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OBJECTIVES

• Review the prevalence and pathophysiology of UC and 
Crohn’s disease.

• Express the impact of UC and Crohn’s disease on the 
individual patient, and the associated direct and indirect 
costs to society.

• Discuss available treatments for UC and Crohn’s disease.

• Recall safety and efficacy data of biologic agents to 
population health management.

• Review patient management strategies to achieve long-
term treatment goals in a cost-effective manner.

DEFINITION OF INFLAMMATORY BOWEL 
DISEASE

– Inflammatory Bowel Disease (IBD) involves chronic inflammation 
of all or part of the digestive tract. 

– IBD includes two main forms: Ulcerative colitis and Crohn’s 
disease

– Ulcerative Colitis (UC):
• Effects the colon (large intestine) and rectum

• Only the inner lining of the bowel inflamed 

– Crohn’s Disease:
• Any part of the digestive system from mouth to anus

• All layers of the bowel may be inflamed 
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EPIDEMIOLOGY
• The peak ages of onset is 15 to 30 years old and again from 60 to 80 

years old.

• Men and women are diagnosed in equal numbers

• Genetic factors: Family history very important

– Jewish people have 3-5x higher risk 

• Environmental factors

– Smoking associated with paradoxically lower risk, milder disease 

– Hx of prior GI infections, e.g. Shigella, Salmonella, Campylobacter, 
during adulthood double risk of developing UC 

– Weak associations between NSAIDs, OCPs and increased risk of 
UC 

RISK FACTORS
• Race or ethnicity. Although whites have the highest risk of the disease, it can 

occur in any race. If you're of Ashkenazi Jewish descent, your risk is even higher.

• Family history.You're at higher risk if you have a close relative — such as a parent, 
sibling or child — with the disease.

• Cigarette smoking. Cigarette smoking is the most important controllable risk 
factor for developing Crohn's disease. However, smoking may provide some 
protection against ulcerative colitis. The overall health benefits of not smoking make 
it important to try to quit.

• Isotretinoin use. Isotretinoin (Amnesteem, Claravis, Sotret; formerly Accutane) is 
a medication sometimes used to treat scarring cystic acne or acne. Some studies 
suggest it may be a risk factor for IBD, but a clear association between IBD and 
isotretinoin has not been established.

• Nonsteroidal anti-inflammatory medications. These include ibuprofen (Advil, 
Motrin IB, others), naproxen sodium (Aleve, Anaprox), diclofenac sodium (Voltaren, 
Solaraze) and others. These medications may increase the risk of developing IBD or 
worsen disease in people who have IBD.

SIGNS AND SYMPTOMS
• Diarrhea. Diarrhea is a common problem for people with IBD.

• Fever and fatigue. Many people with IBD experience a low-grade 
fever. You may also feel tired or have low energy.

• Abdominal pain and cramping. Inflammation and ulceration can 
affect the normal movement of contents through your digestive tract 
and may lead to pain and cramping. You may also experience nausea 
and vomiting.

• Blood in your stool.You might notice bright red blood in the 
toilet bowl or darker blood mixed with your stool. You can also have 
bleeding you don't see (occult blood).

• Reduced appetite. Abdominal pain and cramping, as well as 
inflammation, can affect your appetite.

• Unintended weight loss.You may lose weight and even become 
malnourished because you cannot properly digest and absorb food.
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COMPLICATIONS
• Severe bleeding 

• A hole in the colon (perforated colon) 

• Severe dehydration 

• Liver disease (rare) 

• Bone loss (osteoporosis) 

• Inflammation of your skin, joints and eyes 

• Sores in the lining of your mouth 

• An increased risk of colon cancer 

• A rapidly swelling colon (toxic megacolon) 

• Increased risk of blood clots in veins and arteries 

TESTING
• Blood tests

– Tests for anemia or infection

– Fecal occult blood test 

• Endoscopic procedures

– Colonoscopy

– Flexible sigmoidoscopy

– Upper endoscopy

– Capsule endoscopy

– Double-balloon endoscopy

• Imaging procedures

– X-ray

– Computerized tomography (CT) scan

– Magnetic resonance imaging (MRI)

– Small bowel imaging

CLINICAL SEVERITY
Mild

<4 stools/day ± blood
Normal ESR
No signs of toxicity

Moderate ≥4 stools/day
Minimal signs of toxicity

Severe >6 bloody stools/day + fever, tachycardia, 
anemia, elevated ESR

Fulminant
>10 stools/day, continuous bleeding, 
toxicity, abdominal tenderness/distention, 
transfusion requirement, colonic dilation 
on x-ray
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We’ve come a long way…

Crohn’s and 
UC

are described

IBD is 
recognized

Prednisone

Mesalamine

Remicade

Azathioprine
Methotrexate

Humira

Cimzia

Tysabri
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Goals of Therapy in the Inflammatory Bowel 
Diseases 

Symptom Improvement

Improve the Future
• Reduce Hospitalization
• Reduce need for surgery
• Reduce social 

&occupational burden

Mucosal Healing

Targeted Therapy Against 
Inflammation in IBD 

Improve Safety and 
Tolerability of Medications

THERAPY
5-ASA, steroids, surgery

Immunomodulators 
(6-MP/AZA/MTX)

Biologics (anti-TNF antibodies, anti alpha-4 B7 
integrins, anti-IL17/23, anti-MadCAM/VCAM, 

anti-IL13,ip10, Apheresis, herbals)
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FIRST LINE THERAPY FOR CD AND UC
Proactive Personalized IBD Management Based on Activity, Severity and RISK.

PAST

• Assess & treat current IBD disease activity

• Sequential step up therapy

• Standardized Induction and Maintenance tx

• Reactive therapeutic drug monitoring (TDM)

• Reactive IBD management

PRESENT

• Assess and treat IBD activity & severity

• Early intervention therapy

• Individualized Induction and Maintenance tx

• Proactive therapeutic drug monitoring (TDM)

ULCERATIVE COLITIS
TREATMENT
• Treatment should be tailored to disease activity and 

extent of disease activity 
– 5-ASA drugs: E.g. mesalazine, sulfasalazine
– Corticosteroids
– Immunosuppresants: E.g. azathioprine, 5-

mercaptopurine
– Biologics: E.g. infliximab (REMICADE®), adalimumab 

(HUMIRA®)

ULCERATIVE COLITIS
TREATMENT
• Surgical treatment required in approximately 20-30% of 

patients. Surgery is generally curative in UC. 

– Emergency: Life-threatening complications related to 
fulminant disease unresponsive to medical treatment

– Urgent: Severe disease admitted to hospital and not 
responding to intensive medical treatment 

– Elective: Refractory disease intolerant to long-term 
maintenance treatments or colorectal cancer. 
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ULCERATIVE COLITIS
PREVENTION/SCREENING
• UC patients at increased risk of colorectal cancer 

– 2% after 10 years, 8% after 20 years and 18% after 30 years 

• Screening colonoscopy beginning at 8 years after disease onset 

• Following initial colonoscopy, subsequent screening depends on extent of 
disease

– Proctitis/proctosigmoditis: Follow specific age guidelines for surveillance 
of colorectal cancer

– Left-sided colitis/pancolitis: Every 1-2 years

– UC w/ PSC: Annually from time of dx of PSC 

• Risk factors for CRC

– Duration and extent of disease

– Endoscopic and histologic severity of inflammation

CROHN’S DISEASE TREATMENT
• All patients with CD should be counseled to quit smoking

• As with UC, initial medical treatment depends on phenotype, disease 
activity, comorbidities and other individual characteristics of patient 

– In most cases, short course of antibotics, steroids, or anti-TNF 
agent, e.g. infliximab, adalimumab, combined with thiopurines or 
methotrexate for long-term maintenance 

– 5-ASA derivatives, which are mainstay of UC, have shown to be 
less useful in treatment of CD 

• Superiority of combination of thiopurines and TNF blockers 

• No current consensus on optimal length of therapy 

• Unlike in UC, surgery is not curative in CD

CROHN’S DISEASE
PREVENTION/SCREENING
• Regular screen for active infection

– tuberculosis, infections hepatitis, CMV, HIV and C. 
difficile

• Colorectal cancer screening

– In patients with more than a third of colon affected, 
first screening colonoscopy should occur 8 years after 
onset, repeated every 1-2 years once remission 
achieved, and every 1-3 years once normal. 

– Patients with PSC should undergo annual screenings 
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DRUGS
• Aminosalicylates (5-ASA agents): 

• Sulfasalazine (Azulfidine) can be effective in reducing 
symptoms of ulcerative colitis and for some people with 
Crohn's disease confined to the colon, but it has a number 
of side effects, including digestive distress and headache. 
Certain 5-aminosalicylates — including mesalamine
(Asacol, Lialda, Rowasa, Canasa, others), balsalazide
(Colazal) and olsalazine (Dipentum) — are available in 
both oral and enema or suppository forms. Which form 
you take depends on the area of your colon that's 
affected. Rarely, these medications have been associated 
with kidney and pancreas problems.

5-ASA AGENTS
• Side Effects and Special Considerations

• Overall, aminosalicylates are well tolerated and safe. All 5-
ASA agents may cause headache, nausea, abdominal pain 
and cramping, loss of appetite, vomiting, rash, or fever. In 
addition, 5-ASA agents may cause diarrhea (less than 1% 
of users), which may be difficult to distinguish from 
increased IBD activity. Aminosalicylates very rarely cause 
kidney injury.

• However, those with known kidney problems should not 
use these agents. For those taking 5-ASAs, kidney tests 
should be routinely performed. 

5-ASA AGENTS
• Specific issues with individual agents include:

• Sulfasalazine: It has been rarely associated with 
inflammation of the pancreas (pancreatitis). Patients with 
sulfa-allergies should not use sulfasalazine.

• Mesalamine: Pancreatitis is a rare side effect of 
mesalamine use.

• Olsalazine: Diarrhea is the most common side effect. It 
can be reduced by taking the medication with food. Rare 
side effects are hair loss, pancreatitis, or inflammation of 
the tissue surrounding the heart (pericarditis).
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GLUCOCORTICOIDS
• Prednisone and hydrocortisone and budesonide, are 

generally reserved for moderate to severe ulcerative 
colitis or Crohn's disease that doesn't respond to other 
treatments. They are given orally, intravenously, or by 
enema or suppository, depending on the part of the 
digestive tract affected.

• Corticosteroids have numerous side effects, including a 
puffy face, excessive facial hair, night sweats, insomnia and 
hyperactivity. More-serious side effects include high blood 
pressure, diabetes, osteoporosis, bone fractures, cataracts, 
glaucoma and increased chance of infection. They should 
not be given long term.

ANTIBIOTICS
• Antibiotics: 

• Frequently prescribed antibiotics include:

• Metronidazole (Flagyl). At one time, metronidazole was 
the most commonly used antibiotic for Crohn's disease. It 
can cause serious side effects, including numbness and tingling 
in hands and feet and, occasionally, muscle pain or weakness.  

• Ciprofloxacin (Cipro). This drug, which improves 
symptoms in some people with Crohn's disease, is now 
generally preferred to metronidazole. A rare side effect is 
tendon rupture, which is an increased risk if also taking 
corticosteroids. 

• Rifaximin (Xifaxin). may be efficacious in relieving chronic 
functional symptoms of bloating and flatulence 

IMMUNOSUPRESSANTS
• Azathioprine (Azasan, Imuran) and mercaptopurine 

(Purinethol, Purixan). These are the most widely used 
immunosuppressants for treatment of inflammatory bowel 
disease. Side effects include lowered resistance to infection 
and a rare chance of developing cancers such as lymphoma 
and skin cancers. A blood test to determine the ability of 
your body to break down the medication should be done 
before starting.  

• Cyclosporine (Gengraf, Neoral, Sandimmune). This 
drug is normally reserved for people who haven't responded 
well to other medications. Its use is generally confined to 
ulcerative colitis. Cyclosporine has the potential for serious 
side effects — such as kidney and liver damage, seizures and 
fatal infections — and is not for long-term use.  
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BIOLOGICS
• Infliximab (Remicade), adalimumab (Humira) and 

golimumab (Simponi). These drugs, called tumor necrosis 
factor (TNF)-alpha inhibitors, or "biologics," work by 
neutralizing a protein produced by your immune system. 
They are for people with moderate to severe Crohn's 
disease or ulcerative colitis who don't respond to or can't 
tolerate other treatments. Infliximab is given by intravenous 
injection and the others by subcutaneous injection. They may 
be combined with other immunosuppressant medications 
such as azathioprine or mercaptopurine.

DRUGS
• Methotrexate (Rheumatrex). This drug — which is 

used mainly to treat cancer, psoriasis and rheumatoid 
arthritis — is sometimes used for people with Crohn's 
disease who don't respond well to other medications. It is 
given by injection. Short-term side effects include nausea, 
fatigue and diarrhea, and rarely, it can cause potentially life-
threatening pneumonia. Long-term use can lead to bone 
marrow suppression, scarring of the liver and sometimes 
cancer.

DRUGS
• Natalizumab (Tysabri) and vedolizumab (Entyvio). These 

drugs work by stopping certain immune cell molecules —
integrins — from binding to other cells in the intestinal lining. 
These drugs are approved for people with moderate to severe 
Crohn's disease and ulcerative colitis with evidence of 
inflammation who aren't responding well to any other 
medications.

• Because natalizumab is associated with a rare but serious risk of 
progressive multifocal leukoencephalopathy — a brain infection 
that usually leads to death or severe disability — you must be 
enrolled in a special restricted distribution program to use it.

• Vedolizumab recently was approved for Crohn's disease. It works 
like natalizumab but appears not to have a risk of brain infection.
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DRUGS
• Ustekinumab (Stelara). This drug is used to treat psoriasis. 

Studies have shown it's useful in treating Crohn's disease as well 
and may be used when other medical treatments fail. 

• Some commonly used natural therapies include:

• Probiotics

• Fish oil

• Aloe vera

• Turmeric

• Acupuncture

• Prebiotics

• IBgard: a medical food for the dietary management of IBS

– A novel, small intestine targeted delivery system of 
peppermint oil

DON’T FORGET
• Lifestyle Modifications:

• DIET:

– Limit dairy products. Using an enzyme product such 
as Lactaid may help as well. 

– Try low-fat foods.
– Take care with fiber.

– Eat small meals.

– Drink plenty of liquids.
– Consider multivitamins.

–QUIT SMOKING

TREATMENT COMPARISON
ULCERATIVE COLITIS

• Aminosalicylates (5-ASA / mesalamine) 

Oral therapy (diazo bond, pH, 
controlled release)

Topical rectal therapy (mesalamine
suppository and enema)

• Antibiotics:  No

• Corticosteroids 

Systemic-oral, IV (prednisone) 

Non-systemic-topical p.o / rectal

(budesonide MMX, budesonide foam)

• Immunomodulators 

Thiopurine (AZA, 6MP) 

Methotrexate (?) 

• Biologic 

Anti-TNF(ADA, GOL, IFX, ) 

Anti-integrin(VEDO)

CROHN’S DISEASE
• Aminosalicylates (5-ASA / mesalamine)

• (+/-)

• Antibiotics

Ciprofloxacin, Metronidazole

• Corticosteroids

Systemic-oral, IV (prednisone) 

Non-systemic-topical p.o / rectal

(budesonide EC)

• Immunomodulators

Thiopurine (AZA, 6MP) Thiopurine 
(AZA, 6MP)

Methotrexate 

• Biologic

Anti-TNF(ADA,CZP,IFX,)

Anti-integrin (VEDO)

Anti-IL12/ 23 inhibitor(Ustekinumab)
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ANY QUESTIONS?
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Today’s	Program

• Identify	ways	that	counterfeit	drug	products	enter	the	US	
distribution	system

• Explain	risks	associated	with	product	counterfeiting	&	its	
impact	on	patients	and	their	caregivers

• Review	regulatory	and	law	enforcement	actions	that	address	
the	safety	of	the	drug	supply	chain	in	the	US

• Discuss	potential	business	advantages,	beyond	product	
safety,	that	could	potentially	result	from	the	implementation	
of	track	and	trace	technologies

• Discuss	the	role	of	the	student	pharmacist,	pharmacist,	and	
pharmacy	team	in	preventing	counterfeit	medication	in	the	
US	supply	chain

©2017

What	are	counterfeit	drugs?

“[A]	drug	which,	or	the	container	or	labeling	of
which,	without	authorization,	bears	the
trademark,	trade	name,	or	other	identifying
mark…of	a	drug	manufacturer,	processor…or
distributor	other	than	the	person…who	in	fact
manufactured,	processed…or	distributed	,	
such	drug	and	which	thereby	falsely	purports
or	is	represented	to	be	the	product	of…such
other	drug	manufacturer,	processor…or
distributor.”

US	FDC	Act

©2017
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Pharmaceutical	Security	Institute	
Definition

Counterfeit	medicines	are	products	deliberately	and	fraudulently	
produced	and/or	mislabeled	with	respect	to	identity	and/or	source	to	
make	it	appear	to	be	a	genuine	product.	This	definition	applies	to	both	
branded	and	generic	products.

©2017

WHO	Delineates…

• Fake	Packaging,	Correct	Quantity	of	Correct
• Ingredient	(Clone)
• Fake	Packaging,	Wrong	Ingredient
• Fake	Packaging,	No	Active	Ingredient
• Fake	Packaging,	Incorrect	Quantity	of

Correct	Ingredient
•Genuine	Packaging	Wrong	Ingredient
•Genuine	Packaging,	No	Ingredient
•Genuine	Packaging,	Incorrect	Quantity	of

Correct	Ingredient

WHO:	Counterfeit	Drugs	Kill
http://www.who.int/impact/FinalBrochureWHA2008a.pdf

©2017

Extent	of	the	Problem	is	Large

• It	has	been	estimated	by	the	WHO	that	
counterfeit	drugs	comprise	6	to	10	
percent	of	the	world	market.

• Estimated	to	be	$200	billion	market.	
(WSJ)

• In	some	countries	this	rate	is	>	50%	and	
you	are	more	likely	to	receive	a	
counterfeit	product	than	authentic

• A	number	of	deaths	globally	(China,	
Cambodia,	Nigeria,	etc)	have	been	
attributed	to	“fake”	medications	used	to	
treat	malaria,	meningitis,	etc

• WSJ:	June	18,	2015,	Guest	Voices:	
Transparency	Needed	to	Combat	
Counterfeit	Drugs

©2017
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In	the	United	States

• In	the	U.S.	the	FDA	has	seen	a	four-fold	increase	in	
the	number	of		counterfeit	cases	they	have	
investigated	since	2000

•PSI*	reports	971	incidents	in	2015,	a	34%	increase	
over	2014

•Cases	are	3-5	times	what	was	reported	a	decade	
ago.	

•Counterfeit	sales	are	increasing	at	nearly	twice	the	
pace	of	legitimate	pharmaceutical	sales	– estimated	
at	13%	annually	by	the	Center	for	Medicine	in	the	
Public	Interest.	

©2017http://www.psi-inc.org/incidentTrends.cfm

Counterfeiting,	Illegal	Diversion,	Theft	
incidents

©2017
Source: Pharmaceutical Security Institute

By	Type	
Commercial	>1,000	dosage	units

©2017
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Prevalence
• Industrialized	countries	with	effective
regulatory	systems	(eg,	US,	most	of	EU,
Australia,	Canada,	Japan,	New	Zealand)–
less	than	1%
• Former	Soviet	Union	countries	over	20%
• Medicines	purchased	over	the	Internet
from	sites	that	conceal	their	physical
address	are	counterfeit	in	over	50%	of
cases

WHO	IMPACT	Report	5-2008

©2017

©2017

Source: Pharmaceutical Security Institute

What	Products?

•Both	brand	and	generic
• Lifestyle	drugs
•Cancer	agents
•Antibiotics
• Statins
•Hormones,	steroids
•Glucose	strips
•Developing	countries:	HIV/AIDS,	malaria,	TB

©2017
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Manufacturing	Site	in	Latin	America

©2017

TABLETING MACHINE

Manufacturing	Site	in	Latin	America

©2017

BLISTER CUTTER AND SEALING MACHINE

©2017

Ponstan

Contains boric acid and no active ingredient

Tablets seized previously coated with leaded highway paint and floor wax
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Alli

©2017

• FDA	Warns	Consumers	about	Counterfeit	Alli
The	counterfeit	products	contain	controlled	substance	sibutramine

Ongoing	Operational	Initiative

• Operation	Pangea	IX
• 9th Annual	International	Internet	Week	of	Action	(IIWA)
• May	31-June	7,	2016
• Last	year	of	data	available

©2017

Partners-115	Countries
• FDA
• US	Homeland	Security
• National	Intellectual	Property	Rights	Coordination	Center
• INTERPOL
• World	Customs	Organization
• Permanent	Forum	of	Intl	Rx	Crime
• Heads	of	Medicines	Agencies	Working	Group	of	Enforcement	Officers

©2017
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Results

• 4,402	(up	from	2,414)	websites	shut	down
• 110	websites	selling	dinitrophenol	as	weight	loss	product;	it	is	a	dye,	
wood	preserver	and	herbicide	never	FDA	approved

• Warning	letters	to	53	websites	illegally	offering	unapproved	drugs
• 115	countries

©2017

Results

• 797	parcels	seized	by	customs	in	SF,	Chicago	and	New	York	
• 393	arrests	worldwide
• >700	investigations	started
• $53	million	worth	of	potentially	dangerous	drugs
• Depression,	narcolepsy,	high	cholesterol,	glaucoma,	asthma	among	
others

©2017

Pangea

©2017
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Pangea

• ICE	began	targeting	drugs	in	2004
• Now	veritable	global	surveillance	network
• Half-dozen	US	agencies	and	115	countries

©2017

Prominent	US	Case

• Tim	Fagan
• 16-year	old	cancer	patient	
• Fake	Epogen
• Chronicled	in	Katherine	Eban’s	Dangerous	Doses

©2017

©2017
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Part	of	a	Global	Illicit	Trafficking	
Problem
While	smuggling	has	been	part	of	the	human	experience	since	
time	immortal,	Foreign	Affairs	Journal	Editor-in-Chief	Moises	
Naim	says	illicit	trade	today	presents	more	of	a	global	threat	
than	terrorism.	In	many	countries,	the	crime	and	criminals	
are	engulfing	states	and	governments	by	becoming	engaged	
in	the	political	process,	and	underground	activity	is	normal	
in	many	countries	such	as	Bolivia,	Afghanistan,	and	China.	In	
essence,	counterfeiting	and	smuggling	are	“potent,	global,	
and	mainstream”	in	many	countries.	The	problem	in	being	
addressed	through	regulatory	avenues,	technology,	and	
global	cooperation.	

©2017

Contributors

• Revolutionary	changes	in	technology	and	politics	in	the	1990s	eases	
movement	of	people,	goods,	information,	and	money

• Globalization
• Economic	forces,	organizational	arrangements,	business	models	and	
player	behavior	similar	among	illicit	trafficking	regardless	of	product

©2017

Contributors

• Overestimate	government	capability	to	deal	with	it
• Governments	are	national,	not	global
• Must	prioritize
• No	country	can	solve	on	its	own

©2017
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Top	10	Counterfeit	Items	In	U.S.

• 1.	Wearing	Apparel/Accessories
$110.8	million
20	percent

2.	Consumer	Electronics
$122.9	million
16	percent

3.	Footwear
$51.2	million
12percent

4.	Watches/Jewelry	
$653.6	million
11	percent

5.	Handbags/Wallets/Backpacks	
$234.1	million
10	percent

• 6.	Pharmaceuticals/Personal	Care
$73.7	million
8	percent

7.	Optical	Media
$8.2	million
3	percent

8.	Computers/Accessories
$19.3	million
2	percent

9.	Labels/Tags
$17.1	million
2	percent

10.	Automotive/Aerospace
486	shipments
2%	percent	

©2017
http://247wallst.com/special-report/2017/04/29/10-most-
counterfeited-products-in-america/4/

©2017

Facilitation of Counterfeit Drug Products
• Easy money
• Corruption and conflict of interest 
• Inadequate legislation, regulation, and 

enforcement
• Ineffective cooperation among stakeholders
• Lack of awareness
• Lack of political will and commitment
• High cost of product 
• Demand exceeding supply

Source: WHO IMPACT Report 2008 
and Marv Shepherd March 2004

Facilitation	of	Counterfeit	Drug	Products

• Scarcity	and/or	erratic	supply	of	medications
•Expansion	and	de	or	unregulated	markets	and	
distribution	channels	in	both	developed	and		under-
developed	countries

• Lack	of	effective	intellectual	property	protection
•Price	differentials	create	drug	diversion	within	and	
between	distribution	channels

©2017
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Complex	Webs

©2017

©2017

Suppliers
Supply of 
raw 
materials, 
excipients,
active 
pharmaceuti
cal  
ingredients 
(API),  
packaging

Drug (API)
Formulation
Dosage 
form 
production

Warehousing
&

Distribution
Wholesale 
with Multi-

Level
Secondary 

Wholesalers

Consumer Drug 
Acquisition Sites

Pharmacies
Retail
Hospital
Internet sites
Long-term care
Physician office
Hospice sites
Retail outlets

for OTCs

Substitution (counterfeit), 
Contamination,
Disguise, Deception

Drug counterfeits
Product Diversion 
Theft/Diversion
Fraudulent Labeling
Label Switching
Illegal Repackaging
Cutting legitimate
product with
counterfeits

Manufacturer

Possible Risk Areas of Drug Product 
Development and Distribution

Consumer

Sells drug to
“gray” market

Source: Marvin Shepard

Public	Health	Threat

• A	global	problem
• Increasing	in	magnitude	and	sophistication
• BIO	Panel
• A	serious	threat	to	public	health
• Therapeutic	failure
• Drug	resistance
• Death

©2017
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What	this	experience	tells	us….

• Significant	public	health	concerns	exist
•High	quality	reproductions	are	very	possible
• Sophisticated	schemes		and	complex	distribution	
channels	are	utilized

•Organized	crime	tactics	employed
• Offshore	bank	accounts,	money	laundering,	etc

•This	issue	must	be	addressed	on	many	fronts
•We	all	have	a	role	to	play

©2017

©2017

Who	is	getting	hurt?

• Patients
• Physicians,	pharmacists and	other	health	professionals
• Employers
• Legislators	and	regulators
• Manufacturers
• Others?

©2017

Patient	Safety	is	Paramount	for	Pharmacists

• Sub-potent	and	super-potent	drugs
•Drugs	banned	and/or	recalled
•Drugs	with	no	labeling/incorrect	labeling
•Drugs	improperly	stored	and	handled
•Animal	drugs	not	approved	for	human	use
•Drugs	containing	dangerous	untested	substances
•Drugs	produced	in	facilities	not	complying	with	Good	
Manufacturing	Practices
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Impact on Physicians, Pharmacists and 
other Health Care Professionals

n Compromises ability to practice
n Don’t know what medications patients are taking
n Multiple sources for medications disrupts care
n Disrupts interdisciplinary practices

n The most expensive medication is the one that 
doesn’t work

n Investment in medication is wasted if patient 
doesn’t use the product, or uses it incorrectly

©2017

Impact on Employers…
• Employees risk being injured by products
• Employees don’t get well
• Translates to increased costs
• Translates to lower productivity

Impact	on	Regulators	and	Legislators:	Actions

• FDA	Task	Force	Report	on	Counterfeiting
• HHS	Task	Force	Report	on	Importation
• Inter-Agency	Report	on	Counterfeit	Pharmaceuticals	March	2011
• Other	Federal	and	State	Legislative	Efforts

• Pedigree
• Importation
• Stricter	Wholesaler	Licensing
• Internet	Pharmacy	

©2017
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FDA	Task	Force	Recommendations:
Counterfeiting		

• Implement	new	technologies
• Trace	and	trace
• Authentication

• Eventual	electronic	pedigree	through	“track	and	trace”	vs.	paper	in	
PDMA

• Adoption	of	stronger	anti-counterfeiting	laws	and	regulations	by	
states

• Increased	criminal	penalties
• Adoption	of	secure	business	practices
• Effective	reporting	and	rapid	response
• Educating	consumers	&	health	professionals	about	risks
• Collaboration	with	foreign	stakeholders	to	combat	global	problem

©2017

Inter-Agency	Working	Group	Report	
on	Counterfeit	Pharmaceuticals

©2017

Recommendations	to	Congress

• Require	importers/manufacturers	to	notify	FDA/relevant	agencies	
when	counterfeit	med	is	discovered	&	known	health	risks

• Apply	Ryan-Haight	Act’s	definition	of	“valid	prescription”	to	drugs	
with	no	controlled	substances	with	exemption	for	legitimate	
telemedicine	practices

• Adopt	a	track-and-trace	system	for	pharmaceuticals/related	products

©2017
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Recommendations	to	Congress

• Give	civil	and	criminal	forfeiture	authority	under	the	Food,	Drug,	&	
Cosmetic	Act

• Increase	the	statutory	maxima	under	the	FDC	Act	for	counterfeit	
drugs

• Direct	the	U.S.	Sentencing	Commission	to	consider	a	4-level	
enforcement	for	serious	bodily	injury	and	2-leve	for	counterfeits	
regardless

©2017

What	is	RFID?

©2017

RFID

•Radio-frequency	
identification

•Reads	Electronic	Product	
Codes	

©2017
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EPC	is…

•A	unique	number	that	identifies	a	specific	item	in	
the	supply	chain.	

• Stored	on	a	radio	frequency	identification	(RFID)	tag	
(a	silicon	chip	and	antenna)

•Applied	to	individual	items	allowing	them	to	be	
uniquely	identified.	

•Activated	and	powered	by	passing	in	the	proximity	
of	a	reader.	The	reader	sends	out	electromagnetic	
waves	for	a	limited	distance	to	activate	the	tags.	
Once	the	EPC	is	retrieved	from	the	tag,	it	can	be	
associated	with	dynamic	data	such	as	item	
origination	or	the	production	date.	

©2017

EPC	is…

Much	like	a	Global	Trade	Item	
Number	(GTIN)	or	Vehicle	
Identification	Number	(VIN),	the	
EPC	is	the	key	that	unlocks	the	
power	of	the	information	systems	
that	are	part	of	the	EPC	network.

©2017

Gillette’s	RFID	Tag

©2017
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Since	then…

• RFID	proved	to	be	challenging
• Numerous	global	industry	implementation	projects
• So	pedigree	more	relied	upon
• Establishes	legal	chain	of	custody	for	product	permitting	
purchasers	to	assure	themselves	that	the	product	originated	
from	the	manufacturer

• Logistically	difficult	to	accommodate
• Product	circulating	loses	pedigree	once	sold	to	ADR	
(authorized	distributor	of	record)	

• Costs	of	paper	pedigrees	outweigh	the	benefits	but	
implemented	any	way

©2017

Pedigree

• Florida	Pedigree	implemented	in	2006
• California	legislation	enacted	with	e-pedigree	by	1-1-2009
• E	track	and	trace	(RFID)
• Trumped	in	2013

©2017
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Pedigree

• Very	costly	to	implement	with	very	negative	impact	on	supply	system
• Patchwork	by	states	a	huge	problem
• HDMA	began	seeking	a	federal	solution

©2017

©2017

FDA	Amendments	2007

• Directed	HHS	to	develop	standards/ID	effective	technologies	
to	protect	against	counterfeit

• Required	HHS	to	establish	a	“standardized	numerical
identifier”	to	be	applied	at	point	of	manufacturing	(within	30	
months)

• Unclear	if	requirement	was	for	specific	number
• No	explicit	requirement	to	implement	serialization
• Referenced	“promising	technology”	but	technology	not	
prescriptive

• Radio-Frequency	ID	(RFID)
• Nanotechnology
• Encryption	technology
• Other	technologies

©2017
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Safeguarding	America’s	
Pharmaceuticals	Act	2008
• House	of	Representatives	HR	5839
• Increase	fed/state	enforcement	for	counterfeits	
• National	pedigree	requirements
• National,	unique	IDs	for	drugs
• Track	and	Trace

©2017

2013

• Traceability:	established	national	system	for	tracing	pharmaceutical	
products	through	the	supply	chain

• Licensing:	set	national	licensing	standards	for	wholesaler	distributors	
and	third	party	logistics	companies	(3PLs)

• Preemption:	immediately	preempted	all	state	laws/regs	for	pedigree	
requirements	AND	state	laws	on	wholesale/3PL	licensure

Drug	Supply	Chain	Security	Act
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• Why?
• Enable	verification	of	the	legitimacy	of	the	drug	product	identifier	down	to	the	
package	level

• Enhance	detection	and	notification	of	illegitimate	products	in	the	drug	supply	
chain

• Facilitate	more	efficient	recalls	of	drug	

Drug	Supply	Chain	Security	Act

• Looming	2015	CA	e-pedigree	law:	required	electronic	
tracking/tracing	of	all	drug	product	packages	in	real	
time	through	an	interoperable	system

•Each	supply	chain	link	would	have	to	scan	every	item	
to	capture	transaction	data

•With	each	distribution,	the	e-pedigree	would	be	
updated,	creating	exponential	amounts	of	data	for	the	
pharmacy	to	maintain

•Cost	of	compliance	for	pharmacy	was	extremely	high

Background

•Prescription	drug	in	finished	dosage	form	for	human	
use	

•No	OTCs,	medical	devices,	API	or	animal	use	drugs

DSCSA:	Product	Scope	
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•What’s	not	covered:
• Blood	or	blood	components	intended	for	transfusion
• Radioactive	drugs	or	biologics
• Imaging	drugs
• Certain	IV	products
• Medical	gas
• Homeopathic	drugs
• Lawfully	compounded	drugs

DSCSA:	Product	Scope	

• Transaction
• Transfer	of	product	where	a	change	of	ownership	occurs

DSCSA

• Exemptions:
• Intercompany	distributions	between	affiliates
• Distribution	among	hospitals	&	HCEs	under	common	control
• Public	health	emergencies
• Dispensing	drugs	to	patients
• Product	sample	distribution
• Distribution	of	minimal	quantities	(undefined)	by	a	licensed	retail	pharmacy	to	a	
licensed	practitioner	for	office	use

DSCSA
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• Blood	and	blood	components	for	transfusion
• Minimal	quantities	by	a	licensed	pharmacy	to	a	licensed	practitioner
• Charitable	organizations
• Distributions	pursuant	to	a	merger	or	sale
• Certain	combination	products
• Certain	medical	kits
• Certain	IV	products

DSCSA:	Transaction	Exemptions

• Dispenser:
• A	retail	pharmacy
• A	hospital	pharmacy
• A	group	of	chain	pharmacies	under	common	ownership	and	
control	that	do	not	act	as	a	wholesale	distributor

• Or	any	other	person	authorized	by	law	to	dispense	or	
administer	prescription	drugs

• And	the	affiliated	warehouses	or	distribution	centers	of	such	
entities	under	common	ownership	and	control	that	do	not	
act	as	a	wholesale	distributor

Definitions

• A	person	(other	than	a	manufacturer,	a	manufacturer’s	co-licensed	
partner,	a	third-party	logistics	provider	or	repackager)	engaged	in	
wholesale	distribution	(as	defined	in	the	DSCSA	and	FD&C	Act)

• Wholesale	distribution	is	distribution	of	an	Rx	product	to	an	
entity/person	other	than	the	patient

Definitions-Wholesale	Distributor
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• A	person	who	holds	an	application	or	license	(or	if	no	approved	
application	or	license)	a	person	who	manufactures	product

• A	co-licensed	partner
• An	affiliate

Definitions	- Manufacturer

• Manufacturers	and	Repackagers:	valid	registration	with	FDA
• Wholesale	distributors:	valid	State	or	Federal	license	and	compliance	
with	reporting	requirements;	considered	authorized	before	federal	
licensing	regulations	effective	if	possesses	“valid	license	under	State	
law”

Definitions:	Authorized	Trading	Partners

• Third-party	logistic	providers:	valid	State	or	Federal	license	and	
compliance	with	reporting	requirements;	considered	authorized	before	
federal	licensing	regulations	effective,	unless	FDA	makes	certain	findings	
and	gives	notice

• Dispensers:	valid	State	license

Definitions:	Authorized	Trading	Partners
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• Beginning	1/1/2015,	manufacturers,	wholesaler	drug	distributors,	
repackagers,	and	many	dispensers	(beginning	7/1/2015)	in	the	drug	
supply	chain	provide	information	about	a	drug	and	who	handled	it	each	
time	it	is	sold	in	the	U.S.	market.

Tracing

• This	transaction	documentation	consists	of:
• Transaction	information	(TI)	which	include	lot	number	of	product	
(except	for	certain	wholesale	drug	distributor	transactions)

• Transaction	history	(TH)
• Transaction	statement	(TS)

Tracing
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• Proprietary	or	established	name	or	names	of	the	product;
• Strength	and	dosage	form	of	the	product;
• National	Drug	Code	number	of	the	product;
• Container	size;
• Number	of	containers;
• Lot	number	of	the	product;
• Date	of	the	transaction;
• Date	of	the	shipment,	if	more	than	24	hours	after	the	date	of	the	
transaction;	and

• Business	name	and	address	of	the	person	from	whom	and	to	whom	
ownership	is	being	transferred.

• Note:	Lot	number,	transaction	date	and	shipment	date	are	not	
required	for	sale	of	direct	purchase	products

Transaction	Information	(TI)

• A	statement	in	paper	or	electronic	form,	including	the	transaction	
information	for	each	prior	transaction	going	back	to	the	manufacturer	of	
the	product.

Transaction	History	(TH)

• Authorized	as	required	under	DSCSA;
• Received	the	product	from	a	person	that	is	authorized	as	required	under	
DSCSA;

• Received	transaction	information	and	a	transaction	statement	from	the	
prior	owner	of	the	product,	as	required	under	the	law;

Transaction	Statement	(TS)	Entity	is:
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• Did	not	knowingly	ship	a	suspect	or	illegitimate	product;
• Had	systems	and	processes	in	place	to	comply	with	verification	
requirements	under	the	law;

• Did	not	knowingly	provide	false	transaction	information;	and
• Did	not	knowingly	alter	the	transaction	history.

Transaction	Statement	(TS)	Entity	is:

• As	a	general	rule,	each	sellermust
• provide	the	TI,	TH	and	TS	to	the	subsequent	owner	for	each	

transaction,	and
• store	for	six	years	the	TI,	TH	and	TS	it	provides	for	each	transaction

• As	a	general	rule,	each	buyermust
• store	for	six	years	the	TI,	TH	and	TS	it	receives	for	each	transaction

Product	Tracing

©2017
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©2017

©2017
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• Manufacturers,	wholesaler	drug	distributors,	repackagers,	and	many	
dispensers	(primarily	pharmacies)	shall	establish	systems	and	processes	
to	be	able	to	comply	with	the	verification	requirements

Verification:	1/1/2015

• Must	be	able	to	respond	to	verification	requests	from	Secretary	about	suspect	
product	within	2	business	days

• Quarantine	and	investigate	suspect	product	to	determine	if	illegitimate	product	
(includes	validating	applicable	TI	and	TH)

• Notify	trading	partners	and	FDA	of	illegitimate	product	(within	24	hours	of	
determination)

• Respond	to	notifications	of	illegitimate	product
• Recordkeeping

Verification:	1/1/2015

• Verification	requirements	change	once	product	is	serialized.	Starting	in:
• 2017	for	Manufacturers
• 2018	for	Repackagers
• 2019	for	Wholesale	distributors
• 2020	for	Dispensers

Verification
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• Not	accept	ownership	of	a	product,	unless	the	previous	owner	provides	
Transaction	History	(TH),	Transaction	Information(TI),	and	a	Transaction	
Statement	(TS)

Pharmacy	Provisions:	7/1/2015

• Provide	the	subsequent	owner	with	TH,	TI,	and	TS	for	the	product,
• Except	in	pharmacy	to	pharmacy	sales	to	fulfill	a	specific	patient	need
• Specific	patient	need:	Prescription	for	an	identified	patient

• Capture	TH,	TI,	and	TS,	to	investigate	a	suspect	product,	and	maintain	
such	information,	history,	and	statements	for	6	years	after	the	
transaction

Pharmacy	Provisions:	7/1/2015

• FDA	guidance	clarifying	what	form	and	manner	pharmacies	
must	provide	the	TH,	TI,	and	a	TS	for	the	transferred	product

• “Sales	by	a	dispenser	to	another	dispenser	to	fulfill	a	specific	
patient	need	are	exempt.	The	term	“specific	patient	need”	
refers	to	the	transfer	of	a	product	from	one	pharmacy	to	
another	to	fill	a	prescription	for	an	identified	patient.	It	does	
not	include	the	transfer	of	a	product	from	one	pharmacy	to	
another	for	the	purpose	of	increasing	or	replenishing	stock	in	
anticipation	of	a	potential	need.”	

• Discretion	on	data	for	first	responders

Drug	Product	Transfer	
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• A	dispenser	may	have	a	third	party	(including	a	wholesale	distributor)	
maintain	the	TI,	TH,	TS	required	to	be	captured	and	stored	by	
pharmacies.	

• Wholesalers	are	not	“required”	by	law	to	do	this	on	behalf	of	
pharmacies	

• Nearly	all	do

Role	of	Wholesaler

•A	written	“agreement”	between	a	pharmacy	owner	
and	applicable	wholesaler(s).	Wholesalers	may	
establish	and	maintain	a	web	portal	based-system	in	
which	dispensers	may	access	the	relevant	information	
about	his/her	transactions.	

•Agreements	should	provide	for	6-year	storage
•Question	remains	what	happens	to	this	data	if	you	
switch	suppliers

Role	of	Wholesaler

One	wholesaler….

“Access	to	the	transaction	data	would	not	continue	to	be	available	via	
Order	Express	or	Specialty	Online.	However,	you
have	the	ability	to	export	your	transaction	data	to	an	Excel	or	.csv	file	
that	you	can	upload	into	another	database	for	future
access.”	

©2017
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• For	saleable	returns,	a	dispenser	may	return	product	to	the	trading	
partner	they	purchased	the	product	from	without	providing	the	
requisite	information

• For	non-saleable	returns,	a	dispenser	may	return	product	to	the	
manufacturer	or	repackager,	to	the	wholesale	distributor	from	whom	
the	product	was	purchased,	to	a	returns	processor,	or	to	a	person	acting	
on	their	behalf	without	providing	the	requisite	information.

Returns

• 2019:	Wholesale	distributors	must	only	accept	returns	that	contain	the	
required	product	identifier	before	redistributing	returned	products

Returns

• By	11/27/2017,	manufacturers	shall	place	a	unique	product	identifier	
(2D	bar	code)	on	certain	prescription	drug	packages;	repackagers	have	
until	11/27/2018

• Product	identifier	includes:
• National	Drug	Code
• Serial	number
• Lot	number
• Expiration	date

• By	11/27/2020,	participants	will	only	trade	products	with	product	
identifiers

Serialization:	Product	ID
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• Conduct	a	technology	and	software	assessment	on	the	feasibility	of	
small	pharmacies	to	conduct	tracing	at	the	package	level	by	2020

• Establish	pilot	projects	in	coordination	with	stakeholders	to	explore	and	
evaluate	methods	to	enhance	the	safety	and	security	of	the	supply	chain	
by	2020

FDA	Must:

• Develop	regulations	establishing	enhanced	drug	distribution	security	
system	for	interoperable	electronic	tracing	of	product	at	the	package	
level	by	2021

• Publish	final	guidance:	standards	for	interoperable	data	exchange	
enhancing	secure	tracing	of	product	at	the	package	level	by	2022

FDA	Must:

• January	1,	2015
• Only	purchase	from	authorized	trading	partners
• Systems	to	comply	with	requirements	for	dealing	with	suspect	and	
illegitimate	products	(building	on	current	systems)
• July	1,	2015
• Receive	and	store	TI/TH/TS
• 6	year	record	retention
• May	use	third	party	agreement	to	hold	data	under	written	agreement

Critical	Dates	for	Dispensers
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•November	27,	2019
• Change	to	requirements	for	saleable	returns

•November	27,	2020
• Product	identifier
• Change	to	requirements	for	investigating	suspect	and	
illegitimate	products

• Sampling	method
•November	27,	2023

• No	TH
• TI	includes	product	identifier
• Changes	to	requirements	for	investigation	of	suspect	and	
illegitimate	products

Critical	Dates	for	Dispensers

Pharmacy	Groups	Ask	for	Delay

•APhA,	NCPA,	NASPA

•NCPA	said	"about	half"	were	unaware	of	how	their	
information	would	be	transferred	between	
wholesalers,	secondary	wholesalers	and	
pharmacies.	The	group's	letter	asked	FDA	to	extend	
the	DSCSA	compliance	deadline	to	"forestall	
potential	disruptions	in	the	pharmaceutical	supply	
chain."

©2017

FDA	Postponed	Enforcement

• Statutory	date	of	compliance	is	1	July	2015
• FDA	said	it	would	utilize	its	"enforcement	discretion"	to	
allow	companies	more	time	to	comply.	

• "FDA	does	not	intend	to	take	action	against	dispensers	who,	
prior	to	November	1,	2015,	accept	ownership	of	product	
without	receiving	the	product	tracing	information,	as	
required	by	[the	DSCSA],"	it	said.	

• Delayed	again	until	March	1,	2016	when	enforcement	took	
effect

©2017
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Resources

http://www.fda.gov/Drugs/DrugSafety/DrugIntegrityandSupplyChainSecurity/DrugSu
pplyChainSecurityAct/ucm427033.htm

Compliance	Checklist

©2017

www.pharmacist.com/sites/default/files/files/APhATrac
kandTraceComplianceChecklistforPharmacies.pdf

©2017
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Resources

• Healthcare	Distribution	Management	Association	(HDMA)
• http://www.hdmanet.org/issues/pharmaceutical-
traceability#.Va8PZ6RViko

• Education	programs
• Q	&	As	

©2017

Importation

•Began	15+	years	ago	in	Congress
•Driven	by	continued	economic	pressures:	should	
pay	less	for	what	we	get	compared	to	the	rest	of	
the	world

•Drugs	are	now	the	most	common	form	of	treatment
• Lack	of	meaningful	prescription	drug	coverage	for	
many	under	and	uninsured

•Medicare	Part	D	helped
•Health	care	reform	might	too	with	donut	hole

©2017
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HHS	Task	Force	Report	on	Importation

• Required	in	MMA	(PL	108	– 173)	
• Released	December	2004
• Identified	areas	of	concern	
• Has	not	diminished	interest

©2017

Report	Conclusions

•Current	system	effective	in	protecting	public	safety	
but	facing	new	threats

• Significant	risks	with	how	individuals	are	importing	
drugs	now

•Extraordinarily	difficult	and	costly	for	“personal”	
importation	to	be	implemented	while	ensuring	
safety	and	effectiveness

• Savings	small	and	implementation	costly
•Public	expectation	that	imported	drugs	are	cheaper	
generally,	is	not	true

©2017

Conclusions	Continued

• Legalized	importation	will	likely	adversely	effect	
future	drug	development	for	American	consumers

•Effect	on	intellectual	property	rights	uncertain	but	
likely	significant

• Liability	concerns	for	consumers,	manufacturers,	
distributors,	pharmacies

•March	2011	report	shows	issues	as	well

©2017
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Bring	on	2017…

• H.R.934	- Personal	Drug	Importation	Fairness	Act	of	2017
• Keith	Ellison	(D-MN)
• 2-7-2017
• Reduce	drug	costs	by	allowing	importation
• 90-day	supply	with	valid	rx	by	pharmacist

©2017

Senate

• S.469	- Affordable	and	Safe	Prescription	Drug	Importation	Act
• Bernie	Sanders	(I-VT)
• 2/28/2017
• “allowing	Americans	to	import	safe,	low-cost	medicine	from	Canada”

©2017

Letters	of	Opposition

• APhA	and	NACDS	wrote	Trump	6/1/2017	urging	him	to	refrain	from	
endorsing	importation	proposals

• Undermines	DSCSA
• Increases	risk	of	counterfeits
• Detracts	from	goals	of	value-based	care
• Support	efforts	to	improve	patient	access	to	affordable	&	safe	meds	
but	this	is	too	risky	of	an	approach

©2017
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Key	Findings

• Importation	proposals	would	do	nothing	but	shift	the	costs	and	
burden	to	law		enforcement	and	open	up	the	U.S.	drug	supply	to	
adulterated	and	counterfeit	drugs

• Drug	importation	would	increase	the	threat	of	illegitimate	products	
entering	the	United	States,	fueling	criminal	organizations’	activities	
and	profits

©2017

Key	Findings

• Proposals	would	worsen	the	opioid	crisis	– a	crisis	that	has	already	
grown	substantially	worse	due	to	the	powerful	opioid	fentanyl	and	
fentanyl	analogue-laced	counterfeit	pills	being	produced	by	illegal	
drug	trafficking	organizations,	including	in	China,	and	reaching	the	
United	States	through	Canada	and	Mexico.

©2017
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Key	Findings

• Already	overburdened	law	enforcement	and	regulatory	
capacity	would	be	unable	to	ensure	a	safe	prescription	drug	
supply	under	importation

• “The	potential	for	lower	drug	prices	for	a	small	percentage	
of	Americans	would	pale	in	comparison	to	the	potential	
costs	to	the	safety	of	American	consumers	and	the	integrity	
of	the	prescription	drug	supply	chain,	as	well	as	the	
increased	burden	on	U.S.	law	enforcement	that	would	
impact	communities	across	the	country.”

©2017

Recommendation

• Improve	and	enhance	existing	law	enforcement	capacity	to	prevent	
counterfeit	drugs	from	entering	the	U.S.	drug	supply	in	the	first	
instance,	and	ensuring	law	enforcement	has	sufficient	resources,	
expertise,	and	authority	to	protect	the	public	health	and	ensure	the	
integrity	of	the	U.S.	drug	supply.

©2017

Manufacturer	Actions

•Changing	business	practices	to	effectively	
combat	counterfeiting

•Partnering	with	enforcement	agencies
•Promoting	proactive	public	policy	to	
support	initiatives	combating	
counterfeiting,	and

•Exploring	and	implementing	new	
technologies	to	deter	counterfeiting

©2017
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Changing	Business	Practices

• Entire	manufacturer-wholesaler	business	practice	has	changed
• Move	to	FFS	and	IMA	agreements
• Only	buy	from	ADR
• No	secondary	sourcing
• Conducting	Wholesaler	and	Distributor	compliance	audits	

©2017

NABP	VAWD

• 599	wholesalers	currently
• 24	states	recognize	as	part	of	licensure
• Operational	in	2004
• https://nabp.pharmacy/programs/vawd/

©2017

Other	Manufacturer	Actions

• Discouraging	repackaging
• Taking	legal	action	– prosecuting	criminals,	defending	IP,	and	shutting	
down	websites	

• Pharmaceutical	Security	Institute
• Safe	Medicines.org

©2017
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Many	Security	Technologies:	No	Silver	
Bullet
Overt
• Obvious	and	apparent	to	the	general	public,	often	discernible	to	
the	naked	eye.

Covert
• Not	immediately	obvious	to	the	product	or	document	user.	
Verification	of	covert	features	require	the	use	of	a	specific	reader	
or	viewer	to	identify	the	presence	of	the	security	feature.

Forensic
• Require	specialist	equipment	or	laboratory	analysis	to	verify	their	
presence

Intelligent
• Provide	individual	or	batch	coding	of	products
and	ability	to	track	throughout	the	product’s	life	cycle

©2017

©2017

©2017
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Partnering	with	Enforcement	Agencies

• Developing	and	providing	leads	globally
• Supporting	FBI	and	FDA	investigative	efforts
• Monitoring	consumer	complaints
• Analyzing	“suspect”	product
• Providing	educational	programs/webinars

©2017

Global	Action

•Rome	Declaration	2006
•WHO	Task	Force	2006
• IMPACT:	
• International	Medical	Products	Anti-Counterfeiting	
Taskforce	

•193	WHO	Members
• Ilisa	Bernstein,	FDA	Chairs	Regulatory	Work	Group
•2010	Report:	
http://apps.who.int/iris/bitstream/10665/3069/1/A63
_ID3-en.pdf

©2017

IMPACT:	5	Areas

• Legislative	and	regulatory	infrastructure
• “Principles	and	Elements	for	National	Legislation	against	Counterfeit	Medical	
Products”

• Regulatory	Implementation
• Enforcement
• Technology	
• Communication

©2017
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On	Technology…

• No	“worldwide	solution”
• Developing	countries:	street	trade	priority
• RFID:	multiple	weaknesses	(cost,	privacy	concerns,	logistics)
• 2-dimensional	bar	codes
• Authentication	should	not	go	farther	than	the	pharmacist…

©2017

What	about	now?

©2017

What	You	Can	Do:	Be	Aware

• Many	are	not
• Poster	by	Elaine	Law,	et.	al.	at	APhA2010
• CA	Pharmacists,	155	respondents
• 59.3%	believe	counterfeits	major	problem
• 44.5%	believe	consumers	purchase	meds	from	Internet,	16%	import

©2017



45

Law,	et.	al.

•Majority	say	they	have	no	experience	with	
counterfeits	(60%)

•47%	say	pharmacists	lack	knowledge	to	address	
•82%	believe	lack	resources	to	address
•56%	aware	of	CA	BOP	RFID	ideas	yet	43%	did	not	
think	it	would	minimize	problem

•90%	wanted	CE	to	learn	more
•www.awarerx.org

©2017
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What	You	Can	Do

•PSM
• LEADER
• Learn	about	contraband	and	counterfeit	drugs
•Educate	customers
•Avoid	unsafe	medicines	and	vendors
•Decline	suspicious	offers
•Evaluate	your	medicines
•Report	counterfeit	drugs	and	suspicious	vendors

©2017
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Pharmacy	Environment

•Concerns	may	be	different	for	prescription,	OTC	and	
supplements

•Business	practices	have	changed,	reducing	potential	in	
“normal”	Rx	channels	in	US

•Thefts	have	increased	with	organized	crime	
involvement

•Manufacturing	issues/raw	material	sourcing	raises	
issues

•Globally,	concerns	increased	

How	Can	You	Prevent	and	Detect	
Counterfeit	Products?
•Buy	from	reputable	sources	
•Ask	your	wholesaler	if	they	follow	the	Healthcare	
Distribution	Management	Association’s	(HDMA)	
Recommended	Guidelines	for	Pharmaceutical	
Distribution	Integrity

•VAWD	certification
•Outline	procedures	wholesalers	should	undertake	if	
they	buy	from	“secondary”	sources

©2017
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Pharmacist’s	Role

• Maintain	issue	awareness
• Pharmacy	Today:	What’s	in	the	bottle?
• Educate	staff

• Business	practices	protecting	product	integrity
• Product	examination
• Patient	education
• Problem	reporting
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Business	Practices	Protecting	Product	
Integrity

•Buy	from	reputable	sources	
•Ensure	that	wholesaler	follows	the	Healthcare	
Distribution	Management	Association’s	(HDMA)	
Recommended	Guidelines	for	Pharmaceutical	
Distribution	Integrity

•Outline	procedures	wholesalers	should	undertake	if	
they	buy	from	“secondary”	sources

•VAWD	certification

©2017

• If	a	deal	sounds	too	good	
to	be	true,	it	probably	is.		
Be	wary.			The	
pharmacist	can	use	the	
HDMA	guidelines	to	
evaluate	any	secondary	
sources	of	goods.	

•Buy	only	what	is	needed.

Business	Practices	Protecting	Product	
Integrity

©2017

What	Can	Pharmacists	and	Their	Pharmacy	
Team	Members	Do?

•When	checking	in	products	after	delivery,	carefully	
examine	the	drugs	arriving.	
• Compare	NDC	against	invoice,	shelf
• Compare	labels,	markings
• Are	bottle	sizes	the	same?
• Is	there	residue	on	the	bottle?
• Does	the	expiration	date	appear	changed?

•Alert	staff	when	changing	manufacturers	for	items,	
especially	generics
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What	Can	Pharmacists	and	Their	Pharmacy	
Team	Members	Do?	

• Have	staff	carefully	examine	
product’s	shape,	size,	color	or	
markings	when	dispensing

• Keep	track	of	old	and	empty	
stock	bottles	and	discard	them	
safely	so	they	cannot	be	reused

• Listen	to	patients—most	
counterfeit	product	have	been	
identified	by	them

©2017

What	Can	Pharmacists	and	Their	Pharmacy	
Team	Members	Do?

• Educate	patients	about	the	medicines	
they	are	taking:	what	they	look	like,	
what	they	are	for	and	common	side	
effects.

• Provide	patients	with	a	personal	
medication	profile

• Encourage	patients	to	double	check	
medicines	&	call	their	pharmacist	if	
there	is	anything	unusual.	

• Put	an	auxiliary	label	on	the	vial	to	
alert	the	patient	to	manufacturer	
changes.

©2017

What	Can	Pharmacists	and	Their	Pharmacy	
Team	Members	Do?
• Encourage	patients	to	use	the	same	pharmacy.
• Educate	consumers	about	the	hazards	of	buying	
medications	from	foreign	sources.

• If	they	insist	on	using	them	or	the	Internet,	tell	them	
to	use	approved	sites	and	teach	them	what	to	look	
for-VIPPS.

• Help	them	with	access	if	price	is	a	problem:	
PPARX.org	or	1-888-4PPA-NOW
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Internet	Pharmacy

• Find	a	.Pharmacy	Verified	Website

• NABP	safe.pharmacy:
• list	of	.pharmacy	sites	
• information	on	spotting	rogue	online	pharmacies
• 57	pharmacies	accredited

©2017
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Problem	Reporting

• Notifying	patients	if	product	supply	has	potentially	been	counterfeited	
and	encouraging	them	to	return	the	suspect	product	to	the	pharmacy.

• Report	suspicious	product	to	the	FDA		http://www.fda.gov/medwatch
• 1-800-FDA-1088	
• Notify	the	product’s	manufacturer.

©2017
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• Keep	looking	ahead…

…stay	flexible

As	things	can	change	quickly…

Stay	up	to	date	
Don’t	get	behind	the	
eight	ball!



51

Bottom	line…

• NOW	is	the	time	to…

Before you get to…

©2017

Thanks	for	Having	Me!

•mmillonig@catalystenterprises.net
•651-905-9002



6/20/17

1

Standards of Practice for the Filling of Controlled Substance 
Prescriptions; Electronic Prescribing; Mandatory 

Continuing Education. (64B16-27.831)

Alan Obringer, RPh, CPh, CGP
President/Owner

Guardian Pharmacy of Orlando
Alan.Obringer@guardianpharmacy.net

Objectives 

• Ensuring access to controlled substances for all 
patients with a valid prescription.

• Use of the Prescription Drug Monitoring 
Program’s Database.

• Assessment of prescriptions for appropriate 
therapeutic value.

• Detection of prescriptions not based on a 
legitimate medical purpose.

• The laws and rules related to the prescribing and 
dispensing of controlled substances.

Mandatory Continuing Education
• All pharmacists shall complete a Board-approved 2-hour continuing education course 

on the Validation of Prescriptions for Controlled Substances. The course content shall 
include the following:
• (a)	Ensuring	access	to	controlled	substances	for	all	patients	with	a	valid	
prescription;

• (b)	Use	of	the	Prescription	Drug	Monitoring	Program’s	Database;
• (c)	Assessment	of	prescriptions	for	appropriate	therapeutic	value;
• (d)	Detection	of	prescriptions	not	based	on	a legitimate	medical	purpose;	
and,

• (e)	The	laws	and	rules	related	to	the	prescribing	and	dispensing	of	
controlled	substances.
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Mandatory Continuing Education

• Complete the required course during the biennium ending on September 30, 
2017. 

• A 2-hour course taken every biennium thereafter.

• Course count towards the mandatory 30 hours of CE required for licensure 
renewal. 

• Complete required course before the end of the first biennial renewal period. 

64B16-27.831
Formally known as the Standards of Practice for the 

Dispensing of Controlled Substances for Treatment of Pain

First approval date: 2/24/2003
Renewal Date: 12/24/15

BOP Rule Revision for Pharmacists and Patients
• Rule prompted by the state board’s feeling based on testimony from the general 

public

• 2002 Rule: Presumption that the prescription is not good

• 2015 board philosophy by Michael Jackson, BSPharm, CPh: Presumption that the 
prescription was issued for a specific purpose and is valid. Write a rule to help 
pharmacists confirm validity of the prescription rather than to look at a prescription 
and find reasons not to fill it

Yap, Diana. "New Regulation in Florida on Controlled Substances." American Pharmacist Association, 5 Jan. 2016. Web. 11 Mar. 2016



6/20/17

3

Pharmacist Role and Expectations
• Board does not expect pharmacists to take any specific action 

beyond exercising sound professional judgment. 

• Pharmacists should attempt to work with the patient and the 
prescriber to assist in determining the validity of the prescription.

• Every patient’s situation is unique and prescriptions for controlled 
substances shall be reviewed with each patient’s unique situation 
in mind. 

• Pharmacists should not fear disciplinary action from the Board or 
other regulatory or enforcement agencies for dispensing controlled 
substances for a legitimate medical purpose in the usual course of 
professional practice

Yap, Diana. "New Regulation in Florida on Controlled Substances." 
American Pharmacist Association, 5 Jan. 2016. Web. 11 Mar. 2016

Definitions
• For	purposes	of	this	rule	the	following	definitions	shall	apply:

• Valid	Prescription:When	it	is	based	on	a	practitioner-patient	relationship	and	
when	it	has	been	issued	for	a	legitimate	medical	purpose.

• Invalid	Prescription: If	the	pharmacist	knows	
or	has	reason	to	know	that	the	prescription	
was	not	issued	for	a	legitimate	medical	purpose.

• Validating	a	Prescription: Validating	a	prescription	
means	the	process	implemented	by	the	pharmacist	to	
determine	that	the	prescription	was	issued	for	a	legitimate	medical	purpose.	

Controlled Substances Prescription Requirements

Controlled 
Substance RX 
Requirements

Name of the 
prescribing 
practitioner

Name, strength, 
and quantity of 

the drug 
prescribed

Directions for 
use

Date

Signature of 
prescribing 

practitioner on 
the issued day

Electronically generated prescriptions have same requirements except: 
● Signature may be in an electronic format
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Validating a Prescription

General Standards for Validating a Prescription
• Each	prescription	may	require	a	different	validation	
process	and	no	singular	process	can	fit	each	situation

• A	concern	with	the	validity	of	a	prescription	does	not	
mean	the	prescription	shall	not	be	filled

• The	pharmacist	shall	attempt	to	determine	the	validity	
of	the	prescription	and	shall	attempt	to	resolve	any	
concerns	about	the	validity	of	the	prescription	by	
exercising	his	or	her	independent	professional	
judgment.

General Standards for Validating a Prescription

• (a)	When	validating	a	prescription,	neither	a	person	nor	a	licensee	shall	
interfere	with	the	exercise	of	the	pharmacist’s	independent	professional	
judgment.

• (b)	When	validating	a	prescription,	the	pharmacist	shall	ensure	that	all	
communication	with	the	patient	is	not	overheard	by	others.

• (c)	When	validating	a	prescription,	if	at	any	time	the	pharmacist	determines	
that	in	his	or	her	professional	judgment,	concerns	with	the	validity	of	the	
prescription	cannot	be	resolved,	the	pharmacist	shall	refuse	to	fill	or	dispense	
the	prescription.
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Minimum Standards Before Refusing to Fill a 
Prescription

• 1.	Initiate	communication	with	the	patient	or	the	patient’s	representative	to	
acquire	information	relevant	to	the	concern	with	the	validity	of	the	prescription;

• 2.	Initiate	communication	with	the	prescriber	or	the	prescriber’s	agent	to	
acquire	information	relevant	to	the	pharmacist’s	concern	with	the	validity	of	the	
prescription.

Minimum Standards Before Refusing to Fill a 
Prescription

• (b)	In	lieu	of	either	subparagraph	1.	or	2.,	but	not	both,	the	pharmacist	may	
elect	to	access	the	Prescription	Drug	Monitoring	Program’s	Database	to	
acquire	information	relevant	to	the	pharmacist’s	concern	with	the	validity	of	
the	prescription.

• (c)	In	the	event	that	a	pharmacist	is	unable	to	[validate	a	prescription]	due	to	
a	refusal	to	cooperate	with	the	pharmacist,	the	minimum	standards	for	
refusing	to	fill	a	prescription	shall	not	be	required.

Drug Utilization Review
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Assessment of Prescriptions for Appropriate Therapeutic 
Value

Issues Commonly Addressed by Prospective DUR: 

• Clinical abuse or misuse 

o Drug-disease contraindications

o Dosage modification

o Drug-drug interactions

o Drug-patient precautions (i.e. age, allergies, 
sex, pregnancy, etc.)

o Formulary substitutions

o Inappropriate duration of treatment

Issues Commonly Addressed by Concurrent DUR

• Drug-disease interactions

o Drug-drug interactions 

o Dosage modifications 

o Drug-patient precautions (i.e. age, 
allergies, sex, pregnancy, etc.)

o Overutilization of drug

o Underutilization of drug
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Issues Commonly Addressed by Retrospective DUR 

• Appropriate generic use
o Clinical abuse or misuse
o Drug-disease contraindications
o Drug-drug interactions
o Inappropriate duration of treatment
o Incorrect dose/dosage form
o Use of formulary medications
o Overutilization of drug
o Underutilization of drug
o Therapeutic appropriateness
o Therapeutic duplication 

Prescription Drug Monitoring Program

What is a prescription drug monitoring program 
(PDMP)?
• According to the National Alliance for Model State Drug Laws (NAMSDL), a PDMP 

is a statewide electronic database which collects data on substances dispensed within 
the state.

• The PDMP is housed by a specified statewide regulatory, administrative or law 
enforcement agency. 

• The housing agency distributes data from the database to professionals who are 
authorized under state law to receive the info for purposes of their profession.
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Florida PDMP: E-FORCSE

E-FORCSE Search Criteria

E-FORCSE Example
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E-FORCSE Additional Functions
• Search History Query

• Prescriber DEA Query

• Report Queue

For more information and a detailed tutorial please visit “Training Guide 
for Florida Practitioners and Pharmacists- Florida Department of Health 

Prescription Drug Monitoring Program”

http://www.hidesigns.com/assets/files/flpdms/2016/FL_PDMP_Training_Guide_for_Pract
itioners_and_Pharmacists.pdf

Additional Information

Duty to Report
• If a pharmacist has reason to believe that a prescriber is involved in the 

diversion of controlled substances, the pharmacist shall report such prescriber 
to the Department of Health.
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Electronic Prescriptions
• All controlled substances listed in Schedule II 

through V may be electronically prescribed 
pursuant to the provisions of Section 456.42(2), 
F.S. (2015), and pursuant to applicable federal law. 

• For more information related to the federal 
requirements, access 
http://www.deadiversion.usdoj.gov/ecomm/index.h
tml.

Summary Record

• Every pharmacy permit holder shall maintain a computerized record of controlled 
substance prescriptions dispensed. 

• A hard copy printout summary of such record, covering the previous 60 day period, 
shall be made available within 72 hours following a request for it by any law 
enforcement personnel entitled to request such summary under authority of Section 
893.07(4), F.S. 

• Such summary shall include information from which it is possible to determine the 
volume and identity of controlled substances being dispensed under the prescription of 
a specific prescriber, and the volume and identity of controlled substances being 
dispensed to a specific patient.

HB 1241
Ordering of a Medication

Effective Date: 07/01/2016
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HB 1241: Ordering of a Medication
• Advanced nurse practitioners (ARNPs) may order any medication for administration to a patient 

in a hospital, ambulatory surgical center, nursing home, or mobile surgical facility within the 
framework of an established protocol

• The protocol must be filed with the board upon biennial license renewal and within 30 days after entering into a 
supervisory relationship with a physician or changes to the protocol.

• The board shall review the protocol to ensure compliance with applicable regulatory standards for protocols

• Physician assistants (PA) may order any medication for administration to the supervising 
physician’s patient in a nursing home with their supervising physician's delegation

• A supervising physician may authorize a PA and ARNP to order controlled substances for 
administration to a patient in a hospital, ambulatory surgical center, nursing home, or mobile 
surgical facility

Any Questions?

Sources:
1. Rule: 64B16-27.831. Standards of Practice for the Filling of Controlled Sustance Prescriptions; Electronic Prescribing; Mandatory Continuing 

Education. Department of Health. Board of Pharmacy. Chapter: Pharmacy Practice. Amended 2-24-03, 11-18-07, 12-24-15. Accessed January 
18, 2016.

2. Yap, D. (2016, January 5). New regulation in Florida on controlled substances. Retrieved January 20, 2016, from 
https://www.pharmacist.com/new-regulation-florida-controlled-substances

3. S. (2015, December 6). What could the new FL BOP rules mean for pts ? Retrieved January 20, 2016, from 
http://www.painedlivesmatter.com/blog/2015/12/26/what-could-the-new-fl-bop-rules-mean-for-pts/

4. Statute: 456.42.Written prescriptions for medicinal drugs. Regulation of professions and occupations. 1, ch. 2003-41; s. 2, ch. 2006-271; s. 2, 
ch. 2009-202; s. 2, ch. 2011-141. Accessed January 18, 2016

5. Training Guide for Florida Practitioners and Pharmacists Florida Department of Health Prescription Drug Monitoring Program. (2015, 
December). Retrieved January 20, 2016 Retrieved from: 
http://www.hidesigns.com/assets/files/flpdms/2016/FL_PDMP_Training_Guide_for_Practitioners_and_Pharmacists.pdf

6. Academy of Managed Care Pharmacy. Drug Utilization Review. (2009, November). Retrieved January 20, 2016, from 
http://www.amcp.org/WorkArea/DownloadAsset.aspx?id=9296
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64B16-27.831 
Standards of Practice for the Filling of Controlled 
Substance Prescriptions; Electronic Prescribing; 
Mandatory Continuing Education.

Dr. Obringer, RPh, CPh, CGP
Executive Director

Senior Care Pharmacy of Florida
Alan.Obringer@scp-fl.com

Michael Ciaravino, PharmD Candidate 2016
Dianet Gambe, PharmD Candidate 2016

Puja Patel, PharmD Candidate 2016
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I do not have any disclosures to 
make and am receiving no funding 
from any pharmaceutical company 

1. PBM’s are only involved with commercial and Medicare prescriptions

2. Pharma companies pay rebates to PBM’s and Health Plans to lower 
patient costs.

3. Drug Discount Cards improve Pharmacy Profits 

4. Processors can set fees at any level they wish 

5. PBM’s evolved from claims processors to formulary managers 
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• Identify the evolving role of Pharmacy 
Benefit Managers
• Describe how clawbacks, audits and limited 

networks have affected pharmacies
• Define the process by which drug 

manufacturers calculate and deliver rebate 
payments to PBM’s and how this affects 
pricing
• Review the availability of discount cards and 

how they impact payments to pharmacies

Pharmacy Benefits Manager 
The third-party administrator (TPA) of 

prescription drug programs for commercial 
health plans, self-insured employer plans, 
Medicare Part D plan. They are involved in 

virtually all prescription transactions. 

https://en.wikipedia.org/wiki/ 
Pharmacy_benefit_management

The first PBM, Pharmaceutical Card System Inc. 
(PCS, later AdvancePCS) originated in 1968 with the 
invention of the plastic benefit card. By the "1970s, 
they served as fiscal intermediaries by adjudicating 
prescription drug claims by paper and then, in the 
1980s, electronically.”  Overtime they morphed to 
become the both the provider of services and the 
payer of these services, as well as the managers of 
pharmacy benefits with an eye on reducing 
healthcare costs. 

http://www.medscape.com/viewarticle/432389
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They determine, set and enforce 
• Drug choices 
• Brand/Generic substitution 
• Therapeutic Substitution
• Step Therapy 
• Prior Auth Requirements 
• Reimbursement rates 
• Fees 
• Days supply
• Audit rules 
• Conversion to Mail Order
• Exclusive Networks

They determine, set and enforce
• Drug Choices 
• Therapeutic Choices 
• Copay prices 
• Days Supply 
• Pharmacy choices 
• Mail Order Requirements
• Medication Justification 
•

A “catch-all” term designed to encompass a 
number of different types of fees and charges that 
PBM’s and Plans take back from pharmacies

www.ncpa.co/pdf/faq-direct-indirect-remuneration-fees.pdf

These fees can include:
• pay to play” fees for network participation 
• periodic reimbursement reconciliations or 

“clawbacks”
• true-up” between a target reimbursement rate in a 

participating pharmacy agreement and the aggregated 
effective rate actually realized by a pharmacy 

• Penalties assessed to pharmacies for non-compliance with 
quality measures. 
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www.ncpa.co/pdf/faq-direct-indirect-remuneration-fees.pdf
http://khn.org/news/author/julie-appleby/6-24

When the PBM when takes back a portion of that patient 
payment from the pharmacy that money does not go to the 
consumer or their insurer, but is generally kept by the PBM 

DIR fee” may be used by a Plan/PBM is to bolster their 
assertion that these fees cannot be determined at the 
point of sale—which would explain why these fees are 
collected from pharmacies after claim adjudication. 

The fees themselves are legitimate, but there does not 
seem to be adequate disclosure to the pharmacies or the 
contracting entities by the Plan/PBM as to exactly how 
these fees are calculated either at contract initiation or at 
the time these fees are actually taken. 

http://khn.org/news/author/julie-appleby/6-24

The National Community Pharmacists Association survey 
provided examples of these problems, but none of the 
pharmacists would talk on the record for fear of being kicked 
out of the PBM networks. 
• A major PBM required the pharmacy to collect a $35 copay for a 

generic allergy spray, then took $30 back from the pharmacy 
• A PBM charged a $15 copay for insomnia drug Zolpidem, then took 

back $13.05. 
• Patients were charged $30 above the cash price for a generic 

cholesterol medication
• Pharmacists are specifically barred from discussing the cash price 

under terms set by contracts between them and the PBMs 
• If we do sell it as cash it can affect our star ratings as the PBM does 

not see that the patient is on a measurable medication
• Cash payments don’t always count toward annual drug deductibles, 

consumers who expect a lot of drug costs might want to think twice 
about paying cash.

PBM’s play a major role in selecting which classes and which 
medications in a class will be covered

PBM’s set tiered copays to affect prescribing habits 

Pharma companies are forced to give rebates to PBM’s to 
either get on a formulary or receive favored position. 

These rebates are very rarely passed on to the patient, 
employer or health plan.

Pharma often considers rebates in medication pricing 

. 
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Formulary life cycle- new product new class
• New product comes on market and usually 6 month 

window of PBM coverage 
• New product is rejected or not covered by PBM
• PBM begins to negotiate rebate with pharma
• Rebate is determined and new product goes on 

formulary, usually 3rd tier or PA provided 
• Increased rebates can move to lower tier

. 

Formulary life cycle-existing class  
• New product is rejected or not covered by PBM
• PBM begins to negotiate rebate with pharma
• PBM uses pharma companies to bid rebates up
• Once rebate is approved the other product is no longer 

covered or covered at higher copay
• Other companies can come back to bid rebate higher 

Pharmaceutical pricing is complicated, but goes something like this: Drug 
companies set the sticker price for their drug. They then negotiate prices on 
these drugs with insurance companies and PBM’s, that put them in the hands of 
patients.

The higher-rebated drugs might move their way up a “drug formulary” list, 
meaning they are more likely to show up on a preferred benefit plan, and 
patients are more likely to buy them. 

Sticker prices appear to remain high, and continue to rise. Rebates decrease 
the transparency of true drug prices and as as an industry rebates have doubled 
over the past 10 years. Analysts estimate that over $60 billion in sales is 
rebated back. 

http://fortune.com/2016/04/26/drug-prices-valeant-pfizer-merck/
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Managed Markets representatives reach out to the PBM to get on formulary
• Multiple trips and calls to speak to clinical and financial departments 
• Negotiations on fees, rebates and copay tiers
• Agreement on high deductible plans and effects on above 
• Review of all drugs in company’s basket and rebates 

PBM representatives reach out to Managed Markets of a pharma company
• Contact other branded companies in the same drug class 
• Try to play one company against the other to maximize rebate and fees
• Threaten to drop other products in the company’s basket to increase 

rebates
• Try to get discounts for purchasing products for PBM owned mail order  

At the same time 

High Deductible Plans- Until a patient meets their deductible the PBM has no costs  
• Pharma still has to pay a rebate 
• Pharma still has to pay the fees 

PBM sets reimbursement rates for pharmacies 
• Contracts call for WAC minus reimbursement for pharmacies

• PBM can have exceptions 
• PBM negotiates all different rates of reimbursement with

• Chains
• Groceries 
• PSAO 
• Independents 
• Mail Order

• Often times the pharmacy owner has no idea what their rate is from any 
specific PBM 

• PBM controls reimbursement time period

There is no correlation between what PBM reimburses and what pharmacy pays for 
product.  

Wholesalers have an effect on Pharma pricing and Pharmacy Profitability 

• Pharma
• Fees to stock on shelves in warehouse
• Fees to keep certain stocking level 
• Fees to deliver product to pharmacy 
• Discounts for certain volume goals 

• Pharmacy
• Multiple contract levels 
• Drug exceptions 
• Brand % of orders penalty 
• Short dating for payment. 
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These are unlike manufacturers 
copay or cash buy down cards 
as nothing is paid to the 
pharmacy. The pharmacy 
agrees to discount the cash 
price, but they often don’t 
know it. 

These discount cards have bin, pcn, group and id number just 
like insurance cards
• Bins can be 
• Commercial only 
• Medicare only 
• Discount only 
• All three

• This can cause confusion and cost both pharma and 
pharmacy money 

• PBM’s provide discount cards to give the impression of 
insurance savings for patient

Discount cards that have bins also used buy insurance can increase 
pharma costs and decrease reimbursement and loss of customers to the 
pharmacy .

• These appear to manufacturer copay buy down cards to be 
primary insurance so patient receives the commercial buy down 
and pharma pays more 

• Since there is no reimbursement to pharmacy the amount that a 
copay card would pay is reduced.

• Fees for processing are often higher than commercial plans

• PBM’s that issue these cards get patient information with each 
use and recruit these cash customers to their mail order services 
I 
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New Ideas are taking more money out of the pharmacy’s profits 
• PBM’s  and are now taking claw-backs on discount cards
• If the pharmacy usual and customary is lower than the Discount Cards 

calculated price, the processor returns the higher price for the patient 
to pay and then “claws-back” the difference from the payment to the 
pharmacy. 

• Companies like Blink health and the Express Scripts/Good RX alliance 
negotiate discounts with some brand manufacturers and for uninsured 
customers and pharmacies make less money. 

• Some discount cards companies have built a multi-level like system to 
reward lay people to hand out discount cards. 

• Processors of Discount cards pay to have the data added to the EMR 
prescribing so when new rx comes in, it appears that office is providing 
new insurance info. 

https://www.nytimes.com/2017/05/08/health/express-scripts-drug-prescriptions-prices.html?_r=0

• Profitability in the pharmacy is decreasing
• More entities are receiving money from pharmacy
• PBM’s are finding ways to reduce pharmacy payment while increasing fees
• Drug prices are increasing due to DIR, Rebates and Fees and these must be 

calculated 
• PBM agreements with pharmacies are not standardized and can vary greatly 
• Pharma paid rebates and wholesaler fees are constantly increasing  

Questions ????
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Federal	Health	Policy:	What	to	
Expect	for	2017	and	Beyond

Brad	Kile,	PhD
St	Petersburg,	Florida

June	25,	2017

Disclosure
Brad	Kile	is	an	independent	consultant	
and	has	no	financial	interest	or	
relationships	to	disclose.

®	

Learning	Objectives

• Identify	key	health	care	legislative	issues	impacting	pharmacists.
• Compare	health	care	policies	under	consideration	on	by	Congress	
and	the	Centers	for	Medicare	and	Medicaid	Services.
• Describe	new	policies	creating	opportunities	for	pharmacists	to	
improve	outcomes	and	quality	in	post-acute	care.
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Presentation	Outline

• Congressional	Agenda	
• Status	of	Affordable	Care	Act
• Key	Regulatory	Issues
• Questions	and	Answers

Congressional	Agenda

Congressional	Accomplishments

Medicare	Reform	– “Doc	Fix”
• The	Medicare	Access	and	CHIP	Reauthorization	Act	(MACRA)	signed	
into	law	in	2015
• Pathway	for	quality-based	payments

21st Century	Cures	
• Streamline	clinical	trials	and	advances	personalized	medicine,	
signed	into	law	in	2016	
• Incentives	to	develop	drugs	for	uncommon	but	deadly	diseases
• $1.75	billion	per	year	in	funding	to	the	National	Institutes	of	Health;	
$550	million	in	additional	funding	to	FDA
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Congressional	Accomplishments

Opioid	Epidemic - Comprehensive	Addiction	and	Recovery	Act
• Prevention,	treatment,	and	recovery
• Signed	into	law	in	2016
• Partial	fills
•Medicare	Part	D	“pharmacy	lock-in”	
• Plan	sponsors	may	limit	(“lock-in”)	certain	at-risk	beneficiaries	
to	a	specific	pharmacy	and	a	single	prescriber	for	frequently	
abused	drugs.	
• LTC	beneficiaries	exempted

• States	also	reforming	rules	for	dispensing	controlled	medications

Congressional	Agenda
for	2017

9

Pharmacist	Provider	Status

Medically	Underserved	Areas	Enhancement	Act	(H.R.592/S.109)
Pharmacist	Provider	Access	in	MUAs	
• Amends	SSA	to	provide	for	coverage	under	the	Medicare	program	of	
pharmacist	services
• Pharmacists	may	serve	Medicare	patients	in	federally	defined	medically	
underserved	areas
• Services	authorized	by	their	state	pharmacy	practice	acts	(45	states)
• Gained	many	co-sponsors	in	last	session	of	Congress
• Long-shot	to	pass	this	Congress…	big	expense	likely	scored	to	this	bill



6/20/17

4

10

MedPAC – 2017	Recommendations

Medicare	Payment	Advisory	Commission	(MedPAC):	reform	Part	B	
Drug	Payment	Policy:	3-step	Process
(1)	For	2018,	modify	Average	Sales	Price	(ASP)	to:	
• Reduce	wholesale	acquisition	cost	(WAC)-based	payment	to	WAC	+	3%.	
• Require	manufacturer	rebate	when	the	ASP	for	their	product	exceeds	inflation	

benchmark.
• Common	billing	codes	to	pay	for	a	reference	biologic	and	its	biosimilars.
(2)	By	2022,	create	and	phase	in	a	voluntary	Drug	Value	Program	(DVP)
• Medicare	contracts	with	a	small	number	of	private	vendors	to	negotiate	prices	for	

Part	B	products.	Providers	purchase	all	DVP	products	at	the	price	negotiated	by	
their	selected	DVP	vendor.	Medicare	pays	providers	the	DVP-negotiated	price	and	
pays	vendors	an	administrative	fee,	with	opportunities	for	shared	savings.

• Medicare	payments	under	the	DVP	cannot	exceed	100%	of	ASP.	Vendors	use	tools	
including	a	formulary	and,	for	products	meeting	selected	criteria,	binding	
arbitration.

(3)	By	2022,	with	DVP	implementation,	reduce	ASP	add-on	under	buy	and	bill.

11

Recent	Senate	Hearing	– 6/13/17

“The	Cost	of	Prescription	Drugs:	How	the	Drug	Delivery	System	Affects	What	
Patients	Pay”
• Senate	Health	Education,	Labor	and	Pensions	Committee
• Focus	on	patients
• Arrangements	between	PBMs	and	insurance	plans	
• Concerns	raised	about	lack	of	transparency	and	government	payments	

12

Drug	Pricing	Transparency	Legislation

The	Prescription	Drug	Price	Transparency	Act	(H.R.1316)

Introduced	by	Representatives	Doug	Collins	(R-GA)	and	Dave	Loebsack	(D-IA)	(22	
co-sponsors)	

Would	require	Pharmacy	Benefit	Managers	(PBMs)	to:	
(1)	update	their	MAC	standard	at	least	once	every	seven	days	to	reflect	the	
market	price	of	a	drug	accurately;	
(2)	disclose	to	pharmacies	the	sources	used	for	making	any	updates;
(3)	make	advance	disclosures	to	pharmacies	of	all	individual	drug	prices	to	be	
updated	if	the	source	is	not	publicly	available;	and	
(4)	establish	a	process	to	appeal,	investigate,	and	resolve	disputes	regarding	
individual	drug	prices	that	are	lower	than	the	pharmacy	acquisition	price.	
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Drug	Pricing	Transparency	Legislation

The	Prescription	Drug	Price	Transparency	Act	(H.R.1316)

Includes	provisions	that	prohibit	PBMs	from:	

(1)	transmitting	personally	identifiable	utilization	or	claims	data	to	a	PBM-
owned	pharmacy,	unless	the	patient	has	voluntarily	elected	to	fill	their	
prescription	at	such	pharmacy;	and,	

(2)	requiring	any	enrolled	individual	to	use	a	retail	pharmacy,	mail	order	
pharmacy,	specialty	pharmacy,	or	other	pharmacy	entity	in	which	the	PBM	has	
an	ownership	interest.

14

Drug	Pricing	Transparency	Legislation

The	Creating	Transparency	to	Have	Drug	Rebates	Unlocked	(C-THRU)	Act	
(S.637)

Introduced	by	Senate	Finance	Comm Ranking	Member	Ron	Wyden (D-OR)

Would	require:
• Greater	transparency	on	rebates	and	discounts	negotiated	by	PBMs,	as	well	as	the	proportion	

of	these	rebates	and	discounts	that	are	passed	on	to	the	health	plan

• Info	(aggregated	by	PBMs)	posted	on	the	public	website	of	CMS

• Cost-sharing	for	Part	D	enrollees	based	on	negotiated	price	as	agreed	to	by	manufacturer	and	
PBM

• Minimum	percentage	of	rebates	and	discounts	that	must	be	passed	on	from	a	PBM	to	a	health	
plan

15

Drug	Pricing	Transparency	Legislation

The	Improving	Transparency	and	Accuracy	in	Medicare	Part	D	Spending	Act	
(H.R.1038/S.413)	– Addresses	Direct	&	Indirect	Remuneration	Fees	(DIR)

Reintroduced	by	Representative	Morgan	Griffith	(R-VA)	and	Congressman	Peter	Welch	
(D-VT)	(42	co-sponsors)	and	in	Senate	by	Shelley	Moore	Capito	(R-WV)	and	Jon	Tester	
(D-MT)	(11	co-sponsors)

• Plans/PBMs	assess	fees	on	pharmacies	for	a	variety	of	reasons	including:	network	
participation,	payment	reconciliation,	performance	on	quality	measures.	These	fees	have	
become	more	rampant	over	time	and	gained	a	lot	of	attention	in	recent	months.

• Prohibits	Medicare	prescription	drug	plan	(PDP)	sponsors	and	Medicare	Advantage	Plans	(MA-
PD)	from	retroactively	reducing	payment	on	clean	claims	submitted	by	pharmacies.
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Regulatory	Action	on	Drug	Pricing	
Transparency

17

Regulatory	Action	- DIR

Jan	2017	Report	from	CMS

• Growing	disparity	between	gross	Part	D	drug	costs,	calculated	
based	on	costs	of	drugs	at	the	point-of-sale,	and	net	Part	D	drug	
costs,	which	account	for	all	DIR

• 2010	and	2015	total	DIR	grew	about	22%	per	year.	

• Total	Part	D	gross	drug	costs	only	grew	about	12%	per	year

18

Regulatory	Action	- DIR

May	2017	Proposed	Guidance	(not	finalized)

• Part	D	Sponsors	must	separately	report:	
• Price	concessions	received	from	pharmacies	
• Incentive	payments	paid	to	pharmacies	

• Revises	definition	of	negotiated	price	that	went	into	effect	January	1,	2016,	requiring	
Part	D	sponsors	
• Includes	all	price	concessions	from	and	additional	contingent	payments	to	

network	pharmacies	except	those	that	cannot	reasonably	be	determined	at	the	
point-of-sale

• If	finalized,	only	amounts	that	cannot	be	reasonably	determined	at	the	point-of-sale	
may	now	be	reported	as	DIR
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Regulatory	Action	– Medicaid	

Medicaid	Covered	Drug	Rule	(Finalized	2016)

• Sets	Federal	framework	for	states	to	makes	changes	to:
• Drug	reimbursement	methodologies
• Establishing	dispensing	fees

• States	have	flexibility	to	alter	structure	but	must	consider	both	
reimbursement	for	drug	and	payment	for	services

• States	responding	quickly	to	make	changes,	including	differential	
payments	based	on	pharmacy	type

• Implications	for	Medicaid	Managed	Care

20

Regulatory	Action	– IVIG

IVIG	Demonstration	Under	the	CMS	Innovation	Center

• Three-year	model:	ends	Sept	20,	2017

• Medicare	Intravenous	Immune	Globulin	(IVIG)	Demonstration	is	being	
implemented	to	evaluate	the	benefits	of	providing	payment	and	items	for	
services	needed	for	the	in-home	administration	of	IVIG	for	the	treatment	
of	primary	immune	deficiency	disease	(PIDD)

• Could	lead	to	future	reforms

Status	of	the	Affordable	Care	Act	
(ObamaCare)



6/20/17

8

ACA		IMPLEMENTATION

2010-13 2014															 2015-2020
Regulate			 Coverage													 Restructure
Industry														 Expansion Care	Delivery

- Insurance	 - Individual																											- Quality																			Reform
Mandate Ties	to	
Payment

HHS	Goals	under	ACA

Overall	Medicare	Payments	- Alternate	Care	Models
• 2018	– 50%	of	Medicare	payments

Fee	for	Service	Payments	Linked	to	Quality	&	Value
• 2018	– 90%	of	Medicare	fee-for-service

New	Models	of	Care

Emphasis	on	Linking	Care	Across	Settings
• Bundled	Payment
• Hospital	Readmissions

Emphasis	on	Quality	Outcomes	and	Care	Coordination
• Value	Based	Purchasing
• Accountable	Care	Organizations
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Linking	Care	Across	Settings
• Bundled	Payments
• Hospital	Readmissions	Reductions

Bundled	Payment	- Demo

• Single	payment	for	episode	of	care
• Follows	patients	across	settings
• Four	models	tested	
• Organizations	choose	up	to	48	clinical	

episodes	of	care	to	test
• Organizations	enter	into	payment	

arrangements	that	include	financial	and	
performance	accountability	for	episodes	of	
care

Bundled	Payment	- Required

Comprehensive	Care	for	Joint	Replacement	(CJR)	model
• Started	April	1,	2016	in	67	geographic	areas	and	is	mandatory
• Hospital	in	which	the	hip	or	knee	replacement	and/or	other	
major	leg	procedure	takes	place	is	accountable	for	the	costs	and	
quality	from	surgery	through	90	days	after	discharge	(“episode”	
of	care)
• Based	on	quality	and	cost	performance,	hospital	earns	financial	
reward	or,	beginning	in	second	year,	be	required	to	repay	
Medicare	for	a	portion	of	the	spending	above	target	
• Expands	Oct	1	to	include	surgical	hip/femur	fracture	treatment	
and	recovery	
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Bundled	Payment	- Required

Starting	Oct	1,	2017
• Acute	Myocardial	Infarction	(AMI)	Model	and	the	Coronary	Artery	
Bypass	Graft	(CABG)	Model
• 90-day	bundles	in	which	hospitals	will	need	to	reduce	their	episodic	
costs	below	a	target	quality-adjusted	cost	threshold	lower	than	the	
historical	average.	
• The	payment	models	are	set	to	run	in	98	metropolitan	areas.

• Cardiac	Rehabilitation	Incentive	Payment	Model
• Encourage	providers	in	90	regions	to	use	cardiac	rehabilitation	

Hospital	Readmissions

Hospital	Readmissions	Reduction	Program
Conditions:
•Acute	myocardial	infarction
•Heart	failure
• Pneumonia
• COPD
• Total	hip	arthroplasty
• Total	knee	arthroplasty
• Coronary	artery	bypass	graft	surgery

Payment	Adjustments	applied	annual	to	hospitals

Quality	Outcomes	and	Care	
Coordination

• Value-Based	Purchasing
• Accountable	Care	Organizations
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Value-Based	Purchasing

Applies	to	hospitals	now,	Coming	to	NHs	in	2018
• All	providers	“contribute”	to	pool	with	%	of	Medicare	payments	
withheld
• Providers	scored	on	quality	measures
• Pool	dollars	distributed	to	high	performers,	other	receive	no	
additional	dollars
• Sets	up	competition	among	providers
• Hospitals	applying	pressure	to	post-acute	providers

ACOs	MUST	MEET	QUALITY	TARGETS before	they	are	eligible	
for	shared	savings.

33	Quality	Measures	across	4	Domains
1.Patient/caregiver	experience	(7	measures)	
2.Preventive	health	(8	measures)	
3.At-risk	population	(12	measures)	
4.Care	coordination	(6	measures)	

ACOs

•Jan		2017,	99	new	ACOs	and	79	renewing
•Currently	480	ACOs	serving	9	million	Medicare	
beneficiaries.
•55	Million	total	beneficiaries
•16%	of	all	Medicare	beneficiaries	in	an	ACO
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Repeal	&	Replace
• Affordable	Care	Act	(ObamaCare)	v.	

American	Health	Care	Act

ACA	- ObamaCare

Expands	Access	to	Coverage	through	2	Channels
• Medicaid – Changed	eligibility	to	be	more	inclusive.	People	below	133%	
Federal	Poverty	Limit.	Feds	pay	cost	directly	to	states	that	expanded.
• Marketplaces – Healthcare.gov.	Each	state	has	unique	portfolio	of	private	
insurance	options	that	change	each	year.
• Non-subsidized.	People	above	400%	of	FPL
• Subsidized.	Sliding	scale	subsidies	up	to	$400%	of	FPL
• Federal	government	provides	subsidies	in	real-time	directly	to	insurers

Beyond	expanded	access	to	coverage,	there	are	major	“game-changing”	
provisions	in	the	ACA	intended	to	realign	incentives	for	patients,	providers,	
payors,	and	the	government

ACHA	– Ryan/Trump	Care

Expands	Access	to	Coverage	through	2	Channels
• Medicaid – End	Medicaid	expansion	to	133%	of	FPL.	Grandfather	those	
that	are	already	in.	in	2020,	Fed	payment	for	Medicaid	limited	to	a	per	
capita	amount.	
• Marketplaces	– Changes	insurance	and	individual	incentives.	No	
individual	mandates.	Age-based	criteria	for	support.	2020	rollback	
subsidies.	
• Subsidies	- Sliding	scale	income	subsidies	cap	out	at	$75K/$115K
• Promote	Health	Savings	Accounts

Beyond	expanded	access	to	coverage…	No	significant	structural	changes
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Repeal	&	Replace

What	does	it	mean	for	you?
• Political	process	requires	Senate
• Most	major	health	stakeholders	oppose	the	AHCA	
• Implications	if	millions	lose	coverage
• Beyond	coverage,	what	happens	with	everything	else	in	the	ACA

Key	Regulatory	Issues
• LTC	Facility	“Mega	Rule”
• Star	Ratings
• IMPACT	Act
• FDA	Oversight	of	Compounding

39

LTCF	– Final	Rule

• Proposed	2015;	Finalized	Oct.	2016	Federal	Register
•Most	significant	reform	for	LTCFs	in	25	years
• CMS	motivation:
• Necessary	to	reflect	advances	made	in	theory	and	practice	of	
service	delivery	and	safety.	
• Achieve	broad-based	improvements	in	quality	of	care	and	
patient	safety…	
• ...	“while	at	the	same	time	reducing	procedural	burdens	on	

providers”
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LTCF	– Final	Rule

Implementation	Schedule
Phase	1:	Nov.	28,	2016
Phase	2:	Nov.	2017
Phase	3:	Nov.	2019

CMS	sub-regulatory	guidance	coming	in	2017
• Expected	rewrite/restructure	of	State	Operations	Manual
• Application	to	LTCF	surveys	after	Nov.	2017

41

Drug	Regimen	Reviews

• Monthly	DRR	must	include	review	of	medical	record
• Irregularities	reported	to	attending	physician,	medical	director	and	director	
of	nursing
• Attending	physician	required	to	document	in	medical	record	that	it	has	been	
reviewed	and	action	to	address	it	(includes	rationale	for	no	action)
• No	timeframe	for	action	on	irregularities
• Requirement	for	policies	and	procedures	for	DRR:	timeframe	and	process	for	
addressing	urgent	action	for	certain	irregularities	

42

Psychotropic	Drugs

• Defined	as:	anti-psychotic;	anti-depressant;	anti-anxiety;	hypnotic
• Specific	condition	as	diagnosed	and	documented
• Receive	gradual	dose	reduction	(GDR)	“unless	clinically	contraindicated”
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Psychotropic	Drugs	– PRN	

• Specific	condition	as	diagnosed	and	documented
• Limited	to	14	days
• Applies	to	short	and	long	stay	residents
• Exception:	Prescribing	practitioner	documents	rationale	in	medical	record	and	
indicate	PRN	duration
• Exception	to	the	Exception:	anti-psychotics.	Require	new	PRN	order	every	14	days	
after	an	evaluation.	To	be	defined	in	sub-regulatory	guidance.

44

Antibiotics

Infection	Prevention	and	Control	Program	(IPCP)	
• Antibiotic	Stewardship	Program
• antibiotic	use
• protocols	and	a	system	to	monitor	antibiotic	use
• designate	at	least	one	Infection	Preventionist

• Focus	on	patient	transfers,	medication	reconciliation

IMPACT	Act

Standardizing	Quality	Measures	in	Post-Acute	Care	
• Passed	by	Congress	on	September	2014
• Improving	Medicare	Post-Acute	Care	Transformation	Act	of	2014	
• PAC	Settings:
– Long	Term	Care	Hospitals
– Inpatient	Rehabilitation	Facilities
– Skilled	Nursing	Facilities
– Home	Health	Agencies	
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IMPACT	Act

• Standardized	patient	assessment,	quality	measures,	and	resource	
use.		
• Quality	measures	include:	
• functional	status	and	change	in	function;	
• skin	integrity;	
• incidence	of	major	falls;	
• medication	reconciliation	– Finalized	as	“DRR	with	follow	up”

• 2017	implementation

FDA	Oversight	of	Compounding	

• November	2013,	President	Obama	signed	the	Drug	Quality	and	Security	
Act	(DQSA)
• Changes	Federal	Food,	Drug,	and	Cosmetic	Act	(FDCA)	and	sets	up	two	
classifications:	 503A	Traditional	Compounders	and	503B	“Outsourcing	
Facilities”	that	can	be	exempt	from	requirements:

• FDA	approval	prior	to	marketing	
• Labeling	with	adequate	directions	for	use
• Compliance	with	current	good	manufacturing	practice	(CGMP)	

(exemption	for	503A	only)

FDA	Compounding	Policy

FDA	Rules	and	Guidance	- Final
• Compounding	under	section	503A
• Interim	policies	on	compounding	using	bulk	drug	substances	under	
sections	503A	and	503B	(two	separate	draft	guidances)	
• Guidance	for	entities	considering	whether	to	register	as	outsourcing	
facilities
• Outsourcing	facility	fees
• Registration	of	outsourcing	facilities
• Adverse	event	reporting	for	outsourcing	facilities
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Questions?

THANK	YOU

Brad	Kile

850.212.8127
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