
 

Program Current Status Planned 

M e t a s t a t i c 
Melanoma 
(PV-10) 

Held end-of-Phase 2 meeting and discus-
sion about the design of a pivotal Phase 3 
randomized control study of PV-10 with 
the FDA 
 
Received guidance from FDA on pathway 
to approval for Phase 3 Trial of PV-10 for 
Metastatic Melanoma and an additional end 
of Phase 2 meeting is not required 
 
End-of-Phase 2 meeting was held with 
the Australian Therapeutic Goods Ad-
ministration (TGA) to discuss path to 
approval  

Continue to discuss with FDA and Therapeutic 
Goods Administration (TGA) to discuss next steps, 
including accelerated approval.  
 
Seeking consensus and SPA on design of planned 
pivotal Phase 3 randomized controlled trial (RCT) of 
PV-10 to support approval of PV-10 for its mela-
noma indication.  
 
Phase 2B trial planned for immunology effect vali-
dation. 
 
Compassionate Use program has enrolled over 60 
patients, including over 50 new patients. 

Atopic Derma-
titis (PH-10) 

Phase 2 completed  Will seek licensing partner or partner with a phar-
maceutical dermatology concern to co-develop 
drug. 

Psoriasis (PH-
10) 

Phase 2 completed 
 
Phase 2c completed   

Will seek licensing partner or partner with a phar-
maceutical dermatology concern to co-develop 
drug.  

Breast Cancer 
(PV-10) 
 

Phase 1 safety and efficacy trial on 15 
patients with recurrent breast cancer 
completed. 

In position to commence Phase 2 clinical trial. 

Liver Cancer 
(PV-10) 

Phase 1 completed 
Received Orphan drug designation by 
FDA for Rose Bengal 

Assess results and determine further action. 

Reported encouraging data at the 4th Interdisciplinary Melanoma & Skin Cancer Centres Meeting (Key 52-
week data from the 80 subjects) on November 4, 2010: 
 
• A Complete Response (CR) of PV-10 injected lesions was achieved in 24% of subjects, Partial Re-

sponse (PR, requiring at least a 30% reduction in tumor volume) in 25% of subjects and Stable Dis-
ease (SD, requiring less than 20% increase in tumor volume) in 18% of subjects, with 23% of sub-
jects experiencing disease progression (PD, 20% or greater increase in tumor volume);  

 
• Response was considerably higher in the 55 subjects with cutaneous or nodal disease only (55% OR 

and locoregional disease control in 78% of subjects) than in the 25 subjects with visceral metastases 
(35% OR with a 56% rate of disease control); 

• An OR was achieved in untreated bystander lesions in 37% of subjects having an evaluable by-
stander lesion at baseline, with 55% of subjects achieving locoregional disease control in their by-
stander lesions; 

• Bystander response was closely correlated with successful ablation of injected lesions, with 67% of 
subjects achieving an OR of their bystander lesions if they achieved an OR in their injected lesions 
vs. 5% in subjects who did not achieve an OR in their injected lesions; 

• Mean Progression Free Survival was 8.2 months for all subjects, while the OR cohort had a signifi-
cantly longer PFS estimated to be 11.7 months vs. 4.1 months for SD or PD subjects; subjects with 
cutaneous or nodal disease achieved a mean PFS of 8.8 months vs. 6.2 months for subjects with 
visceral metastases: 

Phase 2 Data Highlights (PV-10 for Metastatic Melanoma) 

“Opening a New Front in the War 
Against Cancer” 
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Provectus Pharmaceuticals specializes in developing oncology and dermatology therapies. Its novel 
oncology drug PV-10 is designed to selectively target and destroy cancer cells without harming sur-
rounding healthy tissue, significantly reducing potential for systemic side effects. Its oncology focus 
is on melanoma, breast cancer and metastatic cancers of the liver. The Company has received or-
phan drug designations from the FDA for its melanoma and hepatocellular carcinoma indications. Its 
dermatological drug PH-10 also targets abnormal or diseased cells, with the current focus on psoria-
sis and atopic dermatitis. Provectus has recently completed Phase 2 trials of PV-10 as a therapy for 
metastatic melanoma, and of PH-10 as a topical treatment for atopic dermatitis and psoriasis. Infor-
mation about these and the Company's other clinical trials can be found at the NIH registry, 
www.clinicaltrials.gov. For additional information about Provectus please visit the Company's web-
site at www.pvct.com or contact Porter, LeVay & Rose, Inc.  

Provectus Pharmaceuticals Clinical Development Plan 

Business Summary 



“Opening a New Front in the War 
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MARKET INFORMATION 

Statements made in this document that are not historical facts, including Provectus’ ability to increase revenues, control expenses, maintain levels of profitability, establish and increase creativity and unique-
ness and continually enhance its existing products and to develop and release new products, are forward-looking statements. These forward looking statements are not guarantees of future perform-
ance and are subject to risks, uncertainties and assumptions about Provectus and the matters covered in this release. You should not place undue reliance on these statements. Actual events or results 
may differ materially. The forward-looking statements are made as of this date and Provectus does not undertake any obligation to update any forward-looking statements, whether as a result of new infor-
mation, future events or otherwise, except as may otherwise be required by applicable law. There is no assurance the Company will increase or even maintain its current level of revenues and profit-
ability. A more complete discussion of risks and uncertainties which may affect the accuracy of these statements and the Company's business generally is included in the Company's most recent Annual 
Report on Form 20-F as filed by the Company with the Securities and Exchange Commission.  

Provectus Pharmaceuticals: Financials

Shares 
Outstanding as 
of September 

30, 2011

Cash and U.S. 
Treasuries as of 
September 30, 

2011

Cash Burn Rate
Cash on hand supports planned operations through 

2013

$10.8 million 

~ 109 million common shares outstanding 
~  4 million preferred



Provectus Reports Encouraging Clinical Data at 4th Interdisciplinary Melanona & Skin Cancer 
Centres Meeting (Sydney 2010) 

“Opening a New Front in the War 
Against Cancer” 

Preliminary PHASE 2 OVERVIEW (Sydney 2010) 

 

Protocol PV-10-MM-02 
 
• Study Design 

• Open label, single-arm trial 
• 80 subjects with AJCC Stage III/IV melanoma 
• Treatment of 1-10 Target Lesions and up to 10 Non-

Target Lesions 
− Target Lesions must be > 0.2 cm diameter 
− Biopsy confirmation of at least one Target Lesion 
− Intralesional dosing at 50% of calculated lesion 

volume 
• Observe up to 1-2 untreated Bystander Lesions 

− Typically small or difficult to access 
− Biopsy confirmation of each Bystander Lesion 

• Retreatment (new or partially-responsive lesions) 
allowed at weeks 8,12, or 16 

• Observe for 52 weeks 
 
• Outcome Assessment 

• Modified RECIST assessed on Target, Non-Target and By-
stander Lesions 

• Progression Free Survival 
• Duration of Response (for CR + PR subjects) 
• Overall Survival 

 
• Preliminary Safety and Efficacy Data 
 

• Monitoring of all case report forms complete 
• Final data validation underway 
• Preliminary data available for full study cohort (N = 80 sub-

jects) 
• Subjects withdrawing prior to Week 8 assigned PD outcome 

 
  
 

CLINICAL TESTING 



 

 
 
 

CONCLUSION 

“Opening a New Front in the War 
Against Cancer” 

Phase 2 - Preliminary Efficacy 

Phase 2 - Bystander Correlation with Treatment Outcome 


