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E X E C U T I V E  S U M M A R Y  

IRMA	was	founded	12	years	ago,	 in	2005.	Since	that	time,	there	has	been	an	enormous	amount	of	change	in	
the	field	of	HIV	prevention	research	and	in	our	world	generally.	On	a	positive	note,	the	remarkably	high	efficacy	
of	ARVs	 for	 prevention	has	been	demonstrated,	 both	 for	oral	 PrEP	 (now	approved	 in	 several	 countries)	 and	
through	 treatment	 leading	 to	 undetectability.	 By	 2017,	 the	 field	 had	 successfully	 completed	 the	 first-ever	
Phase	 II	 study	 of	 a	 rectal	 microbicide,	 a	 vaginal	 ring	 that	 prevents	 HIV	 among	 women	 was	 already	 under	
regulatory	review,	and	several	other	products	were	in	development.	However,	the	microbicides	field	is	under	
threat.	Given	 that	U.S.	 government	 funding	 bodies	 provide	 the	 bulk	 of	 global	 funding	 for	 rectal	 and	 vaginal	
microbicide	 research,	 the	 funding	priorities	announced	by	 the	National	 Institutes	of	Health	 (NIH)	 in	mid-late	
2017	(i.e.,	 long-acting	systemic	prevention	options	as	opposed	to	topical	on-demand	options)	could	spell	 the	
end	of	the	topical	HIV	prevention	field.		

IRMA	 and	 partners	 believe	 we	 need	 an	 array	 of	 prevention	 options,	 and	 that	 the	 development	 of	 safe,	
effective,	acceptable	and	accessible	rectal	microbicides	remains	an	 important	priority.	 In	order	to	map	a	way	
forward,	on	September	6,	2017,	IRMA	hosted	a	meeting	that	brought	together	30	researchers,	advocates	and	
allies	who	have	been	at	the	forefront	of	rectal	microbicide	research	and	advocacy.		

Using	 scenario	 planning	 methodology	 (see	 Part	 B	 of	 the	 report	 for	 details),	 participants	 catalyzed	 their	
collective	 insight	 into	 the	 future	 of	 the	 field.	 They	 constructed	 different	 scenarios	 in	 which	 we	 may	 find	
ourselves	 in	 the	 future	 and	 pondered	 the	 implications	 of	 being	 in	 these	 different	 scenarios	 on	 rectal	
microbicide	research	and	advocacy.	 In	 turn,	 these	discussions	were	used	to	articulate	 IRMA’s	 role	within	 the	
field	and	to	develop	the	arguments	that	would	be	used	in	a	sign-on	statement	to	the	NIH.	

1.	What	should	a	new	and	refreshed	IRMA	look	like?	

Participants	 clearly	 thought	 IRMA	 should	 stick	 around,	 saying	 we	 need	 her	 now	 more	 than	 ever.	 While	 a	
strategic	planning	process	would	provide	more	fulsome	answers,	the	meeting	discussions	nonetheless	yielded	
some	valuable	indications	about	where	IRMA	should	be	headed.		

Continue	IRMA’s	role	in	the	following	areas:	

• Advocating	for	a	more	diverse	funding	base	and	for	ongoing	research	into	new	products.		
• Supporting	the	continued	engagement	of	target	populations	in	research.	
• Combating	 stigma	 related	 to	anal	 sex	by	 raising	awareness	 that	 anal	 sex	occurs	 among	people	of	 all	

genders	across	all	regions	of	the	globe	to.		
• Focussing	on	pleasure	by	continuing	to	emphasize	that	topical	products	can	be	playful,	fun,	and	sexy—

or	facilitate	pleasure	indirectly—and	to	advocate	for	formative	research	to	develop	products	that	users	
will	seek	and	desire.		

• Advocating	for	access	to	existing	prevention	tools.		

Expand	IRMA’s	role	in	the	following	areas:	

• Pushing	 for	an	accelerated	multi-purpose	 technology	 (MPT)	 research	agenda,	and	 for	a	 collaborative	
mechanism	for	the	field	to	evaluate	which	products	to	move	forward.		

• Advocating	for	robust	data	to	define	the	niche	for	rectal	microbicides—what	are	the	needs	and	where	
are	the	gaps?		

• Broadening	IRMA’s	mandate	to	include	both	rectal	and	vaginal	microbicides.		

2.	Statement	to	the	NIH	

Using	the	key	arguments	articulated	by	meeting	participants,	 IRMA	developed	a	statement	to	the	NIH.	 IRMA	
broadly	 circulated	 the	 statement,	 sought	 endorsements,	 and	 encouraged	 others	 to	 submit	 their	 own	
comments	 to	 the	 NIH.	 By	mid-November,	 the	 statement	 had	 been	 endorsed	 by	 124	 organizations	 and	 244	
individuals	from	all	parts	of	the	world.		 	
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M E E T I N G  B A C K G R O U N D ,  O U T L I N E  A N D  O B J E C T I V E S  

IRMA	was	founded	12	years	ago,	 in	2005.	Since	that	time,	there	has	been	an	enormous	amount	of	change	in	
the	field	of	HIV	prevention	research	and	in	our	world	generally.	

The	 remarkably	 high	 efficacy	 of	 ARVs	 for	 prevention	 has	 been	 demonstrated,	 both	 for	 PrEP	 and	 through	
treatment	 leading	to	undetectability.	 In	2012,	 the	U.S.	FDA	approved	FTC/TDF	as	PrEP	with	several	countries	
approving	PrEP	since	then.	The	field	successfully	completed	the	first-ever	Phase	II	study	of	a	rectal	microbicide	
a	few	years	later.	In	2016,	a	vaginal	ring	was	shown	to	prevent	HIV	among	women	who	used	it	consistently	and	
correctly.	Both	a	long-acting	PrEP	injectable	and	a	vaccine	regimen	advanced	to	large	efficacy	studies.	In	2017,	
several	other	products	are	in	development,	including	rectal	microbicide	candidates	that	are	based	on	a	range	
of	active	 ingredients	and	 formulations,	and	multi-purpose	vaginal,	 rectal	or	dual	 compartment	products	 that	
may	protect	against	a	combination	of	HIV,	other	STIs	and	unintended	pregnancy.	Some	of	 these	options	are	
non-systemic,	non-ARV-based,	and	could	be	used	on-demand.	

In	2017,	Donald	Trump	began	his	term	as	U.S.	President.	Against	this	backdrop,	and	as	the	NIH	undertook	its	
seven-year	 cyclical	 re-examination	of	 funded	 research	networks,	 it	quickly	became	obvious	 that	 flying	under	
the	 radar	 and	 avoiding	 draconian	 funding	 cuts	may	 be	 the	 best	 the	 field	 of	HIV	 prevention	 in	 general—and	
rectal	and	vaginal	microbicides	in	particular—could	hope	to	achieve	in	the	short	term.	This	would	be	no	small	
feat.	Given	that	U.S.	government	funding	bodies	have	provided	the	bulk	of	global	funding	for	rectal	and	vaginal	
microbicide	research,	the	funding	priorities	announced	by	the	NIH	in	mid-late	2017	(i.e.,	 long-acting	systemic	
prevention	options	as	opposed	to	topical	on-demand	options)	could	spell	the	end	of	the	topical	HIV	prevention	
field.		

Even	 if	 the	 worst	 is	 avoided,	 and	 the	 topical	 HIV	 prevention	 research	 field	 continues	 to	 exist	 past	 the	 NIH	
research	network	re-structuring,	considerable	scientific	challenges	remain.	FTC/TDF	as	PrEP	(in	addition	to	the	
other	 scientific	 advances	 noted	 above)	 has	 complicated	 research	 into	 other	 modalities	 such	 as	 rectal	 and	
vaginal	 microbicides.	 IRMA	 and	 partners	 believe	 we	 need	 an	 array	 of	 prevention	 options,	 and	 that	 the	
development	 of	 safe,	 effective,	 acceptable	 and	 accessible	 rectal	microbicides	 remains	 an	 important	 priority.	
While	we	agree	on	that	point	and	that	advocacy	is	essential,	 it	 is	not	clear	what	actions	IRMA	should	take	to	
support	the	field	as	smartly	and	strategically	as	possible,	including	how	best	to	position	rectal	microbicides	in	
the	contexts	of:		

• existing	HIV	prevention	options;	
• the	lack	of	a	vibrant	and	coherent	vaginal	microbicides	movement;	
• reinvigorated	attention	 to	 the	needs	of	key	populations,	 including	gay,	bisexual,	and	other	men	who	

have	sex	with	men	(MSM),	sex	workers,	trans	communities;	
• the	 increasingly	 recognized	 need	 to	 address	 the	 impact	 of	 anal	 sex	 on	 HIV	 epidemics	 in	 a	 range	 of	

populations,	including	heterosexual	and	bisexual	men	and	women;	and,	
• the	reframing	of	HIV	prevention	within	the	broader	scope	of	gay	and	bisexual	men’s	health.	

In	 order	 to	 map	 a	 way	 forward,	 we	 organized	 a	 one-day	 consultation	 with	 stakeholders.	 As	 part	 of	 pre-
consultation	activities,	we	hosted	two	webinars	and	conducted	a	very	brief	survey	with	invited	participants.		

A)	Pre-Meeting	webinars	

IRMA	and	AVAC	hosted	the	two	webinars	in	August	2017.	With	threats	to	the	microbicide	field	at	large	coming	
from	multiple	angles,	 these	webinars	 took	stock	of	where	we	have	been	and	where	we	are	now	 in	 terms	of	
rectal	microbicide	research	and	advocacy,	while	helping	us	chart	our	collective	course	forward.	

Are	we	there	yet?	The	long	and	winding	rectal	road…	In	this	first	webinar,	IRMA’s	Marc-André	LeBlanc	and	Dr.	
Craig	Hendrix	of	Johns	Hopkins	and	the	Microbicide	Trials	Network	glanced	back	at	where	we	have	been.	From	
the	rectal	dawn	of	 research	and	advocacy	 til	 today,	 scientists	and	advocates	have	worked	together	 tirelessly	
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(and	fiercely)	to	advance	the	development	of	safe,	effective,	acceptable	and	accessible	rectal	microbicides	for	
the	men,	women,	and	transgender	individuals	who	want	and	need	them.		

We’re	on	our	way:	Moving	forward	on	the	rectal	road	–	new	drugs,	formulations	and	modes	of	delivery.	In	this	
second	 webinar,	 Dr.	 Craig	 Hendrix	 (Johns	 Hopkins	 and	 Microbicide	 Trials	 Network),	 Dr.	 José	 Bauermeister	
(University	of	Pennsylvania)	and	Dr.	Kenneth	Palmer	(University	of	Louisville)	presented	on	the	promising	new	
rectal	microbicide	research	that	is	currently	underway	–	new	molecules,	new	formulations,	new	platforms	for	
delivery,	and	new	acceptability	explorations.		

The	webinar	recordings	are	available	at	http://rectalmicrobicides.org/resources/teleconferences/	

B)	Pre-Meeting	survey	

Following	the	webinars,	IRMA	posted	a	brief	survey	on	the	future	of	rectal	microbicides	research	and	advocacy,	
and	on	potential	IRMA	priorities,	asking	respondents	to	ponder	the	following	questions.		

• Is	it	time	to	retire	IRMA?	Is	her	agenda	sufficiently	taken	up	by	others,	making	her	obsolete?	
• Is	IRMA	still	relevant?	What	should	our	role	be?	
• Should	our	focus	still	be	on	people	of	all	genders	who	have	anal	sex?	
• Thinking	about	the	next	few	years,	what	should	IRMA’s	top	priorities	be?	
• What	strategies	should	IRMA	use	to	advance	its	agenda?	
• Is	there	a	way	out	of	this	conundrum	of	having	the	entire	RM	research	field	funded	by	one	donor?	

Survey	results	are	available	in	Appendix	3.	

C)	In-person	meeting	

On	September	6,	2017,	 IRMA	hosted	a	meeting	at	 the	AVAC	offices	 in	Harlem,	NY	 that	brought	 together	30	
researchers,	advocates	and	allies	who	have	been	at	the	forefront	of	rectal	microbicide	research	and	advocacy	
(see	Appendix	2	for	a	list	of	participants),	in	order	to	catalyze	their	collective	insight	into	the	future	of	the	field.	

The	meeting	objectives	were:	
• To	identify	priority	research	and	advocacy	activities	to	advance	rectal	microbicide	development	

within	the	context	of	the	current	and	future	HIV	prevention	landscape.	
• To	help	articulate	IRMA’s	current	and	future	role	within	the	rectal	microbicide	field.	
• To	identify	strategies	researchers	and	advocates	could	use	to	move	rectal	microbicide	research	

forward.	
• To	start	to	identify	new	funding	sources	for	the	field.	
• To	inform	input	into	the	NIH	prioritization	and	network	re-compete	processes.	

The	day	was	organized	into	three	broad	sections.	

Background	and	
Context	

The	first	section	provided	some	background	and	context	that	complements	the	webinars,	by	
reminding	participants	of	the	purpose	of	the	meeting,	by	outlining	some	of	the	discussions	
that	have	already	happened,	and	by	hinting	at	what	might	lay	ahead.		

Scenario	
planning	

During	the	second	section,	we	went	through	a	series	of	exercises,	small	group	and	plenary	
discussions	 based	 on	 scenario	 planning	methodologies—a	 technique	 used	 for	medium	 to	
long-term	strategic	analysis	and	planning.		

Priorities	
moving	forward	

We	then	pulled	together	our	insights	to	articulate	priorities	for	moving	forward,	both	short-
term	and	long-term.	Short-term	priorities	included	input	into	the	NIH	consultation.	

See	Appendix	1	for	the	full	meeting	agenda.	 	
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P A R T  A :  B A C K G R O U N D  A N D  C O N T E X T  

1. Review	of	the	current	context	

Dr.	Craig	Hendrix	and	Jim	Pickett	provided	a	brief	reminder	of	the	current	context	and	why	IRMA	convened	this	
meeting.	

Dr.	Craig	Hendrix	discussed	some	of	the	reasons	why	a	“reboot”	may	be	warranted.		

• Rectal	microbicides	(RMs)	are	highly	promising	based	on	studies	so	far.	On-demand	oral	PrEP	has	been	
shown	to	be	highly	effective	among	gay	men	and	other	MSM,	and	on	demand	topical	products	have	
shown	modest	efficacy	when	used	vaginally.	The	phase	 II	 trial	of	a	 rectal	gel	with	applicator	 showed	
promise,	and	upcoming	products	could	be	even	simpler	and	more	behaviourally	congruent	 (meaning	
that	they	build	on	already-existing	behaviours	such	as	using	lubes,	douches	or	enemas).	

• Studies	 conducted	 so	 far	 have	 been	 rigorous,	 robust	 and	 rational…	 but	 we	 don’t	 yet	 have	 proof	 of	
efficacy	from	a	large-scale	trial.		

• There	are	more	product	options	than	ever	before,	with	a	range	of	ARVs	being	tested—as	well	as	one	
non-ARV-based	 product—and	 a	 range	 of	 formulations	 (gels,	 douche/enema,	 suppositories/inserts).	
These	products	can	be	used	on	demand	and	some	of	them	are	behaviourally	congruent.	Some	of	the	
products	 could	protect	 against	HIV	 and	other	 STIs,	 and	 some	of	 them	 could	be	used	 rectally	 and/or	
vaginally.	

• Some	of	these	have	already	been	tested	in	phase	I	studies	while	others	are	poised	to	do	so.	However,	
funding	 is	 more	 precarious	 than	 ever:	 unless	 we	 can	 change	 their	 mind,	 DAIDS	 is	 unlikely	 to	 keep	
funding	 microbicides.	 Decisions	 that	 will	 affect	 the	 field	 for	 years	 must	 be	 made	 over	 the	 coming	
months—before	 we	 get	 definitive	 data	 from	 a	 number	 of	 the	 studies	 testing	 the	 range	 of	 current	
candidates.	

Jim	 Pickett	 reminded	 participants	 that	 one	 of	 the	 reasons	 for	 convening	 the	 meeting	 was	 to	 address	 the	
challenge	outlined	by	Craig:	 the	entire	 field	of	microbicides	 is	 in	danger.	Without	 funding	 from	 the	NIH,	 the	
future	of	on-demand,	non-systemic	HIV	prevention	options	is	in	doubt.	For	years,	IRMA’s	goals	have	included	
(among	others):	 increasing	 activity	 in	 all	 areas	of	 RM	 research;	 recruiting	more	 researchers	 to	 the	RM	 field;	
generating	more	funding	for	RM	research;	and,	diversifying	sources	of	funding	for	RM	research.		

In	the	survey	 IRMA	posted	after	the	webinars,	respondents	clearly	thought	 IRMA	should	stick	around,	saying	
we	 need	 her	 now	 more	 than	 ever.	 They	 thought	 there	 was	 a	 need	 to	 address	 the	 sociocultural	 factors	
(homophobia,	sexism)	that	suppress	serious,	public,	thorough	conversation	about	what	people	need	for	their	
sexual	health	and	what	they	will	use.	They	also	 influence	decisions	about	whether	or	not	the	field	retains	 its	
funding.	There	was	consensus	 that	 IRMA’s	 focus	 should	 remain	on	people	of	all	 genders	who	have	anal	 sex,	
with	 a	 suggestion	 that	 its	 mandate	 be	 expanded	 to	 include	 all	 topical	 products—vaginal	 as	 well	 as	 rectal.	
Priorities	 and	 strategies	 moving	 forward	 should	 include:	 ensuring	 ongoing	 funding	 for	 the	 field	 of	 topical	
products;	pushing	for	lubricant	safety	and	access;	engaging	naysayers	and	‘yaysayers’;	and,	possibly	engaging	in	
a	broader	strategic	planning	process.	On	the	question	of	whether	 there	was	a	way	out	of	 the	conundrum	of	
having	one	single	funder	supporting	the	entire	field,	respondents	thought	that	was	unlikely	in	the	short-term,	
stating	that	we	need	smart,	evidence-based	advocacy.	

2. Overview	of	previous	trial	design	meetings	

Clare	Collins	provided	a	brief	overview	of	a	series	of	meetings	hosted	by	the	Microbicide	Trials	Network	(MTN)	
in	 2014-2015.	 These	 were	 organized	 as	 the	 phase	 II	 trial	 of	 tenofovir	 gel	 was	 wrapping	 up	 and	 questions	
remained	about	whether	and	how	to	proceed	to	a	large-scale	efficacy	trial	with	this	product.		

Four	meetings	were	organized	to	address	these	inter-related	questions:	a	consultation	on	“creating	desire”	for	
RMs,	a	consultation	on	potential	large-scale	RM	trial	designs,	a	consultation	on	ethics	surrounding	a	large-scale	
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RM	trial,	and	a	community	consultation	that	incorporated	elements	of	each	of	the	previous	consultations,	and	
examined	issues	surrounding	community	engagement	in	a	potential	large-scale	RM	trial.	Each	meeting	included	
between	10	 and	 60	 participants,	 including	 a	 combination	of	 clinical	 researchers,	 epidemiologists,	 advocates,	
marketers,	 statisticians,	 FDA,	 ethicists	 and	 NIH	 staff.	 Participants	 came	 from	 Canada,	 Peru,	 South	 Africa,	
Thailand,	the	UK,	the	US,	and	Zimbabwe.	

The	themes	and	recommendations	that	emerged	from	each	of	the	consultations	include:	

Creating	Desire	for	Rectal	Microbicides		

• How	do	 I	build	 it	 so	you	will	 like	 it?	Find	out	what	 is	desirable	before	you	design	it.	Bring	end-users	
into	the	process	early.	Meet	people	where	they	are.		

• Don’t	 let	 perfect	 be	 the	 enemy	 of	 the	 good.	 We	 can’t	 wait	 for	 the	 perfect	 product.	 Several	
formulations	for	different	needs	&	tastes.	Not	everyone	wants	to	pop	a	pill.	

• Develop	messages	&	marketing	that	focus	on	key	beliefs.	Playful,	fun	&	sexy.	No	judgment	–	“I	am	not	
a	whore,	I	am	a	penis	enthusiast.”	Think	carefully	about	what	we	will	call	the	product,	who	will	use	it	&	
where	it	will	go.	

Trial	design	consultation	

• General	consensus	to	move	forward	
• Preference	 for	 placebo	 controlled	 study	 with	 the	 standard	 HIV	 prevention	 package	 that	 includes	

Truvada	as	PrEP	
• Ditch	the	applicator	–	penile,	perianal,	digital	preferred	
• Ideal	dosing	regimen	before	and/or		after	sex	
• Advance	tenofovir	gel,	but	also	strong	support	for	dapivirine	gel	
• Questions	requiring	further	discussion:	Would	there	be	interest	in	enrolling	into	an	effectiveness	study	

for	 RMs?	 Is	 a	 rectal	 microbicide	 perceived	 as	 a	 sexual	 lubricant	 or	 a	 medication?	What	 product	 or	
regimen	do	we	move	forward?	How	do	we	address	use	and	access	to	PrEP?	

Ethics	consultation	

• The	 majority	 felt	 that	 moving	 forward	 with	 tenofovir	 gel	 was	 appropriate	 but	 it	 was	 premature	 to	
undertake	a	Phase	III	study	

• Phase	IIA	expanded	safety	design	preferred	(n=600)	
• Access	to	oral	PrEP	should	be	provided	during	future	studies	
• Post	trial	access	of	oral	PrEP	less	clear	

Community	consultation	

• Preference	for	the	development	of	lubricant	rather	than	applicator	based	intervention	
• Strong	support	for	a	“before	sex”	dosing	regimen	
• Provide/offer	oral	PrEP	in	the	context	of	future	studies—but	be	aware	that	people	may	use	studies	to	

access	PrEP.	Others	may	not	want	to	use	it	

Some	of	the	common	themes	that	emerged	across	the	four	consultations	included:	

• There	is	support	and	desire	for	rectal	microbicides	–	we	need	prevention	options	
• We	need	products	that	incorporate	desirability!	
• But,	there	are	critical	scientific	and	operational	questions	that	need	to	be	answered…		

o Can	we	deliver	rectal	microbicides	as	lubricants?		Douches?		Inserts?		Suppositories?	
o Can	we	develop	a	multipurpose	rectal	microbicide?	
o What	would	be	the	best	design	for	a	rectal	microbicide	efficacy	study	&	how	do	we	get	there?	
o What	do	people	desire	to	use?	
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3. Are	rectal	microbicides	commercially	viable?	

Ian	 McGowan	 presented	 one	 potential	 alternate	 route	 forward—whether	 or	 not	 NIH	 decides	 to	 keep	
supporting	a	rectal	microbicide	research	agenda:	could	the	private	sector	get	involved?	

There	are	 factors	working	 in	our	 favour,	 including	high	efficacy	and	 increasingly	 robust	safety	data	 from	oral	
PrEP.	Topical	products	have	shown	promise,	though	we	need	better	adherence.	We	know	from	the	experience	
of	 the	 contraceptive	 field	 that	 offering	 more	 choices	 leads	 to	 a	 greater	 number	 of	 protected	 sex	 acts.	
Additionally,	 some	 topical	 products	 in	 development	 are	 behaviourally	 congruent.	 On	 the	 other	 hand,	 we	
already	 have	 a	 safe,	 highly	 effective	 product,	 dual	 compartment	 protection	 may	 require	 systemic	
administration,	and	public	health	and	research	dollars	are	limited.			

One	of	our	biggest	problems	 is	demonstrating	 rectal	microbicide	efficacy.	 In	 the	era	of	oral	PrEP,	 the	classic	
placebo-controlled	trial	design	is	no	longer	feasible.	We	need	to	explore	alternative	design	strategies	that	are	
likely	to	require	large,	expensive	trials,	including	non-inferiority	studies.	Without	such	novel	design	strategies,	
demonstrating	efficacy	may	not	be	possible.	

McGowan	 emphasised	 that	 in	 order	 to	 convince	 the	 commercial	 sector	 to	 make	 an	 investment	 (or	 the	
philanthropic	 sector,	 for	 that	matter),	 they	need	 to	 see	a	 convincing	business	plan.	A	business	plan	 typically	
includes	several	elements	(including	a	business	environment	analysis,	a	market	analysis,	a	competitor	analysis,	
a	marketing	plan	and	a	financial	plan),	many	of	which	the	field	has	yet	to	develop	or	articulate.	It	is	meant	to	
address	critical	questions,	including	the	following:	

• What	problem	does	the	company's	product	or	service	solve?	What	niche	will	it	fill?	
• What	is	the	company's	solution	to	the	problem?	
• Who	are	the	company's	customers,	and	how	will	the	company	market	and	sell	its	products	to	them?	
• What	is	the	size	of	the	market	for	this	solution?	
• What	is	the	business	model	for	the	business?	
• How	will	it	make	money	or	at	least	not	lose	money?	

Most	 of	 these	 questions	 remain	 largely	 unanswered	 in	 the	 case	 of	 topical	 products.	 Other	 questions	 that	
remain	unanswered	include:	Who	will	run	the	company	and	what	makes	them	qualified	to	do	so?	What	are	the	
company's	capital	and	resource	requirements?	

Some	companies	are	operating	in	this	space;	however,	it	is	mostly	focussed	on	vaginal	products.	There	are	half	
a	 dozen	 companies	 investing	 in	 gels,	 rings	 and	 films,	 with	 products	 in	 pre-clinical	 or	 phase	 I	 studies.	
Interestingly,	they	are	mitigating	their	risk	by	including	contraception	and	STI	prevention	as	endpoints.		

In	order	to	move	forward,	McGowan	suggests	we	need	to	create	a	business	plan.	This	includes	identifying	the	
lead	API/formulation,	providing	convincing	evidence	that	there	is	a	market	for	this	product;	putting	together	a	
marketing	 plan	 to	 justify	 return	 on	 investment;	 and,	 putting	 together	 a	 clinical	 development	 plan.	 The	 key	
challenges	will	be	demonstrating	product	efficacy	 for	a	HIV	 indication,	 the	costs	associated	with	a	Phase	 IIB/	
program,	and	competition	with	other	PrEP	platforms.	

Is	 it	 possible	 to	 do	 this?	 In	 the	 absence	 of	 federal	 or	 philanthropic	 funding,	 moving	 a	 candidate	 rectal	
microbicide	through	to	licensure	will	be	very	challenging.	Big	pharma	(such	as	Gilead)	have	the	resources	and	
the	capacity	to	make	this	happen.	However,	it	is	less	certain	that	they	have	the	interest	to	do	so	as	this	would	
cannibalize	their	oral	PrEP	franchise.	There	is	 little	 incentive	for	Gilead	to	introduce	products	with	potentially	
lower	efficacy	because	of	the	regulatory	and	PR	risk.	
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Discussion	

Are	 there	more	arguments	 to	be	made	about	 the	niche	 that	 these	products	 could	 fill?	What	about	 the	non-
adherent	oral	PrEP	user?	 Individuals	who	express	non-adherence	 in	one	area	may	or	may	not	extend	that	to	
other	 areas.	 They	 are	 the	 target	 group.	 Were	 we	 to	 have	 a	 multi-purpose	 product,	 that	 could	 be	 a	 game	
changer,	as	might	a	more	behaviourally	confruent	product.	

We	have	two	tracks	already,	injectable	and	oral.	Plus	generic	PrEP	is	on	it’s	way,	and	so	oral	may	be	very	cheap	
in	many	contexts.	Can	we	identify	people	who	don’t	want	oral	or	injectable	PrEP	(assuming	it	works)	but	would	
consider	other	modalities—non-systemic,	on-demand	options?	What	 is	 the	market	size	and	how	stable	 is	 it?	
Are	 they	 less	 likely	 to	 adhere	 to	other	 things	 if	 they	aren’t	 adhering	 to	oral?	We	need	 to	 locate	 the	market	
specifics,	the	size,	etc.,	before	we	can	identify	ways	to	increase	efficacy	and	market-desire	for	the	product.		

What	 can	we	 actually	 articulate	 back	 to	NIH?	Can	 the	network	be	 solving	 these	bigger	 issues	with	 a	 public-
private	 entrepreneurial	 perspective?	 Pharma	 has	 given	 us	molecules,	 but	 we	 need	 to	 incentivize	 them	 and	
leverage	this,	using	other	possible	funding	sources	(like	NIH).	McGowan	believes	we	need	a	product	where	all	
the	 elements	 of	 a	 business	 plan	 are	 locked	 down,	 before	 you	 could	 have	 any	 chance	 of	 convincing	 NIH	 or	
pharma	to	invest.	Public-private	is	touchy	because	many	of	the	entrepreneurial	perspectives	are	too	invested	
in	self-interest.	We	need	a	product	that	is	not	only	acceptable,	but	superior	to	the	most	popular	silicon-based	
lube.	 Whether	 developed	 through	 public	 or	 private	 funding,	 if	 you	 could	 tell	 people	 when	 they	 use	 an	
applicator	that	they	don’t	need	to	use	lube	at	the	point	of	sex,	that	is	something	we	could	sell.		
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P A R T  B :  S C E N A R I O  P L A N N I N G  

1. Introduction	to	scenario	planning	

Scenario	planning	 is	 a	 technique	used	 for	medium	 to	 long-term	strategic	 analysis	 and	planning.	 It	 is	used	 to	
develop	policies	and	strategies	that	are	robust,	resilient,	flexible,	and	innovative.	In	this	context,	scenarios	are	
stories	 (or	narratives)	 set	 in	 the	 future	 that	describe	how	the	world	might	 look	 in,	 say,	10	or	25	years.	They	
explore	how	the	world	would	change	if	certain	trends	were	to	strengthen	or	diminish,	or	if	various	events	were	
to	occur.		

Normally	 two	 to	 five	scenarios	are	developed	 to	envision	different	possible	 futures	associated	with	different	
trends	and	events.	 These	 scenarios	 are	 then	used	 to	 review	or	 test	 a	 range	of	plans	and	policy	options,	 the	
conclusion	generally	being	that	different	plans	are	likely	to	work	better	in	different	scenarios.	They	are	also	a	
useful	means	of	identifying	early	warning	indicators	that	signal	a	shift	towards	a	certain	kind	of	future.		

Thinking	about	the	future	is	not	as	easy	as	it	seems.	We	are	notoriously	bad	at	predicting	the	future.		

“Heavier	than	air	flying	machines	are	not	possible.”	Lord	Kelvin,	President	of	the	Royal	Society,	1895	
“I	think	there	is	a	world	market	for	maybe	5	computers.”	Thomas	Watson,	Chairman	of	IBM,	1943	
“Space	flight	is	hokum.”	The	Astronomer	Royal,	1956	
“640K	[of	RAM]	ought	to	be	enough	for	anybody.”	Bill	Gates,	1981	

Since	we	are	so	bad	at	predicting	the	future,	why	do	we	bother	even	trying	to	think	about	it?	The	future	is	not	
pre-determined	or	 predictable.	 If	 it	were,	 there	would	 be	 no	 point	 in	 taking	 action	 today,	 because	 it	would	
have	no	effect	on	the	future.	But	while	scenario	planning	is	not	prediction,	it	does	allow	us:	

• to	free	up	our	thinking	beyond	the	here	and	now;	
• to	explore	plausible	futures	(plural,	because	“the”	future	is	not	pre-determined);	and,	
• to	think	about	implications	for	decision	making	today.	

Scenario	planning	is	used	fairly	regularly	in	the	private	sectors	and	some	governments.	One	of	the	most	famous	
examples	is	South	Africa.	At	the	end	of	apartheid,	the	entire	country	underwent	a	scenario	planning	process.	
The	outcome	was	the	Mont	Fleur	Scenarios,	which	outlined	four	potential	 futures	 for	South	Africa,	exploring	
what	the	country	might	look	like	in	2002.	

Scenario	planning	is	about	what	may	happen	in	the	future,	rather	than	what	one	wants	to	happen	in	the	future	
(which	 is	visioning),	or	how	one	can	get	to	a	desired	future	(which	 is	strategic	planning).	The	key	strength	of	
scenario	planning	 is	 that	 it	 reveals	what	may	 feasibly	happen,	 rather	 than	serve	as	a	projection	of	what	one	
wants	 the	 future	 to	 be.	 Scenario	 planning	 helps	 one	 move	 beyond	 one’s	 own	 mental	 maps,	 to	 think	 the	
unthinkable,	and	to	plan	accordingly.	

Scenario	planning	is	as	much	about	the	here	and	now	as	it	is	about	any	distant	future;	in	fact,	it	may	be	viewed	
as	 an	 intelligent	 but	 playful	 way	 to	 use	 the	 future	 as	 a	 vantage	 point	 from	 which	 to	 view	 the	 present.	
Accordingly,	 this	 becomes	 a	 radical	 way	 to	 discuss	 the	 current	 reality.	 A	 common	 misunderstanding	 is	 to	
confuse	 the	 time	 horizon	 of	 the	 scenarios	 with	 the	 time	 horizon	 for	 action	 in	 light	 of	 the	 scenarios.	 The	
scenarios	 describing	 the	 rectal	microbicides	 field	 in	 2027	will	 have	 immediate	 implications	 for	 our	 decisions	
today.	 And,	 as	 importantly,	 decisions	 taken	 today	 will	 have	 significant	 effects	 on	 the	 reality	 of	 rectal	
microbicides	field	in	2027.		

2. PEST	factors:	Drivers	of	the	future	

Participants	brainstormed	factors	that	could	influence	the	future	of	rectal	microbicide	research	and	advocacy.	
These	were	organized	into	four	categories:	P	 (Political	and	legal),	 E	 (Economic),	S	 (Social	and	Cultural),	and	T	
(Technological	and	Scientific).	
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For	 each	 of	 these	 categories,	 participants	 discussed	 the	 following	 question:	What	 are	 the	main	 factors	 and	
drivers	that	could	impact	rectal	microbicide	research	and	advocacy?	What	follows	are	brief	notes	describing	the	
factors	and	their	qualities.		

Political	and	legal	factors	
• FDA.	FDA	regulations	could	work	in	our	favour	–	possible	reform	and	emphasis	on	prevention	studies;	

over-the-counter	(OTC)	pathways	to	move	around	FDA	
• Funding.	Competing	 funding	priorities	–	what	will	happen	 if	we	go	 to	war	with	DPRK?	Domestic	and	

international	crises	could	 reduce	 funds.	Government	 loves	 tax	benefits	 for	 rich,	 so	possibly	more	 tax	
benefits	for	philanthropy	

• Political	will	and	leadership.	Political	will	domestically;	US	no	longer	holds	major	role	in	world	politics	
• Vulnerable	communities	and	shifting	political	tides.	Old	laws	historically	not	enforced	could	come	into	

play	because	of	political	climate	(e.g.,	sodomy	laws);	healthcare	access:	we	could	lose	health	care,	we	
could	also	get	single-payer,	we	could	have	singular	states	doing	single-payer	

Economic	factors	

• Funding	sources,	opportunities	and	diversification.	Pharma	funding;	philanthropic	funding	(e.g.,	Gates	
Foundation);	crowdsourcing	(gofundme);	prevention	saves	money	

• Funding	 challenges.	 Patent	 laws,	 pharma	 buying	 out	 generic	 companies;	 cutbacks	 in	 government	
funding	for	health;	new	epidemics	and	climate	change	shifting	funding	priorities	

• Prescription	vs	OTC.	Cost	of	implementing	an	over-the-counter	option	
• Trial	size,	design,	and	cost.	Trial	cost	reduction;	health	system	quality	in	trial	areas	
• Demand	 creation.	Do	we	put	 the	money	 into	access	 to	 tools	we	have	now,	or	diversify	 the	product	

pipeline?;	sex-workers	at	front	and	center	–	longest,	most	sustainable	market	

Social	and	cultural	factors	

• Political	 factors.	 Left	 and	 right	politics	 influenced	by	 fake	news	and	 social	media;	 possible	 emerging	
middle	political	class	

• Gender.	More	gender	inclusive	RM	efforts;	gender	and	power	dynamics;	stigma,	bottom	shaming	and	
bottom	pride	

• Human	rights.	Public	vs	individual	rights;	test	and	treat	model;	poverty,	racial	disparities,	acceptance	of	
primary	health	care;	status	disclosure	

• Individual	vs	structural.	The	family	as	an	institution;	sex	education	and	religious	institutions;	peer	and	
celebrity	influences		

• Desire	 and	 pleasure.	 Sex	 negative/positive	 culture;	 pleasure	 and	 peace	 of	 mind	 regarding	 sex;	
acceptable	applicators;	condom	culture;	rectal	safe	sex	practices	and	products	that	go	along	with	them	

Technological	and	scientific	factors	

• Success	 and	 failure	 of	 systemic	 products.	What	 if	new	systemic	drugs	don’t	 succeed?	 Issues	around	
resistance	and	systemic	exposure;	vaccines	and	their	effectiveness;	injectables	and	other	technology	

• New	 research	 direction.	 On-demand	 PrEP;	 novel	 ways	 to	 deliver	 products;	 rapid	 test	 to	 assess	
adherence;	 vaginal	 microbicide	 efficacy;	 partially	 effective	 rectal	 microbicides;	 RM	 as	 a	 lubricant;	
development	 and	 design	 of	 population-specific	 products;	 better	 research	 on	 rectal	 health	 and	
behavioural	practices	

• Newer	 tech.	Self-diagnosing	apps	and	availability;	decreasing	product	costs;	engaging	big	pharma	for	
innovative	and	highly	potent	drugs	

• Multi-purpose	prevention.	STI	prevention;	cross-fertilization	benefits	for	other	diseases	
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3. Building	scenarios	of	the	future	

	

Participants	were	presented	with	the	two	scenarios	above	as	possible	futures	for	the	rectal	microbicide	field.	
Based	 on	 these	 basic	 and	 preliminary	 frameworks,	 participants	 built	 a	 more	 detailed	 description	 of	 these	
potential	futures.	

First,	 they	 identified	 PEST	 factors	 they	 thought	were	 the	most	 relevant	 to	 the	 scenario	 on	which	 they	were	
working.	Using	a	combination	of	the	factors	from	the	PEST	categories	discussed	 in	the	previous	section,	they	
identified	the	‘building	blocks’	for	their	scenario.		

Second,	they	described	how	these	factors	would	influence	their	scenario.	Using	one	PEST	factor	at	a	time,	they	
considered	how	the	factor	would	have	an	impact	on	the	outcomes	of	their	scenario,	what	actions	took	place	
related	to	that	factor,	and	who	was	involved.		

Third,	 they	 created	 a	 narrative	 that	 made	 their	 scenario	 come	 to	 life.	 It	 described	 the	 elements	 of	 their	
scenario,	including	a	description	of	how	the	factors	they	selected	as	the	most	relevant	for	their	scenario	have	
an	influence,	how	they	intersect,	what	actions	have	taken	place,	and	who	used	what	strategies	that	led	to	their	
scenario.	

	 	

Robust	pipeline	scenario	

We	are	in	the	year	2027,	and	a	couple	of	new	biomedical	HIV	prevention	options	have	recently	been	shown	
to	reduce	HIV	risk	(new	daily/on	demand	pills,	an	injectable,	a	vaccine	that’s	at	least	60%	effective).	About	
half	a	dozen	products	that	are	specifically	designed	for	reducing	HIV	risk	for	people	who	have	anal	sex	are	
in	various	stages	of	development.	Some	of	these	products	are	ARV-based,	while	others	are	non-ARV-based.	
Some	of	these	products	can	be	used	on-demand	around	the	time	of	sex,	while	others	can	be	used	daily	or	
weekly.	Some	of	them	can	be	used	as	lubricants,	while	others	as	douches,	inserts,	or	suppositories.	Some	of	
them	reduce	HIV	risk,	while	others	also	protect	against	other	STIs.	Some	products	reduce	risk	that	comes	
from	rectal	exposure,	but	might	also	provide	some	protection	from	vaginal	exposure.	Some	of	them	can	be	
formulated	to	include	a	contraceptive	component.	Some	of	them	help	with	erectile	dysfunction.	The	trials	
are	taking	place	in	many	different	parts	of	the	world,	and	in	a	variety	of	populations.	

Dry	well	scenario	

We	are	in	the	year	2027,	and	while	a	couple	of	new	biomedical	HIV	prevention	options	have	recently	been	
shown	to	reduce	HIV	risk	(new	daily/on	demand	pills,	an	injectable,	a	vaccine	that’s	at	least	60%	effective),	
topical	products,	including	rectal-specific	products,	have	languished	at	the	translational	research	stage	due	
to	lack	of	interest	and	funding	support.	
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Robust	pipeline	–	How	did	we	get	there?	

We	are	in	the	year	2027.	As	we	look	back	over	the	last	10	years,	we	realize	that	between	2017	and	2027,	a	
number	of	factors	led	to	the	emergence	of	new	and	expanded	funding	opportunities	for	rectal	microbicide	
development.		

It	was	partly	driven	by	an	increasing	recognition	of	the	youth	bulge	in	Africa,	and	the	need	to	address	the	
gap	 in	 getting	 services	 to	 this	group,	 including	 a	 range	of	HIV	prevention	options	 that	would	meet	 their	
needs.	Epidemiologists,	academics,	and	advocates	all	contributed	to	recognizing	these	disparities	and	the	
need	to	address	them.		

The	emergence	of	new	vaginal-specific	products,	especially	multi-purpose	technologies	(MPTs)	that	protect	
from	HIV,	STIs	and/or	unintended	pregnancy,	 also	greatly	contributed	 to	 the	push	 for	 rectal-specific	 and	
dual-compartment	 products.	 Together,	 gay	 men	 and	 other	 MSM,	 transmen	 and	 transwomen,	 and	 sex	
workers	 created	 demand	 and	 political	 pressure	 for	 products	 that	 could	 reduce	 HIV	 and	 STI	 risk.	 This	
dovetailed	 nicely	 with	 public	 health	 priorities,	 as	 public	 health	 officials	 saw	 such	 products	 as	 a	 critical	
means	 of	 addressing	 ever-increasing	 STI	 epidemics	 in	 many	 parts	 of	 the	 world.	 How	 the	 products	 can	
enhance	pleasure	and	intimacy,	whether	directly	or	 indirectly,	was	considered	from	the	beginning	of	the	
research	and	development	process.	

Educational	messages	surrounding	the	new	generation	of	HIV/STI	prevention	tools	emphasized	their	multi-
purpose	 use	 and	 the	 protection	 that	 some	 of	 these	 products	 might	 afford	 for	 both	 vaginal	 and	 rectal	
exposure.	 Savvy	 social	 media	 campaigns	 highlighted	 intimacy,	 desire	 and	 pleasure	 (“gain	 frame”	
messaging)	and	utilized	 real	 people	 sharing	personal	 stories,	 showing	 that	 individuals	 of	various	genders	
and	sexual	orientations	desire	rectal	microbicides.	

As	 the	stigma	and	association	between	rectal	microbicides	and	gay	men	diminished,	a	number	of	 factors	
helped	 to	 convince	 funders	 (public	 and	 private)	 that	 there	 is	 a	market	 for	 such	 products	 and	 that	 they	
could	 address	 an	 important	 public	 health	 problem:	 the	 compelling	 data	 surrounding	 rising	 rates	 of	 STIs,	
proof	 of	 concept	 from	 vaginal	 MPTs,	 and	 highly	 visible	 demand	 for	 such	 products	 from	 various	
communities	(gay	men	and	other	MSM	from	various	parts	of	the	world,	youth	in	Africa,	young	women,	sex	
workers,	 transmen	 and	 transwomen).	 The	 philanthropic	 sector’s	 support	 also	 contributed	 to	 shaming	
governments	into	providing	funding.		

A	change	in	government	 led	to	changes	 in	political	will,	NIH	funding,	and	better	inter-government-agency	
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Participants	discussed	the	extent	to	which	they	thought	these	scenarios	were	plausible	or	realistic.		

Participants	found	it	difficult	to	assess	the	plausibility	of	these	scenarios,	given	the	current	political	climate	and	
the	uncertainty	it	brings—especially	in	the	US	but	also	globally.		

There	 was	 agreement	 that	 the	 development	 of	 multi-purpose	 vaginal	 products	 could	 certainly	 increase	
demand	for	multi-purpose	rectal	products,	particularly	among	gay	men.		

As	doctors	seem	to	have	 less	and	 less	time	to	spend	with	patients,	there	may	be	a	push	for	OTC	products	 in	
addition	to	longer-acting	agents.	

	

	

	

Dry	well	–	How	did	we	get	there?	

We	are	in	the	year	2027.	As	we	look	back	over	the	last	10	years,	we	realize	that	between	2017	and	2027,	a	
number	of	factors	led	to	the	lack	of	support	for	the	development	of	rectal	microbicides.		

As	an	increasing	 range	of	 long-acting	systemic	products	became	available	or	were	proven	to	be	effective	
(daily/on-demand	pills,	injectables,	rings,	vaccines),	they	were	deemed	to	be	sufficient	to	address	the	bulk	
of	the	HIV	epidemic	by	funders	and	policy-makers.		

These	 products	 were	 safe,	 effective,	 acceptable,	 and	 marketable.	 Together,	 these	 HIV	 prevention	 tools	
were	having	an	impact	on	a	global	level.	It	became	accepted	that	this	impact	was	going	to	be	differential—
a	limited	range	of	products	could	never	hope	to	meet	everyone’s	needs,	but	they	would	likely	be	sufficient	
to	turn	the	tide	on	the	epidemic.		

Widening	 health	 disparities	 and	 outcomes	 would	 have	 to	 be	 addressed	 through	 a	 combination	 of	
interventions,	not	by	biomedical	HIV	prevention	tools	alone,	no	matter	how	varied.	Topical	products	were	
therefore	deemed	to	be	“nice	 to	have”	but	not	“must	haves”.	As	 such,	they	were	not	 seen	as	a	priority.	
Disparities	of	 class,	gender,	ethnicity,	and	 geography	would	have	 to	 be	addressed	 through	other	means.	
Conveniently,	 this	played	 into	 rising	cultural	 intolerance	 globally	with	 regards	 to	sexual	orientation,	non-
binary	gender	expression,	and	sex	work.		

Scarce	resources	were	allocated	to	priorities	such	as	building	walls,	preparing	for	wars,	and	dealing	with	a	
series	of	 refugee	 and	migrant	 crises,	 instead	of	being	 allocated	 to	broadening	 an	already	 relatively	wide	
range	of	HIV	prevention	options.	 In	any	case,	 these	additional	new	tools	were	seen	as	mostly	benefiting	
marginalized,	stigmatized,	and	sometimes	criminalized	communities.		

To	make	matters	worse,	the	field	of	HIV	prevention	was	largely	unable	to	make	a	compelling	case	to	invest	
in	topical	products.	Researchers	who	developed	the	range	of	 long-acting	systemic	products,	public	health	
bodies	 that	 promoted	 them,	 and	 companies	 that	 now	marketed	 them	extoled	 their	 virtues,	 often	 using	
arguments	 that	emphasized	 the	benefits	they	have	over	potential	topical	agents	(e.g.,	dual	compartment	
protection,	longer	periods	of	protection,	less	adherence	problems	and	risks	associated	with	missed	doses).	
There	was	a	failure	to	frame	potential	new	products	through	the	lens	of	desirability.	Further,	the	politics	of	
science	 led	 researchers	 to	 champion	 their	 own	 concepts	 and	 molecules.	 Like	 the	 early	 days	 of	 vaginal	
microbicides	 research,	 there	 was	 no	 workable	 mechanism	 to	 make	 evidence-based	 decisions	 on	 which	
products	 to	move	 forward,	 leading	many	potential	 funders	 to	wonder	 if	 the	best	 products	were	moving	
forward,	or	products	of	developers	who	played	the	game	the	best.		
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4. Impact	of	scenarios	on	rectal	microbicide	research	and	advocacy,	including	IRMA’s	work	

After	 discussing	 the	 two	 potential	 scenarios	 on	 the	 future	 of	 rectal	 microbicides,	 participants	 explored	 the	
following	questions:			

• Given	the	description	of	scenarios	we	have	just	discussed,	what	might	be	impact	of	ending	up	in	each	
of	those	scenarios?		

o On	RM	research?		
o On	advocacy?		

• What	would	be	the	implications	for	IRMA’s	work?		
o On	her	priorities,	her	strategies,	the	partnerships	she	seeks?	

The	impact	of	being	in	the	Robust	Pipeline	scenario	

Ending	up	in	this	scenario	assumes	that	we	have	made	some	effort	to	understand	why	some	people	choose	not	
to	take	oral	PrEP	and	what	factors	relate	to	adherence.	It	also	assumes	that	we	have	managed	to	deconstruct	
the	arguments	 from	opponents	of	 topical	products.	This	will	provide	arguments	as	 to	why	other	options	are	
necessary,	including	non-systemic	on-demand	options.	

We	must	 recognize	 that	 choices	 and	 decisions	 being	 made	 now	 are	 a	 culmination	 of	 many	 years	 of	 work.	
Therefore,	 we	 need	 advocates	 that	 are	 focussed	 and	 well-versed	 on	 implementation,	 not	 only	 care	 and	
prevention.	

We	must	 think	 about	 combinations	 of	 prevention	 efforts,	 including	 how	 people	might	 use	 various	 forms	 of	
protection	 for	 different	 reasons	 at	 different	 times	 (e.g.,	 going	 in	 or	 out	 of	 relationships;	 casual	 vs	 regular	
partners,	varying	levels	of	sexual	activity	over	time).	

In	this	field,	we	are	often	tied	to	our	own	modalities.	In	this	scenario,	IRMA	should	be	functioning	as	a	group	
that	connects	people	 to	 the	modalities	 that	 they	need.	 It	means	shifting	organizational	goals	 to	 fulfill	needs,	
rather	than	to	promote	a	particular	prevention	modality.	

Even	in	this	robust	scenario,	does	stigma	still	exist?	Probably.	IRMA	might	then	advocate	for	the	acceptance	of	
anal	sex	as	a	common	and	normalized	behaviour	free	of	stigma.	We	need	to	address	RMs	as	a	broader	project,	
not	 a	 specific	 issue.	 We	 should	 be	 thinking	 about	 IRMA’s	 role	 in	 acting	 as	 an	 organization	 that	 promotes	
research	and	works	to	end	stigmas.	

The	impact	of	being	in	the	Dry	Well	scenario	

If	we	ended	up	in	this	scenario,	would	the	lack	of	funding	and	attention	inspire	us	to	mobilize	or	would	interest	
in	RMs	drop	completely?	

We	would	have	 to	 think	 about	what	problems	along	with	HIV	 that	we	would	want	 to	 address	 (STIs?	 stigma	
around	anal	sex?).	Perhaps	we	would	focus	on	the	development	of	products	that	prevent	STIs,	and	then	tack	
on	an	HIV	preventative	element	afterwards.	We	could	ride	the	STI	prevention	wave,	utilize	 the	public	health	
interest	in	STIs,	and	then	piggyback	HIV	prevention	as	part	of	RM	development.		

We	might	 also	 focus	 our	 energies	 on	 reducing	 HIV	 incidence	 through	 advocacy	 for	 access	 to	 other	 existing	
products	 (oral/injectable	 PrEP,	 vaccine,	 vaginal	MPTs).	 It	might	 help	 to	 build	 partnerships	with	 reproductive	
justice	groups,	groups	that	address	Hepatitis	C,	LGBTQI	and	human	rights	groups	in	Eastern	Europe	and	Africa.	
This	could	also	help	to	articulate	the	need	and	create	demand	for	non-systemic,	on-demand	products.			

We	 would	 likely	 want	 to	 look	 at	 disparity	 in	 this	 scenario.	 Do	 people	 care	 about	 those	 who	 are	
disproportionately	affected	by	HIV?	Is	there	a	political	will	to	address	disparities?	What	tools	are	available	to	
address	them?	

Perhaps	European	initiatives	would	emerge	to	fill	the	gap	in	research.	Or	some	of	the	surviving	networks	might	
take	an	interest	in	RMs.	There	could	be	an	alliance	with	those	groups.	Private	foundation	funding	might	kick	in.	 	
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P A R T  C :  P R I O R I T I E S  M O V I N G  F O R W A R D  

1. Research	and	advocacy	priorities,	strategies,	and	partners	

Participants	 considered	 everything	 discussed	 so	 far—the	 current	 context;	 the	 PEST	 factors	 that	 drive	 us	 in	
certain	 directions;	 the	 different	 scenarios	 in	which	we	may	 find	 ourselves	 in	 the	 future;	 the	 implications	 of	
being	in	different	scenarios	on	RM	research	and	advocacy—in	order	to	identify:	

• What	should	be	our	priorities	moving	forward?	
• What	strategies	should	we	use	to	address	those	priorities?		
• Who	should	be	involved	with	IRMA?	What	role	should	these	partners	have?	

Fund	 the	 pipeline.	 In	 the	 immediate-term,	 we	 need	 to	 communicate	 with	 the	 NIH	 on	 the	 importance	 of	
maintaining	 funding	 for	 the	 development	 of	 topical	 products—non-systemic,	 short-acting	 on-demand	
prevention	options.	In	the	longer	term,	we	need	to	identify	other	funders	and	to	build	a	more	diverse	funding	
base.	This	could	include	European	funders,	foundations	and	the	private	sector.	

Keep	the	pipeline	going	while	being	responsible	and	critical.	While	the	current	pipeline	should	continue,	we	
cannot	do	so	without	taking	a	critical	look	at	how	we	move	forward.	Otherwise,	we	will	face	the	same	barriers.	
We	need	to	be	responsive	to	developments	in	RM	research	but	also	in	the	broader	HIV/STI	prevention	research	
field.	We	need	to	define	a	pathway	out	of	infinite	phase	I	studies,	including	a	collaborative	mechanism	for	the	
field	to	evaluate	which	products	to	move	forward	into	phase	II	and	III.	We	need	to	assess	which	trial	designs	
should	be	used	and	in	which	populations	products	should	be	tested.		

Engage	our	focus	populations.	Though	phase	I	studies	typically	involve	populations	at	low	risk,	we	need	to	find	
ways	of	including	focus	on	specific	populations	in	studies	from	the	early	stages.	We	should	keep	in	mind	that	
PrEP	users	and	people	living	with	HIV	might	have	great	interest	in	MPTs	and	STI	prevention.		

Define	the	need	and	back	it	up	with	data.	We	need	to	develop	the	data	and	to	build	the	arguments	for	why	we	
need	 rectal	microbicides.	This	 includes	understanding	why	people	might	prefer	 to	use	 something	other	 than	
oral	PrEP	(or	other	long-acting	systemic	products).	Which	communities	and	how	many	people?	Which	products	
specifically?	 In	 which	 circumstances	 (e.g.,	 casual	 partners	 vs	main	 partners;	 in	 or	 out	 of	 relationships)?	We	
need	to	use	epi	data	to	guide	our	strategy	and	to	identify	where	the	needs	and	gaps	are.	

Push	for	an	accelerated	multi-purpose	technology	(MPT)	research	agenda.	We	should	broaden	our	messaging	
to	include	STIs	and	to	emphasize	the	need	for	multi-purpose	products	for	rectal	microbicides,	as	well	as	vaginal	
microbicides.	With	high	STI	rates	in	many	populations	vulnerable	to	HIV,	products	that	could	reduce	the	risk	of	
both	 HIV	 and	 STIs	 would	 be	 valuable.	Many	 of	 the	 proposed	 long-acting	 systemic	 products	 (i.e.,	 oral	 PrEP,	
injectables,	vaccines)	will	only	target	HIV	and	would	unlikely	be	active	against	other	STIs.	We	should	push	for	
products	that	could	be	formulated	to	be	multi-purpose,	including	topical	gels,	suppositories,	inserts,	douches,	
enemas,	and	vaginal	rings.	

Broaden	 IRMA’s	mandate	 to	 include	both	 rectal	 and	 vaginal	microbicides.	While	 IRMA’s	 focus	 remains	 the	
sexual	health	needs	of	people	who	engage	 in	anal	sex,	 the	entire	microbicide	 field	 is	under	threat	 if	 the	NIH	
pulls	 its	support.	There	are	often	synergies	to	be	 leveraged	and	 lessons	to	be	 learned	across	the	vaginal	and	
rectal	microbicide	research	fields.	Working	with	key	partners	and	stakeholders,	we	should	support	the	sexual	
health	 needs	 of	 a	 variety	 of	 populations—cisgender	 and	 transgender	 men	 and	 women,	 including:	 gay	 and	
bisexual	men	and	other	MSM;	heterosexual	and	bisexual	women,	 including	young	women;	sex	workers—and	
advocate	for	topical	on-demand	products	that	could	meet	their	sexual	health	needs.	

Normalize	anal	sex.	We	should	continue	to	raise	awareness	that	anal	sex	occurs	among	people	of	all	genders	
across	all	regions	of	the	globe	to	combat	stigma	related	to	anal	sex.	Anal	sex	and	HIV/STI	prevention	should	be	
framed	in	the	context	of	anal	health	and	sexual	health.	IRMA	should	continue	to	promote	research	and	to	work	
to	end	stigma.	
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Focus	on	pleasure.	As	we	advocate	 for	 topical	products,	we	should	emphasize	 that	 they	can	be	pleasurable,	
playful,	 fun,	 and	 sexy,	 or	 facilitate	 pleasure	 indirectly.	 	 Formative	 research	 should	 be	 conducted	 to	 develop	
products	that	users	will	seek	and	desire.	Taking	a	lesson	from	oral	PrEP	and	contraceptives,	we	can	emphasize	
that	these	products	provide	peace	of	mind	and	reduced	anxiety	about	HIV,	STIs	and/or	unintended	pregnancy,	
which	greatly	enhances	feelings	of	pleasure,	intimacy	and	connection	between	sexual	partners.	

Continue	 advocating	 for	 access	 to	 existing	 prevention	 tools.	 Reducing	 HIV	 incidence	 will	 require	 not	 only	
advocating	for	the	development	of	topical	products,	but	also	advocating	for	access	to	existing	products	and	to	
new	ones	as	they	are	developed	(oral/injectable	PrEP,	vaccines,	vaginal	rings,	and	MPTs).	We	should	focus	on	
growing	and	sustaining	partnerships	with	reproductive	 justice	groups,	human	rights	groups,	and	coalitions	of	
communities	at	risk	of	HIV/STI	(cisgender	and	transgender	gay	and	bisexual	men	and	other	MSM,	sex	workers,	
cisgender	 and	 transgender	women	of	 colour,	 bisexual	women,	 and	 young	women)	 in	 various	 regions	 of	 the	
globe.		

	
In	 addition	 to	 the	 partnerships	mentioned	 above,	 there	 are	 several	 potential	 partners	with	which	we	 could	
foster	collaboration.	This	includes:	

• The	next	generation	of	HIV	researchers	
• Product	developers	
• STI	research	groups.	This	includes	leveraging	the	HIV	research	infrastructure	focussed	on	people	lviving	

with	HIV,	espcially	as	we	focus	on	MPTs	and	the	potential	STI	prevention	benefits	of	topical	products.		
• Providers	who	are	seeing	patients	who	have	STIs	or	are	working	to	prevent	STIs	
• NIH’s	regional	Centers	for	AIDS	Research	(CFARs)	
• Epidemiology	program	announcements,	such	as	Limited	Interaction	Targeted	Epidemiology	(LITE)	

What	should	a	new	and	refreshed	IRMA	look	like?	

In	 the	 survey	 IRMA	posted	prior	 to	 the	meeting,	 respondents	 clearly	 thought	 IRMA	should	 stick	around,	
saying	we	need	her	now	more	than	ever.	Meeting	participants	agreed.	But	what	should	IRMA	do	moving	
forward?	Continue	doing	more	of	the	same?	Sharpen	its	focus	on	specific	areas?	Expand	into	new	areas?	

While	 a	 strategic	 planning	 process	 would	 provide	 more	 fulsome	 answers,	 the	 meeting	 discussions	
nonetheless	yielded	some	valuable	indications	about	where	IRMA	should	be	headed.		

Continue	IRMA’s	role	in	the	following	areas:	

• Advocating	for	a	more	diverse	funding	base	and	for	ongoing	research	into	new	products.		
• Supporting	the	continued	engagement	of	target	populations	in	research.	
• Combating	stigma	related	to	anal	sex	by	raising	awareness	that	anal	sex	occurs	among	people	of	all	

genders	across	all	regions	of	the	globe	to.		
• Focussing	 on	pleasure	by	continuing	 to	 emphasize	 that	 topical	 products	 can	be	playful,	 fun,	and	

sexy—or	facilitate	pleasure	indirectly—and	to	advocate	for	formative	research	to	develop	products	
that	users	will	seek	and	desire.		

• Advocating	for	access	to	existing	prevention	tools.		

Expand	IRMA’s	role	in	the	following	areas:	

• Pushing	 for	 an	 accelerated	 multi-purpose	 technology	 (MPT)	 research	 agenda,	 and	 for	 a	
collaborative	mechanism	for	the	field	to	evaluate	which	products	to	move	forward.		

• Advocating	 for	 robust	 data	 to	 define	 the	niche	 for	 rectal	microbicides—what	 are	 the	needs	 and	
where	are	the	gaps?		

• Broadening	IRMA’s	mandate	to	include	both	rectal	and	vaginal	microbicides.		
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• Disparity	research	centers,	such	as	the	Centre	for	AIDS	Health	Disparities	(there	are	a	couple	such	
centres	in	Nashville)	

• PrEP	advocacy	groups	
• Reproductive	health	justice	groups	
• American	Sexual	Health	Association	and	American	Congress	of	Obstetriciains	and	Gynecologists	
• Members	of	congress	who	can	be	allies	

2. Developing	a	statement	from	the	think	tank	for	NIH	and	broader	dissemination		

Participants	considered	everything	that	had	been	discussed	so	far	at	the	meeting	to	determine	what	should	be	
the	key	arguments	presented	to	the	NIH.		

Financial	arguments	

● Start	with	the	observation	that	prevention	is	always	more	cost	effective	than	treatment.	
● We	have	to	argue	against	the	belief	that	only	long	acting	(at	least	6	months)	and	systemic	products	are	

worth	the	investment.		
● We	could	make	direct	 cost	 comparisons	between	vaccines	and	microbicides	and	 the	effectiveness	 in	

each.	If	we	compare	the	money	spent	on	vaccines	with	the	money	spent	on	microbicides	and	compare	
their	efficacy,	microbicides	come	out	the	winner.		

● We	can	also	argue	that	from	a	business	angle	and	the	need	to	get	a	return	on	investment,	it’s	too	early	
to	pull	the	plug	on	topical	products	and	a	multi-million	dollar	investment.	It	is	reckless	to	make	such	an	
investment	 and	 not	 see	 it	 through,	 especially	 when	 it	 shows	 such	 promise	 and	 seems	 poised	 to	
produce	dividends.		

● We	should	use	Craig	Hendrix’s	graph	to	show	what	the	pipeline	looks	like	and	calculate	what	it	would	
cost	to	complete	those	studies.	

● We	should	probably	 steer	away	 from	arguments	 that	highlight	 the	catastrophic	nature	of	having	 the	
NIH	pull	its	funding,	pointing	out	that	it	almost	single-handedly	funds	all	research	into	topical	products.	
The	“America	first”	mentality	could	prove	detrimental	to	us.	

Scientific	arguments	

● It	is	too	early	to	give	up	on	topical	products.	We	have	a	vaginal	ring	that	has	proven	to	be	effective;	it	is	
under	 regulatory	 review	 and	 is	 being	 further	 tested	 for	 multi-purpose	 use	 and	 in	 longer-use	
formulations,	 as	 well	 as	 in	 different	 populations	 and	 ages	 of	 women.	 Several	 other	 products	 are	 in	
development.	A	rectal	gel	has	shown	promise,	with	multiple	products	in	development	(different	active	
compounds,	 some	 of	 which	 could	 be	 multi-purpose;	 different	 formulations,	 some	 of	 which	 are	
behaviourally	congruent).	There	 is	potential	 for	a	 topically	delivered	product	 to	have	a	robust	effect;	
we	 can	 build	 on	 the	 effectiveness	 seen	with	 the	 vaginal	 ring	 and	we	 can	 deliver	 high	 levels	 of	 drug	
topically.	

● We	also	have	to	address	the	belief	that	Cabotegravir	(and	other	injectables)	will	work.	If	the	NIH	thinks	
there	 are	 reasons	 to	believe	 that	 topical	 products	will	 not	work	 (which	 is	 incorrect	 since	 some	have	
already	been	proven	to	work),	then	it	must	accept	that	there	are	reasons	to	believe	that	Cabotegravir	
may	not	work	at	all.	If	it	does	fail	to	work,	there	will	be	opportunity	costs	of	dropping	the	research	into	
topical	products.	Researchers	will	have	moved	on;	expertise	and	precious	 time	will	be	 lost.	 It	will	be	
difficult	 to	come	back	to	 it	 in	seven	years	after	 the	next	re-competition	cycle.	We	need	to	be	on	the	
record	as	taking	a	stand,	so	we	can	come	back	to	it	in	the	future.		

● We	have	learned	from	behavioural	scientists	the	challenge	of	one	sole	product.	We	need	to	work	on	a	
prevention	toolkit,	beyond	PrEP	and	condoms.	
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Strategic	arguments		

● Long-acting	 products	 have	 operational	 and	 implementation	 issues.	 For	 example,	 injectables	 such	 as	
Cabotegravir	will	require	clinic	visits	every	two	months	for	injections,	and	taking	an	oral	dose	for	four	
weeks	before	the	first	 injection	and	for	a	year	after	discontinuing	the	injections.	For	people	attracted	
to	this	modality	because	they	don’t	wish	to	take	a	daily	pill,	this	is	a	major	challenge.	

● We	don’t	want	to	put	all	our	eggs	in	one	basket,	or	in	one	category	of	products.	We	need	long-acting	
systemic	products.	We	need	on-demand	non-systemic	products.	

● We	 have	 to	 address	 the	 mantra	 that	 long-acting	 systemic	 products	 are	 the	 only	 way	 to	 deal	 with	
adherence	obstacles.	Desirability	of	products	(including	pleasure-enhancing	properties	and	the	ability	
to	avoid	systemic	exposure	to	drugs)	and	their	 fit	with	people’s	 life	and	circumstances	 (including	the	
ability	to	use	them	at	the	time	of	sex)	are	other	ways	of	dealing	with	adherence,	both	of	which	could	
be	addressed	by	topical	products.	

● We	 need	 to	 draw	 a	 line	 in	 the	 sand—there	 needs	 to	 be	 a	 growing	 diversity	 of	 products	 being	
developed.	People	want	different	modalities.	We	know	from	the	experience	of	the	contraceptive	field	
that	the	more	options	we	provide	to	people,	the	more	sexual	acts	are	protected.	

● We	should	bring	our	comments	and	concerns	to	the	highest	levels	of	NIAID	leadership.	
● We	should	advocate	with	other	stakeholders	and	allies	(including	allies	in	HIV	prevention,	reproductive	

justice,	key	populations).	
● Any	vaccine	that	makes	it	out	of	the	gate	is	not	going	to	be	as	effective	as	it	needs	to	be.	There	will	still	

be	shortcomings	that	could	be	filled	by	topical	products.	No	single	product	or	class	of	product	will	meet	
all	needs	or	end	the	epidemic.	A	60+%	effective	vaccine	will	still	require	a	 lot	of	education	to	explain	
and	will	need	complementary	prevention	tools	to	fill	the	gap.		

● Topical	products	such	as	rectal	microbicides	could	eventually	be	formulated	to	prevent	STIs.	

A	draft	statement	will	be	prepared	based	on	these	arguments.	It	will	be	circulated	to	meeting	participants	for	
comment.	We	will	circulate	it	broadly,	seek	endorsements	and	encourage	others	to	submit	comments	to	the	
NIH.	

3. Immediate	action!	Real-time	input	into	NIH	consultation		

During	 the	 meeting	 time	 itself,	 all	 participants	 were	 invited	 to	 go	 to	 the	 NIH	 webpage	 and	 to	 provide	
comments—based	 on	 elements	 of	 our	 discussion	 and	 their	 own	 perspective.	 As	 a	 result,	 the	 NIH	 received	
nearly	25	comments	related	to	research	into	rectal	microbicides	and	other	topical	products.	In	response,	Carl	
Dieffenbach	published	a	blog	posting	on	microbicides:	https://www.niaid.nih.gov/research/positioning-topical-
hiv-prevention-future.			
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A P P E N D I X  1 :  A G E N D A  

 

8:00	–	8:30	 Arrival,	networking	and	breakfast	

8:30	–	8:45	
1.	Welcome	and	introductions;	Objectives	and	overview	of	the	meeting	
Jim	Pickett,	Marc-André	LeBlanc	

8:45	–	9:00	 2.	Review	of	the	current	context	(Presentation	and	discussion)	
Jim	Pickett,	Craig	Hendrix	

9:00	–	9:30	 3.	Overview	of	trial	design	meetings	(Presentation	and	Q&A)	
Clare	Collins	

9:30	–	10:00	
4.	Alternate	route:	Commercial	viability	and	options	if	DAIDS	doesn’t	move	forward…	and	
even	if	it	does	(Presentation	and	discussion)	
Ian	McGowan	

10:00-10:15	 5.	Introduction	to	scenario	planning	(Presentation	and	Q&A)	
Marc-André	LeBlanc	

10:15	–	10:30	 BREAK	

10:30	–	11:45	
6.	PEST	factors:	Drivers	of	the	future	(World	Café	brainstorm)	
Marc-André	LeBlanc	

11:45	–	12:30	 7.	Building	scenarios	of	the	future:	Part	1	(Small	groups)	
Marc-André	LeBlanc	

12:30	–	13:30	 LUNCH	

13:30	–	14:00	 8.	Building	scenarios	of	the	future:	Part	2	(Plenary)	
Marc-André	LeBlanc	

14:00	–	15:00	
9.	Impact	of	scenarios	on	rectal	microbicide	research	and	advocacy,	including	IRMA’s	work	
(Small	groups	and	plenary)	
Jim	Pickett	

15:00	–	15:15	 BREAK	

15:15	–	16:00	
10.	The	“What”,	the	“How’	and	the	“Who”:	Research	and	advocacy	priorities,	strategies	
and	partners	(Plenary)	
Marc-André	LeBlanc	and	Jim	Pickett	

16:00	–	16:30	
11.	Developing	a	statement	from	the	think	tank	for	NIH	and	broader	dissemination	
(Plenary)	
Jim	Pickett	

16:30	–	16:50	 12.	Immediate	action!	Real-time	input	into	NIH	consultation	
Everyone	

16:50	–	17:00	 13.	Next	steps	and	wrap-up		
Jim	Pickett	
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A P P E N D I X  2 :  P A R T I C I P A N T S  

	
Al	Liu	
Alex	Carballo-Dieguez	
Anna	Forbes	
Asa	Radix	
Barbara	Friedland	
Cindra	Feuer	
Clare	Collins	
Craig	Hendrix	
Demetre	Daskalakis	
Ian	McGowan		
Jared	Baeten	
Jeremiah	Johnson	
Jerome	Galea	
Jim	Pickett	
Jonathan	Lucas	
José	Bauermeister	
José	Fernández	Romero	
Ken	Mayer	
Liza	Dawson	
Mark	Hubbard	
Morenike	Ukpong	
Nicholas	Feustel	
Omar	Martinez	
Peter	Anton	
Rob	Newells	
	
David	McCuskey,	Note-taker	
Marc-André	LeBlanc,	Facilitator	
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A P P E N D I X  3 :  S U R V E Y  R E S U L T S  

	
	

Is	it	time	to	retire	
IRMA?	Is	her	
agenda	sufficiently	
taken	up	by	others,	
making	her	
obsolete?	

No	way!	
Doubtful.	While	parts	of	her	agenda	have	been	taken	up	by	other	groups	and	
institutions,	a	fundamental	need	to	address	lube	safety,	rectal-phobia,	and	tool	
diversity	remain.	
Are	you	kidding?	We	need	IRMA	as	much	now	as	we	ever	have,	maybe	more.		It	is	
obvious	that	people	need	multiple	ways	of	protection	themselves	from	HIV.	Adding	
PrEP	has	reduced	HIV	in	the	communities	in	which	it	is	available	and	publicized.		We	
need	more	options	to	bring	the	rate	to	transmission	down	still	further.	

Is	IRMA	still	
relevant?	What	
should	our	role	be?	

Education	to	stakeholders	-	scientists	and	consumers	
That	depends	to	some	degree	on	what	happens	with	US	funding	and	to	a	greater	
degree	on	trends	in	prevention	research	overall.	If	existing	funding	undergoes	a	radical	
reduction,	I	think	reversing	that	should	be	a	priority,	but	a	smaller	one.	Under	that	
condition	accessing	lube	safety,	developing	lubes	that	are	safer	and	not	just	acceptable	
but	desirable	and	preferable	to	other	options	would	be	higher	priorities	(these	are	I	
believe	powerful	gateways	and	facilitators	for	more	rectal	option	funding).	
YES!	The	unique	collaboration	between	researchers	and	advocates	is	essential	in	all	
areas	of	HIV	prevention,	treatment	and	care	—	but	especially	essential	in	areas	where	
stigma,	homophobia,	sexism,	etc.	suppresses	serious,	public,	thorough	conversation	
about	what	people	need	for	their	sexual	health	and	what	they	will	use.		IRMA	has	
played	an	invaluable	role	on	in	this	often-ignored	area	and	needs	to	continue	to	do	so.	

Should	our	focus	
still	be	on	people	of	
all	genders	who	
have	anal	sex?	

Yes,	absolutely.	Personally,	I	would	also	like	to	see	IRMA	consider	adding	attention	to	
vaginal,	as	well	as	rectal,	microbicides.	I	know	this	would	require	an	expansion	of	
IRMA’s	mission	(and	maybe	even	her	name).	But,	as	we	all	know	IRMA	was	created	in	
an	environment	in	which	there	was	already	an	organization	devoted	to	promoting	the	
development	of	vaginal	(as	well	as	rectal)	microbicides:	GCM.	Unfortunately,	GCM	is	no	
longer	and	no	one	has	really	picked	up	the	task	of	advocating	for	vaginal	microbicides.	
This	will	become	a	more	important	and	active	area	as	the	first	vaginal	microbicides	hit	
the	market	in	2017-18.	There	is	a	real	danger	that	they	could	go	the	way	of	the	internal	
condom	—	a	practical,	highly	effective,	much	needed	HIV	prevention	option	that	is	
radically	under-used	in	most	countries	(if	used	at	all)	because	it	has	not	been	promoted	
properly	and	demand	for	it	has	seldom	been	created.	IRMA	could,	if	it	wanted	to	and	
felt	able	to,	expand	to	become	the	leading	advocate	for	both	vaginal	and	rectal	
microbicides	and	that	could	be	a	very	valuable	mutation	for	the	whole	field.		Just	sayin’.	
YES!	
In	a	word,	yes.	

Thinking	about	the	
next	few	years,	
what	should	IRMA’s	
top	priorities	be?	

Ensuring	the	attention	to	scientific	progress	includes	mental	health	issues	such	as	
pleasure,	fear	of	HIV	acquisition...	
See	previous	(“That	depends…”)	
Same	as	they	have	been	to	date:	collaborate	with	researchers	and	make	sure	as	much	
social	and	behavioral	(as	well	as	biomedical)	research	moves	forward	as	possible.	
Advocate	for	funding	and	support	for	this	research.	Start	developing	demand	NOW	by	
educating	potential	future	users	about	what	microbicides	are,	how	they	will	work	and	
how	they	(the	public)	can	join	in	making	them	a	reality.	Contribute	to	breaking	through	
the	shame	and	stigma	that	has	suppressed	public	and	political	conversation	about	this	
essential	need	by	making	a	lot	of	public	noise	about	it.	
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What	strategies	
should	IRMA	use	to	
advance	its	agenda?	

What	you	have	been	doing	(it’s	been	effective).	My	only	suggestion,	as	discussed	above,	
is	that	IRMA	consider	expanding	to	become	IMAN	(International	Microbicide	Advocates	
Now).	OK…	maybe	not	the	best	name	(although	she	is	a	beautiful	model,	still	and	
MIGHT	endorse	us!).	It	could	and	should	consider	taking	on	the	full	range	of	microbicide	
advocacy.	
Develop	a	community	of	practice	that	includes	promoters	and	naysayers	
Post	re-competition	it's	probably	time	for	strategic	planning.	An	infusion	of	young'n	at	
higher	levels	is	probably	needed.	

Is	there	a	way	out	of	
this	conundrum	of	
having	the	entire	
RM	research	field	
funded	by	one	
donor?	

Not	really.	The	marketplace	will	drive	additional	funders	as	products	become	more	
viable.	
If	there	is,	it	largely	depends	on	smart,	fact	&	evidence-based	advocacy.	
Probably	not,	given	the	state	of	global	financing	at	the	moment	and	the	state	of	the	U.S.	
government	(dismal!!).	We	need	to	think	long	and	hard	about	it,	given	the	political	
environment	right	now.	May	need	to	think	about	going	back	to	mega-huge	private	
donors	like	BMGF,	Richard	Branson	(who	has	invested	in	breast	cancer,	diabetes	and	
prostate	cancer	research	although	he	hasn't	yet	in	HIV,	as	far	as	I	know)	and	folks	like	
that.	Unfortunately,	I	think	public	money	will	be	increasingly	hard	to	get	for	a	while.	
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The	NIH	must	NOT	leave	us	behind:	We	demand	funding	for	microbicides	research	

As	members	and	allies	of	 International	Rectal	Microbicide	Advocates	 (IRMA),	we	express	our	gratitude	 for	
NIH	leadership	in	the	field	of	HIV	prevention	research	and	our	strong	support	for	the	continuation	of	robust	
NIH	funding	for	the	research	and	development	of	a	range	of	HIV	prevention	tools,	 including	not	only	 long-
acting	 systemic	 products	 such	 as	 vaccines,	 implants	 and	 injectables,	 but	 also	 topical	 on-demand	 products	
such	 as	 vaginal	 and	 rectal	 microbicides.	 Sexually	 active	 women	 and	 men	 around	 the	 world	 who	 are	
vulnerable	to	HIV	require	a	range	of	choices	for	protection.	

Withdrawing	 funding	 support	 for	 research	 and	 development	 of	 topical	 on-demand	 HIV	 prevention	 tools	 is	
irresponsible	 from	 a	 financial	 perspective,	 illogical	 from	 a	 scientific	 perspective,	 and	 short-sighted	 from	 a	
strategic	perspective.		

Microbicide	research	is	fiscally	responsible	

We	 fully	 support	 funding	 for	 the	development	 of	 long-acting	 systemic	 products.	Doing	 so	 at	 the	 expense	of	
other	classes	of	products	however,	is	a	serious	mistake.	Funding	on-going	development	of	topical	on-demand	
products	is	a	sound	investment.	

Each	 year,	 vaccines	 receive	 significantly	 more	 funding	 than	 microbicides.	 The	 Resource	 Tracking	 for	 HIV	
Prevention	Research	and	Development	Working	Group	estimates	that	between	2000-2016,	US$12.8	billion	was	
spent	 globally	 on	 vaccine	 R&D,	 while	 only	 US$3.0	 billion	 was	 spent	 on	 microbicides—four	 times	 less.	 This	
disparity	 keeps	 getting	 larger.	 In	 2016,	 vaccines	 received	 five	 times	more	 funding	 than	microbicides	 globally	
(US$868	 million	 versus	 US$167	 million).1	Despite	 such	 a	 glaring	 disparity,	 a	 vaginal	 ring	 is	 already	 under	
regulatory	review	and	 is	being	tested	 further	 for	multi-purpose	use,	while	a	potential	vaccine	regimen	 is	still	
being	tested	and	optimized	in	clinical	trials.	

In	2016,	the	US	contributed	84%	of	the	global	funding	in	microbicides	R&D.	Purely	from	a	business	angle,	it	is	
irresponsible	 to	 discontinue	 investment	 in	 an	 area	 that	 shows	 such	 promise	 and	 seems	 poised	 to	 produce	
dividends.	

Microbicide	research	is	evidence-based	science	

In	 addition	 to	 the	 vaginal	 ring	 mentioned	 above,	 a	 number	 of	 studies	 testing	 candidate	 vaginal	 and	 rectal	
microbicide	products	are	underway.		

Looking	at	rectal	microbicides	specifically,	a	tenofovir	gel	has	already	shown	promise	in	an	international	phase	
II	trial.	By	early	2020	no	less	than	eight	safety	studies	testing	candidate	products	should	be	completed.	These	
include	 a	 variety	 of	 formulations:	 inserts,	 suppositories,	 and	 gels	 with	 applicators,	 but	 also	 behaviourally	
congruent	 formulations	 such	as	douches	and	 lube-like	products.	 The	active	 ingredients	 include	 five	different	

																																																								
1	Resource	Tracking	for	HIV	Prevention	Research	and	Development	Working	Group.	(2017)	HIV	Prevention	Research	&	2000–2016	
Development	Investments:	Investment	priorities	to	fund	innovation	in	a	challenging	global	health	landscape.	
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antiretrovirals	 (ARVs)	as	well	as	one	non-ARV-based	product.	Two	of	 these	products	will	be	 tested	 for	multi-
purpose	use	(HIV	and	STI	endpoints)	and	for	dual	compartment	use	(vaginal	and	rectal).		

STI	 rates	 are	 increasing	 in	many	populations	 vulnerable	 to	HIV.	 Products	 that	 could	 reduce	 the	 incidence	of	
both	 HIV	 and	 STIs	 would	 be	 valuable.	Many	 of	 the	 proposed	 long-acting	 systemic	 products	 (i.e.,	 oral	 PrEP,	
injectables,	implants,	vaccines)	will	only	target	HIV	and	will	not	be	active	against	other	STIs.	Products	that	could	
be	formulated	to	be	multi-purpose	should	be	developed,	including	topical	gels,	suppositories,	inserts,	douches,	
enemas,	 and	 vaginal	 rings.	 Furthermore,	 women	 the	 world	 over	 utilize	 an	 array	 of	 contraceptive	 options.	
Products	co-formulated	to	address	HIV	prevention	and	contraception—and	potentially	other	STIs—are	highly	
desired	by	women.	A	birth	control	indication	for	a	product	that	also	offers	HIV	protection	could	reach	women	
who	see	themselves	at	low	risk	for	HIV	but	high	risk	for	unintended	pregnancy.	

However,	given	the	timing	of	the	NIH	funding	cycle,	a	decision	to	drop	support	for	ongoing	research	into	topical	
products	 would	 effectively	 stop	 this	 work	 in	 its	 tracks,	 just	 as	 we	 are	 poised	 to	 get	 answers	 about	 several	
potentially	promising	products.	Indeed	while	the	studies	currently	running	will	continue	to	operate,	it	is	unclear	
whether	and	how	the	products	they	are	testing	could	move	forward	without	ongoing	NIH	support.	

Microbicide	research	is	strategic		

It	 is	 foolish	 to	put	 all	 our	 eggs	 in	one	basket,	 or	 in	one	 category	of	products.	We	need	 long-acting	 systemic	
products	 that	 don’t	 require	 daily	 administration,	 just	 as	 we	 need	 topical	 on-demand	 products	 that	 don’t	
require	an	intense	clinical	interface	and	long-term	commitment.	People	want	different	modalities	to	suit	a	wide	
variety	of	circumstances.2	We	know	from	the	experience	of	the	contraceptive	field	that	the	more	options	we	
provide	to	people,	the	more	sexual	acts	are	protected.3	The	answer	to	adherence	challenges	 is	more	options	
from	a	variety	of	product	classes,	not	less.	

No	single	product	or	class	of	product	will	meet	all	the	needs	of	all	vulnerable	people	over	their	life	courses	nor	
be	 the	 answer	 to	 ending	 the	 epidemic.	We	 recognize	 the	 challenges	 inherent	 in	 topical	 products.	 However,	
long-acting	 systemic	 products	 are	 not	 without	 their	 own	 significant	 operational	 and	 implementation	
challenges.	 For	 example,	 injectables	 such	 as	 Cabotegravir	 will	 require	 clinic	 visits	 every	 two	 months	 for	
injections,	and	taking	an	oral	dose	for	four	weeks	before	the	first	 injection	and	for	a	year	after	discontinuing	
the	injections.4,5	For	people	attracted	to	this	modality	because	they	don’t	wish	to	take	a	daily	pill,	this	is	a	major	
challenge.		

We	recognize	that	long-acting	systemic	products	present	one	way	to	deal	with	the	adherence	obstacles	faced	
by	some	users.	Offering	products	that	users	find	desirable,	that	are	behaviourally	congruent,	and	that	enhance	
pleasure	could	be	equally	effective	at	dealing	with	adherence	challenges	faced	by	others.	Communities	tell	us	
they	want	 products	 that	 fit	 their	 life	 circumstances.	Many	 are	 interested	 in	 products	 that	 can	 be	 used	 only	
when	needed,	thereby	avoiding	systemic	exposure	to	drugs	for	long	periods	of	time.		

	

																																																								
2	Microbicide	Trials	Network	(2016).	Meeting	the	HIV	Prevention	Needs	of	Adolescent	Girls	and	Young	Women;	Stakeholders	
consultation	on	the	MTN-034/IPM	045	(REACH)	open-label	safety	and	adherence	study	of	the	dapivirine	vaginal	ring	and	oral	PrEP.	
http://www.mtnstopshiv.org/sites/default/files/attachments/MTN-
034%20REACH%20consultation_public%20report_12Dec2016.pdf		
3	https://www.ncbi.nlm.nih.gov/pmc/articles/PMC4168565/	
4	Oral	PrEP	will	be	used	in	conjunction	with	injectables	both	before	the	initial	injection	and	after	the	last	injection.	Before:	Because	there	
is	no	way	to	remove	the	drug	once	injected,	a	4-week	“lead-in”	strategy	using	an	oral	form	of	the	active	drug	will	be	utilized	to	establish	
safety	parameters.	After:	Following	the	final	injection,	drug	concentration	will	slowly	diminish,	providing	less	and	less	protection	against	
HIV.	Oral	PrEP	would	be	recommended	to	reduce	the	risk	of	infection	during	this	period	and	(if	infection	were	to	occur)	to	reduce	the	
risk	of	resistance	in	the	face	of	low	drug	levels.	
5	Landovitz	RJ,	Kofron	R,	McCauley	M.	The	Promise	and	Pitfalls	of	Long	Acting	Injectable	Agents	for	HIV	Prevention.	Current	opinion	in	
HIV	and	AIDS.	2016;11(1):122-128.	doi:10.1097/COH.0000000000000219.	
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Finally,	 there	are	significant	opportunity	costs	associated	with	dropping	the	research	 into	 topical	on-demand	
products	now.	Commentary	to	date	seems	to	reflect	an	unscientific	faith	in	the	certainty	of	efficacy	trials	being	
currently	conducted—for	which	results	are	still	several	years	away.	While	they’ve	shown	promise,	long-acting	
injectables	 could	 yet	 fail	 to	 demonstrate	 sufficient	 efficacy	 and	 serious	 challenges	 may	 not	 be	 seen	 until	
implementation	is	attempted.	We	still	don’t	know	if	monoclonal	antibodies	or	current	vaccine	candidates	will	
prove	useful.	 It	 is	 imperative	we	continue	research	 into	 topical	on-demand	products	as	viable	alternatives	 in	
the	 meantime.	 However,	 without	 ongoing	 funding	 support,	 microbicide	 research	 infrastructure	 and	 the	
substantial	 body	 of	 knowledge	 within	 microbicide	 scientists	 will	 have	 been	 lost	 or	 become	 obsolete	 and	
momentum	 and	 time	 will	 be	 lost—the	 microbicide	 field	 may	 wither	 and	 die.	 Whether	 to	 broaden	 HIV	
prevention	 choices	 or	 to	 keep	 topical	 options	 alive	 should	 injectable	 PrEP	 fail	 to	 demonstrate	 protective	
efficacy	 years	 from	 now,	 it	 will	 be	 extraordinarily	 difficult	 (if	 not	 impossible)	 to	 revitalize	 the	 microbicide	
program	if	we	discard	the	opportunities	at	hand	to	develop	desperately	needed	new	HIV	and	STI	prevention	
tools.	

It	 is	 critically	 important	 that	 the	 upcoming	 funding	 announcement	 be	 designed	 strategically	 to	 leverage	
retention	of	the	expertise	and	infrastructure	necessary	to	pursue	expanded	safety	and	efficacy	assessment	of	
the	most	promising	topical	products	to	emerge	from	currently	funded	clinical	studies.		

Again,	we	fully	support	funding	for	the	development	of	long-acting	systemic	HIV	prevention	options.	Topical	
on-demand	products,	including	vaginal	and	rectal	microbicides,	are	also	a	wise	investment	equally	worthy	of	
sustained	funding	support.		

We	 the	undersigned	demand	a	 continued	 commitment	 to	 the	 research	 and	development	of	microbicides.	
We	demand	appropriate,	sustained	funding	for	these	activities.	

	

Founded	in	2005,	IRMA	is	a	Chicago-based	global	network	of	over	1,200	advocates,	policymakers	and	leading	
scientists	 from	 six	 continents	 working	 together	 to	 advance	 a	 robust	 rectal	 microbicide	 research	 and	
development	 agenda—from	basic	 science	 to	behavioural	 research.	 IRMA’s	 goal	 is	 to	 support	 the	 creation	of	
safe,	effective,	acceptable	and	accessible	rectal	microbicides	 for	cisgender	and	transgender	women	and	men	
around	 the	world	who	engage	 in	anal	 intercourse.	 IRMA	partners	with	other	advocacy	organizations	around	
the	world	to	help	advance	rectal	microbicide	research.		

Microbicides	are	products	that	could	be	used	in	the	vagina	or	rectum	to	reduce	the	risk	of	HIV	infection.	These	
products	could	also	be	formulated	to	reduce	the	risk	of	STI	infection	and/or	unintended	pregnancy.	

	

	


