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UNPA	Fall	2016	Members’	Mee4ng 
UNPA team presentation 

SupplySide West 
Las Vegas 
Oct. 6, 2016 



WELCOME	

A	50-minute	snapshot.	
Here	we	go…	
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News	of	Note	

•  NDI	Guidance	
•  New	York	AG	/	NBTY	SeUlement	
•  Industry	M	&	A	
•  BILI	–	herbs	and	liver	injury	
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•  Canada	–	rethinking	NHPs	
– Michael	Smith,	resident	expert	

	

•  Homeopathy	–	teething	pains	
	

•  China	
– The	China/U.S.	highway	
– A	man	on	the	ground	

	

•  MOU	partner	update	
	

•  Calendar	and	events	
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•  GMOs:	Today’s	Challenges,	Tomorrow’s	
Opportuni4es	
– Thursday,	2-4	p.m.,	South	Seas	B	

[separate	registra4on	required]	
	

•  Coun4ng	the	Cost	of	FDA’s	Drab	Guidance	
– Friday,	12:30-1:00	p.m.,	SupplySide	Central	Stage	
– Loren	Israelsen	&	Skye	Lininger,	co-presenters	
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UNPA	Educa4onal	Events	at	SSW	2016	
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•  Homeopathy	
	

–  Is	FDA	corralling	homeopathics?	
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Daniel	Mabey	–	Strategic	Liaison,	Asia	



•  Educa4on:		
– Tsinghua	University,	Beijing	
– Peking	University,	Beijing	
– University	of	Pennsylvania	

•  Work	Experience:	
– China	Next	Genera4on	Educa4on	Founda4on,	
Beijing,	China	--	Execu4ve	Assistant	to	Chairman	

– First	Equity	Holdings	Corpora4on,	Beijing-SLC,	
Senior	Analyst	

– Sussex	Group	/	Ciao	Partners,	Beijing-SLC,	Partner	
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UNPA	MOU	Partnership	News	

•  British Columbia Institute of 
Technology MOU agreement 
announced June 15 

•  Botanical DNA testing resource 
•  Canada regulatory insights 
•  NHP Research Society of 

Canada 2017 Conference, 
“Beyond Tradition,” May 8-12 
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UNPA	MOU	Partnership	News	

•  Bastyr University MOU 
agreement announced 
Sept. 21 

•  Washington State Chapter 
Anchor 

•  Practitioner liaison to UNPA 
•  DS training to students 
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And now for the  
main event… 



The	2016	NDI	Drab	Guidance:	
A	Snapshot	of	Key	Issues	

Manufacturing	Changes	
	

•  Key	reference	–	2014	Food	Addi4ve	
Guidance	

•  All	or	significant	changes?	
•  Breakout	the	types	of	changes;	score	
rela4ve	risk	and	frequency	of	use	
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Nanotechnology	
	

•  Defini4on:	1-100	nanometers	
	

• What	is	our	posi4on?	
	

• What	do	we	need	to	know?	



Solvents	
	

•  Only	allowable	pre-DSHEA	solvents	–	
water	&	ethanol	

•  Super	cri4cal	CO2	

•  Provide	evidence	of	pre-DSHEA	use	
•  Survey	other	solvents	of	interest	
•  Is	there	a	need	for	an	NDI	if	new	solvents	
are	used?	



Master	Files	
	

•  Experts	to	review	key	issues	with	
working	group	
	

	



ODI	List	
	

•  No	authorita4ve	lists	recognized	by	FDA	
•  FDA	is	prepared	to	develop	an	authorita4ve	
list	–	is	this	a	good	or	bad	idea?	

•  Save	and	hold	pre-DSHEA	records	of	ODI	use	
•  UNPA	to	hold	as	an	interim	custodian	of	
documents	for	members	

•  Who	can	we	collaborate	with?	
•  Focus	on	manufacturing	records	



Combina=on	policy	
	

•  The	policy	makes	no	sense	–	it	is	economically	
prohibi4ve	
	

•  Are	there	high	risk	ingredients	which,	if	
combined,	should	trigger	NDI?	If	so,	create	
inventory	of	high	risk	ingredients.	













Toxicity	safety	studies	
	

•  Examine	the	costs	and	necessity	
	

•  Ethical	and	consumer	sensi4vity	concerns	



History	of	food	use	
	

•  What	is	our	posi4on	on	GRAS	affirma4on	
no4fica4on	system?	
	

•  How	useful	is	the	“history	of	food	use”	
pathway	to	DS	sector?	



Chemical	altera=on	
	

•  This	is	a	subset	issue	of	history	of	food	use	
and	GRAS	
	

•  What	chemical	altera4ons	do	we	think	trigger	
loss	of	ODI	status?	



Synthe=c	botanicals	
	

•  Vinpoce4ne	example	–	what’s	next?	
•  Inventory	present	number	of	SynBots	on	the	
market	

•  Adultera4on	and	spiking	–	essen4al	oils	as	
case	study	



Economics	
	

•  Refine	metrics	with	data	experts	
•  Develop	a	cos4ng	model	for	working	group	
discussion	

•  Create	cost	es4mates	based	on	various	
scenarios	

•  Request	that	FDA	do	economic	impact	
analysis	before	any	final	guidance	issues	



Congressional	briefings	
	

•  Educa4ng	stakeholders	and	interested	third	
par4es	
	

•  Status	of	UNPA	educa4on	and	media	efforts	
	

•  Senator	Hatch	–	last	standing	member	of	
Congress	on	this	issue	



Consul=ng	and	advisory	services	
	

•  Develop	list	of	recommended	consultants,	law	
firms	and	advisors	for	NDI,	GRAS	and	safety	&	
tox	study	services	
	



Drug	/	DS	race	to	market	issue	
	
•  Vinpoce4ne	as	case	study	

	

•  How	many	NDINs	are	at	risk?	
	



What	UNPA	has	done	

•  Analyze	
	

•  Educate	
	

•  Request	extension	
	

•  Brief	up	members	and	industry	
	
	 	…that’s	what	we	have	done.	
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•  Members	conference	call,	Aug.	14	
•  13-page	Execu4ve	Summary,	Aug.	14	
•  Economic	Impact	Analysis,	Aug.	18	
•  10-part	“Did	You	Know”	email	series,	star4ng	Aug.	20	
•  Members	webinar,	Aug.	25	
•  “NDI	Guidance	II	&	Substances	Generally	Recognized	
as	Safe	Workshop,”	Sept.	8	

•  New	Hope	Network	mee4ng,	Sept.	13	
•  Rocky	Mountain	Dietary	Supplement	Forum,	Sept.	
14-15	

UNPA	©	2016	
 

UNPA	NDI	Guidance	Educa4on	



#1 

Manufacturing Changes 
In FDA's latest New Dietary Ingredients (NDIs) 
guidance, released on Aug. 11, 2016, a large 
range of "manufacturing changes" will trigger an 
NDI notification. Each notification requires a 75-day 
waiting period before you can go to market. 























NDIs—is everything old new again?
A letter to the industry

By Loren Israelsen, President, United Natural Products Alliance, ww.unpa.com

On August 11, 2016, the FDA pub-
lished its latest revised Draft NDI 
Guidance, which the agency notes 

is an expanded and clarifi ed version of its 
2011 Draft NDI Guidance. Th eFDA also 
notes that the dietary supplement indus-
try’s comments and objections have been 
considered and taken into account. 

But, in fact, we have been presented a 
document that envisions a dietary supple-
ment world quite diff erent from the one we 
currently live in.

How did we get here? Let’s set the stage 
for the 22-year saga of NDIs. It is summer 
1994. Th e Dietary Supplement Health and 
Education Act (DSHEA) has explod-
ed into a heated public and congressional 
debate. Th e House and Senate negotiators 
(senior staff  of the Hatch, Harkin, Kenne-
dy, Dingell, Waxman and Richardson offi  c-
es), together with a small group of industry 
leaders, are grinding out a fi nal set of issues 
in hopes of reaching a compromise bill ca-
pable of passage by late October.

Th e stickiest of sticking points was the 

question of safety, and rightly so. What 
standard should apply, and would it apply 
to all dietary ingredients and dietary sup-
plements, or just some? 

Five issues stood out:
Would the FDA have premarket ap-

proval over supplement safety?
What about “grandfathered” ingredi-

ents already on the market?
Would the safety provision apply to in-

gredients only or also to fi nished products?
What about “Old Dietary Ingredients” 

with a history of food use?

When does a dietary ingredient (i.e., 
herb, probiotic, mushroom) become so con-
centrated or purifi ed that it loses its food 
status? What is it then?

Underlying these issues were a set of as-
sumptions that had been worked out and 
which formed the basis to answer these 
questions. Here are the 1994 assumptions:

Dietary ingredients and supplements 
are a subset of food.

Dietary ingredients and supplements 
are not drugs or food additives.

Th ere is a history of safe use of dietary 
supplements in the United States.

Consumers want broad access to sup-
plements at aff ordable prices. Th e only 
practical way to achieve this goal is to ac-
cept the prior three assumptions.

Th ese four principles allowed the nego-
tiating team to answer the four of those fi ve 
key questions:

Th e FDA would not have premarket 
approval over supplement safety.

Supplements already on the market 
would be grandfathered.

Th e safety provision would apply to in-
gredients only and not fi nished products. 

Substances with a history of food 
would be considered a grandfathered Old 
Dietary Ingredient.

Yet the August 2016 NDI guidance re-
asks these 1994 questions and now comes 

Survey source: NBJ online poll

“Have you read the FDA’s New Dietary 

Ingredients Guidance released Aug. 12?”

Yes: 82 %

No: 13 %

I was not aware of it: 5%

NBJ online poll

“Do you believe the new NDI Guidance 

will improve public safety?”

Yes: 38%      No: 62%
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What	do	we	do	now?	

•  NDI	working	group	–	development	of	
comments	
	

•  Key	learnings	so	far:	
	

– World	views	
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Are you concerned about doing  
animal studies from an ethical or 
reputa6on point of view? 


1.  Yes	
2.  No	
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Do you produce or sell any  
synthe6c botanicals?


1.  Yes	
2.  No	
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Does your company have any experience 
with FDA drug master files? 


1.  Yes	
2.  No	
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Which of the following do you currently 
use in the manufacture of your DI/DS?


	 Water	extrac4on 	
	84%	

	 Ethanol	 	 	89%	

	 Methanol 	 	35%	

	 Hexane	 	 	34%	

	 Super	Cri4cal	CO2 	54%	

	 Fermenta4on 	 	80%	

	 Enzyme	reac4ons 	69%	

	 Nano-technology 	19%	

	 Liposome	technology 	53%	

	 Chela4on 	 	77%	

	 Standardiza4on	of	marker	
compounds 	 	95%	

	 Esterifica4on 	 	65%	



For the moment, which is the beDer go-
forward path for you?


1. ramp	up	NDINs	
2. ramp	up	GRAS/N	
3. hold	for	now	–	too	
uncertain	

4. vigorous	push	back	
un4l	FDA	gets	it	
right	
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What do you need in the way of NDI 
educa6on / training?


	 NDI	no4fica4on	tutorial? 	 	 	88%	

	 GRAS	affirma4on	tutorial? 	 	 	85%	

	 Master	files	101? 	 	 	 	90%	

	 Choosing	the	right	consultants/advisors? 	74%	

	  	 		



Interac4ve	NDI	Analysis	Tool	Developed	by		
Amin	Tala4	&	Upadhye	

	
	
	
	
	
	
	
	
	

Email:	ashish@amintala4.com	for	a	copy	
	



ODI	list	shared	resource	ini=a=ve?	
1.  Yes	
2.  No	
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Will the 8-12-16 NDIG: 



1. Create	compe44ve	
opportunity	

2. Financially	wreck	
small	companies	

3. Decrease	new	and	
innova4ve	products	

4. Improve	quality	and	
safety	
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How will industry absorb new  
NDI/GRAS costs? 

1.  Pass	cost	onto	the	
customer	

2. Drop	DI/DS	with	a	high	NDI	
exposure	

3.  Redistribute	costs	within	
the	supply	chain	

4.  This	level	of	cost	cannot	be	
absorbed	
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Now Available! 

The	complete	proceedings	from	UNPA’s	

NDI	GUIDANCE	II		
&	Substances	Generally		
Recognized	as	Safe	Workshop	

$595		//		$295	for	UNPA	members	(Use	code	NDI)	
Prices	include	160-page	hard	copy	workbook	

For	more	informa=on	and	to	order,	visit:	www.unpa.com/store	

Audio,	PowerPoint	and	Complete	Workbook	
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And now… 
for the good news… 



•  CFR	111	Dietary	Supplement	GMP	Overview	•	Oct.	25-26,	Costa	Mesa,	Calif.	
•  Correc=ve	Ac=on	Management	•	Oct.	27,	Costa	Mesa,	Calif.	
•  SOP	and	Record	Keeping	•	Oct.	28,	Costa	Mesa,	Calif.	
•  CFR	111	Dietary	Supplement	GMP	Overview	•	Nov.	15-16,	Tukwila,	Wash.	
•  Vendor	Qualifica=on	&	Audit	Training	•	Nov.	17,	Tukwila,	Wash.	
•  Correc=ve	Ac=on	Management	•	Nov.	18,	Tukwila,	Wash.	
•  CFR	111	Dietary	Supplement	GMP	Overview	•	Nov.	29-30,	Phoenix	
•  Top	10	Ways	to	Get	a	Warning	Le_er	•	Dec.	1,	Phoenix	
•  CFR	111	Dietary	Supplement	GMP	Overview	•	Dec.	7-8,	Ft.	Lauderdale,	Fla.	
•  Top	10	Ways	to	Get	a	Warning	Le_er	•	Dec.	9,	Ft.	Lauderdale,	Fla.	
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2016	NSF/UNPA	Trainings	



•  NDI	Guidance	III,	Salt	Lake	City,	Feb.	9-10*		
•  Expo	West	Members’	Mee4ng,	March	9	
•  ICSB,	Oxford,	Miss.,	April	3-6	
•  Members’	Retreat,	Santa	Fe,	N.M.,	May	23-25	
•  UNPA/IADSA	Global	Regulatory	Update,		
Salt	Lake	City,	June	22-23*	

•  SSW	Members’	Mee4ng,	Las	Vegas,	Sept.	28	
•  Science,	Tes4ng	&	Technology	Summit,		
Salt	Lake	City,	Oct.	19-20*	
	

	*TentaDve	
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UNPA	2017	Calendar	



The	2017	UNPA		
Members’	Retreat	
May	23-25,	2017	
	

LaFonda	on	the	Plaza	
Santa	Fe,	New	Mexico	

Dr. Low Dog  
Keynote Presenter  

Sen. Tom Harkin  
Invited 

Sen. Martin Heinrich  
Invited 

Utah Attorney  
General Sean Reyes 



United	Natural	Products	Alliance	
1075	E	Hollywood	Ave	
Salt	Lake	City,	UT	84105	

801.474.2572	
info@unpa.com	

unpa.com	
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Thank	You	


