
Key Considerations
•Cipher posted net revenue of $3.3 
million for 1Q 2013, up 82 percent from 
a year-ago. Net income totaled $1.5 
million, or $.06 per share, compared to 
net income of  $0.1 million, or ($.01) per 
share in 1Q 2012.
•U.S. marketing partner Ranbaxy 
Pharmaceuticals, Inc. initiated the 
launch of Cipher’s U.S. FDA-approved 
treatment for severe nodular acne in mid-
Q4 2012.  Since then, it has achieved a 
9.4 percent share of the market. 
•Cipher ’ s  improved vers ion  o f 
isotretinoin is a highly differentiated 
form of isotretinoin derived from 
Roche’s Accutane.  It offers consistent 
active ingredient absorption rates and 
can be taken with or without meals, a 
significant advantage over Accutane 
generics. 
•Ranbaxy is marketing the acne drug, 
Cipher’s third U.S. FDA-approved 
product, in the U.S. under the brand 
Absorica™. Ranbaxy is a leading 
marketer of dermatology products with 
a 50+ person U.S. sales force. 
•Cipher's net revenue from Absorica™ 
was $2 million in 1Q 2013, putting 
it on track to exceed $6 million in 
2013 and grow to $15 million or more 
annually by 2017, based on double-digit 
royalties from product sales in a roughly 
$500 million U.S. market for generic 
isotretinions.
•Cipher's two other FDA-approved 
pharmaceutical products are currently 
producing royalty and/or milestone 
payments of more than $6 million gross 
margin annually. Cipher has virtually 
no ongoing costs associated with this 
revenue. 
•Cipher has experienced management 
and strong finances with $16.5 million 
in cash/equivalents on hand at March 
31, 2013 (up from $15.8 million at 
December 31, 2012, and $9.6 million at 
December 31, 2011) and a relatively low 
cost business model.

overview
Cipher is a specialty pharmaceutical 

c o m p a n y  f o c u s e d  o n  d e v e l o p i n g 
differentiated versions of proven drugs 
through the use of innovative drug delivery 
platforms. The company, which is based 
outside Toronto in Mississauga, Ontario, was 
formed in 2000 and went public in 2004. It 
has successfully developed and out-licensed 
three FDA-approved pharmaceutical products 
to date. 

With the launch of its third product 
underway in the U.S. and its two other U.S. 
approved drugs coming into their own as 
competitively positioned products, Cipher 
has turned its attention to building a specialty 
pharma sales and marketing organization in 
Canada. Cipher’s newly Canadian-approved 
acne drug isotretinoin will be its lead product, 
marketed under the name Epuris™. A second 
product has been in-licensed, scheduled for 
filing with Canadian authorities in 2H 2013..

CiP-isotretinoin For aCne
Cipher received FDA approval in May 2012 

of its NDA for CIP-Isotretinoin, a treatment for 
severe nodular acne, the most severe form of 
acne. It is a disfiguring condition resulting in a 
large number of cysts and lesions on the face 
and neck which leave behind deep permanent 
scars. Primarily affecting teenagers, cystic 
acne also has serious psychological impacts 
in the form of low self-esteem, anxiety and 
depression.

The package insert for Cipher’s isotretinoin, 
branded Absorica™ for the U.S. market, 
distinguishes it significantly from the currently 
marketed generics of the original Accutane. 

The package insert states that Absorica™: 
(1) is bioequivalent with Accutane when 
both are taken with a high fat meal; (2) has 
83% greater absorption than Accutane under 

fasted conditions; (3) is not interchangeable 
with generic products of Accutane; and (4) 
can be dosed without regard to meals.

Absorica™ is being sold in the U.S. by 
Ranbaxy Pharmaceuticals, Inc. Ranbaxy, 
which is owned by Daiichi Sankyo of 
Japan, is a major marketer of dermatology 
pharmaceuticals in the U.S. with more than 
50 sales representatives. The company, which 
previously marketed Sotret, its own generic 
isotretinoin, is now focused on Cipher’s 
product. Ranbaxy has committed to give the 
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Recent Events: Cipher posts fifth consecutive profitable quarter on 82 percent jump in revenue; Ranbaxy continues successful 
U.S. launch of Cipher’s CIP-Isotretinoin for severe nodular acne; authorities approve same drug for Canadian market ahead of 
projected schedule; Cipher’s pain management and cholesterol-lowering drugs continue to show good progress; plans on schedule 
to launch in-house specialty pharma Canadian sales and marketing organization with CIP-Isotretinion as the lead product.
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About Isotretinoin
Isotretinoin was originally introduced 

in the early 1980s by Hoffman La Roche 
under the brand name Accutane. It has been 
shown to be highly effective in treatment 
of cystic acne. More than 80 percent of 
patients achieve full remission after the 
typical five month course of treatment, 
assuming specified blood levels of the drug 
are achieved. 

In 2000, Accutane sales reached $1.2 
billion of which $750 million was in the 
U.S. However, a number of serious safety 
issues including birth defects when taken 
by women during pregnancy and other side 
effects have limited its usage. In response, 
a mandatory iPLEDGE prescription 
monitoring and patient education system 
was developed by the FDA to prevent use of 
the drug by pregnant women. 

Despite these concerns, isoretinoin 
continues to be in high demand with total 
U.S. sales approaching $500 million. Two 
generic products --Teva’s Claravis, Mylan’s 
Amnesteem – are on the market, although 
neither is actively promoted. 

Cipher’s product utilizes a patented 
delivery system which ensures greater 
absorption and consistency of dosing 
regardless of food intake. 

The ability to be effective when taken 
either with or without meals is a significant 
advantage under all circumstances and 
particularly when treating teenagers who 
typically exhibit erratic eating habits and 
high noncompliance with patient protocols. 
Competing products, on the other hand, 
have 70 percent variability in absorption 
depending on fed or fast conditions.



product a priority position in its sales calls for 
a period of up to 36 months.

This currently is the only proprietary acne 
drug actively promoted in the U.S.

In announcing Absorica’s U.S. launch, 
Ranbaxy’s Senior Vice President and Regional 
Director, Americas Venkat Krishnan, said 
“Absorica will be the flagship brand of the 
Ranbaxy dermatology product portfolio in the 
U.S.”

Under terms of the agreement, Ranbaxy 
will pay Cipher a mid-teens royalty on net 
sales plus a $10 million sales milestone based 
on cumulative sales. Based on a potential 
peak sales target of $175 million annually, 
royalty and milestone revenue could exceed 
$15 million by 2017. An analyst covering 
Ranbaxy, estimates the product could achieve 
a 20-25 percent share at peak sales.  After 
approximately six months of detailing, market 
share is approaching 10 percent.

In addition Cipher is actively pursuing 
additional isotretinoin licensing partnerships in 
other jurisdictions.

LiPoFen® For HigH CHoLesteroL
Cipher’s Lipofen® is a treatment for high 

cholesterol which uses a novel delivery system 
with fenofibrate, a drug shown to reduce low-
density lipoprotein (LDL), or “bad cholesterol”, 
while increasing high density lipopretein (LDL), 
or “good cholesterol”. Cipher’s formulation 
offers several advantages over competing 
products, including high bioavailability. 

Lipofen® was approved by the FDA in 
2006. It is marketed in the U.S. by Kowa 
Pharmaceuticals America, Inc., a subsidiary of 
Kowa Company Ltd. 

Royalty revenue on Lipofen® has more 
than tripled since 2009 after Kowa increased 
its number of sales reps to 250. The Cipher 
product now has a number two priority 
position on sales calls. Cipher is now receiving 
net royalty and other payments in excess of $3 
million annually based on approximately $33 
million in Lipofen® net sales. 

With a total fenofibrate market estimated 
at $2 billion, management believes that 
Lipofen® enjoys considerable opportunities for 
continued sales growth.

Lipofen® is patent protected until 2015.
ConZiP™/dureLa™ For Pain

Cipher ’ s  recen t ly -approved  C IP -
Tramadol-ER for moderate to moderately-
severe pain utilizes a patented control 
release delivery system with tramadol, an 
opioid analgesic widely prescribed for pain 
management. 

U.S. sales of tramadol total approximately 
$325 million. Extended release formulations, 
while representing less than 5 percent of total 
prescriptions, constitute almost half the total 
dollar value of all tramadol sales. 

Cipher’s formulation offers a number 
of very important advantages compared 
to the two competing extended release 
tramadol products now on the market: 
Johnson&Johnson/Valeant’s Ultram-ER and 
Purdue Pharma’s Ryzolt. During Q4 2012, 

Ryzolt was removed from the U.S. market.
Cipher’s product is fast acting due to rapid 

absorption, reaching peak therapeutic plasma 
levels within 60 minutes, while also providing 
consistent dosing over a 24-hour period. 
Importantly, unlike either of its two main 
competitors, it can be taken either with or 
without food. 

Cipher believes it developed a ‘best in 
class’ extended release tramadol, and, as of 
now, it is the only actively promoted tramadol 
product in physicians’ offices. 

Cipher won FDA approval for its version of 
tramadol in May 2010 and received a patent in 
December of that year. It was launched in the 
U.S. in 3Q 2011 by Vertical Pharmaceuticals 
under the brand name ConZip®. 

Vertical is a privately-owned specialty 
pharmaceutical company with an emphasis 
on pain management, primary care, internal 
medicine and women’s health. 

Cipher received Canadian regulatory 
approval in September 2011 and licensed 
the product to Medical Futures, Inc. which 
launched it in Q1 2012 under the Durela® 
brand name. 

Net revenue to Cipher from ConZip®/
Durela® has the potential to grow to 
approximately $2 million or more annually by 
2014. 

In addition Cipher is actively pursuing 
additional tramadol licensing partnerships 
in other jurisdictions.The first such deal was 
announced in April 2013.  Cipher licensed 
Latin American distribution rights for CIP-
Tramadol-ER to Uruguay-based Tecnofarma 
International Ltd which operates in 18 LatAm 
countries. The initial launches are planned for 
Brazil and Mexico.

CiPHer direCt saLes
Cipher is currently developing a Canadian 

specialty pharma sales and marketing 

organization, initially specializing in 
differentiated dermatology products.  A new 
vp of sales and marketing has joined Cipher 
to spearhead the unit and to manage the 6-8 
sales professionals currently being recruited to 
cover the main  prescribing dermatologists in 
Canada’s key provincial markets. 

The lead product, which is expected to 
launch 3Q 2013, will be Cipher’s acne drug 
isotretinion, approved in Canada November 
2012 for marketing under the brand Epuris™.  
Acne affects more than five million Canadians, 
principally between the ages of 12 and 24, 
leading analysts to predict peak potential sales 
of Epuris™ in Canada of $10+ million.

To strengthen its direct sales portfolio of 
Canadian-marketed products in anticipation 
of the Epruis™ approval, Cipher in August 
2012 licensed the proprietary Betesil™ Patch, 
a patented self-adhesive medicated plaster for 
inflammatory skin conditions such as plaque 
psoriasis. The patch is being sold in several 
European countries and Cipher plans to 
submit a New Drug Submission in Canada in 
the 2H 2013.

Betamethasone, a medium-potency 
corticosteroid, is the active ingredient in the 
Betesil™ Patch. Betamethasone is widely 
prescribed as a cream or ointment, both 
suboptimal formulations, which are messy at 
a minimum and often require re-application 
after rubbing against clothes or washing 
removes or dissolves the cream or ointment. 

The advantage of the patch is that it’s 
applied once-daily, it can’t be rubbed or 
washed off, it stays in place, protects active 
regions like knees or elbows, there’s no 
mess and it facilitates uniform delivery of 
the active. Three Phase 3 clinical trials have 
established non-inferiority of the Betesil™ 
Patch to 0.1 percent betamethasone cream in 
273 patients with moderate chronic plaque 
psoriasis.
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summary Points
• Cipher’s third FDA approved drug, Absoric™ for treatment of severe 

cystic acne, has the potential to generate royalty payments of $15 million or 
more per year.  In the first six months of detailing by U.S. marketing partner 
Ranbaxy, Absoric captured 9.4 percent of its target market.
• The company’s two earlier FDA-approved products for treatment of high 

cholesterol and pain management are now generating royalty and milestone 
revenue in excess of $6 million annually from sales in the U.S. and Canada. 
• There are few if any incremental costs associated with Cipher’s ongoing 

royalty/milestone revenue streams. 
• Cipher is finalizing plans to launch its new acne drug in Canada under the 

Epuris™ brand as the flagship product of its own direct sales specialty pharma 
marketing organization. A second dermatology product, the Betesil™ Patch, 
is planned to be submitted for Canadian approval in the second half of 2013.
• A strong balance sheet and experienced management team positions 

Cipher for solid growth in the Canadian specialty pharma market, while 
continuing to benefit from growing royalty streams/milestones from three 
pharmaceutical products marketed by others in the U.S. and Canada. 
• In May 2013, Byron Capital reiteriated a “Buy” rating and price target of 

$6.25, up from and $5.25 in March 2013. 
• In May 2013 Zacks Small Cap Research reiterated its ‘Buy’ rating with a 

price target of $6.50, up from $4.00 in March 2013.


