | |- By ireson = HIV+ men and women reported a desire to join the trial
incentive for 2 surveys) most (indicated in red) normalize HPV infection. particpants who have HSIL, which could . Blood Sample . Biood Semple th onlv sliaht variat % Iethnicit :
. ut will not necessarily progress to ana - HSIL Removed “ : : . : . T C : : WI N I variation r NICITV.
. 258 HIV+ S Partici tod f in 4 ASOs i | cancer if left untreated, Only particiants s s . ; | think a little bit of a qlsadvantage if you're just being monitored, | only S gl a_ ations by race/etnnic y
+ Survey Participants recruited from clinics an Sin Some types of HPV are related to developing anal cancer. T 84.4% with HSIL would be part of the study. All | [Cancer | [Cancer Cancer | [ Cancer 1| but you know, but that's what the study is. You flip a coin and = Main motivation cited was a sense of gratltude to
iy . . . ini i ot Foun oun Found Not Found 2 ”
20 cities completed online survey ($25 InCentIVG). HPV can be transmitted in ways that do not involve sexual activity. T 50.8% giretlgﬁ?vngsgm%lgg:Z(ar\ri?\rt]:rc\)/r:rlm}tli(?rfsg;?gfs:: ool LT *d 7 t wherever group you end up in...” (Male) preViOUS HIV research cohorts and altruism towards the
Some types of HPV can cause anal or genital warts. T 92.0% a monitoring group. Like flipping a coin, Referrfgiﬁofté‘vj;uaﬂon HIV Community_
. _ _ _ , o you would have a 50/50 chance of being and/or Treatment o Tell I I } ) ) ..
encouter HPV is the most common sexually transmitted infection. T 48.2% assigned to either group. |6|? /Io Ci):f Survey Par:LCIpai':nS Sfald ﬂ:jey Werde :Ikterl]y orvery = Even patlents dlagnosed with HSIL at UCSF clinic were
Anal cancer is only a risk for HIV-positive men. F 93.0% If you were randomly assigned to the intervention group, you would have your HSIL IKely 10 remain in tne Sstu IT randomized 10 the : T P
= veea ’ - " : removed with one of two methods, depending on the size, number and location of HSIL yt : y OverWhelmmgly W”Img to jOln StUdy'
. Anal cancer rates are rising among men who have sex with men. T 78.4% areas. One way is to apply an acid at 3-4 visits every 2-3 weeks. Another method of treatment monitoring arm. = Combined with Community-based outreach and
Torcnto Loyl . o is infrared coagulation (IRC), in which a probe is applied to HSIL seen and heat energy is ) . . .
v B 8 Focus GrOUpS There are always visible symptoms when someone has HPV. - 83.4% used to destroy the area. IRC may also need to be performed several times, usually at four- N\ education about the hlgh incidence of anal HSIL among
. = e jori . 2% hi ls. Both of th hod bleedi iscomfort, “ ' ' _ . :
A oL g The majority of women have HPV by age 50 T 38.2% month intervals. Both of these methods cause some bleeding and discomfort, but overall are |I fe.el fortunate that I'm Cfonstanjtly belng. screeneq and cleared HIV-infected men and women, recruitment to the RCT
m _ o . , usually well tolerated. -
St. Louis and Surveys Anal cancer is 0n|y a risk for peop|e who have anal sex. F 87.4% . L. It S Ilke, Okay QOOd, I dOﬂ t have |t And |f Someth|ng were tO Stal’t .
®  Wnston Salem If you were randomly assigned to the monitoring group, you would not have your HSIL o T B R [BEE a1 G Eh v (e mrains (e e should prove feasible.
T ] Surve S Onl areas removed, but they would be closely examined. Both groups would be carefully J P o g
B Do y y b monitored every four months and immediately referred for treatment if they developed anal caug ht? (Male) Y,
- They told me to wait a year and | was a little nervous... This was cancer. If the study researchers find that the group who has their HSIL removed (the -
idn' i intervention group) has significantly fewer cases of cancer after five years, the study would
. new to me and | didn't know how common it was and when | ntervention g rificantly fewer cases af cancer after five years, the study w un |ng
B Houston ol 8 . " elp establish new screening and treatment guidelines for a positive patients. e “p :
Tamea _heard It | -- it's scary. But when | found out and had el group who does not have their HSIL removed (the monitoring group) has the same or fewer I've been going to see my HIV (,:IOCtor, every three months for ten, _ _
B information | was able to calm down. And now | can wait and not cases of cancer after five years, the study would show that removing HSIL does not reduce eleven years...because | think it's my job for my health to do National Cancer Institute, # 5RC1CA14511 7/, Palefsky, Pl.
. worry so much.” (Female discussing her dysplasia diagnosis) ) ][ates of anal cfancer. At tthtir? poin(;[, v;/?hdofn't know which half of the study participants will have that.” (Male)
ewer cases of cancer at the end of the five years.




