Availability of Noscapine in the U.S.
On Feb 15th this year in Vail, Colorado, a scientific presentation to physicians generated great enthusiasm among patients about Noscapine.  For the first time, a study demonstrated Noscapine’s activity against prostate cancer.  It is very understandable that when a natural substance that has anti-prostate cancer properties is discovered in an animal model, many patients immediately become interested in trying noscapine.

In the last issue of PAACT, I wrote an article explaining the basics about noscapine and that again generated a lot of interest which translated into phone calls and e mails.  It is very understandable why patients became frustrated when they discovered that Noscapine is not readily available in the U.S or in Canada or Mexico.  This is in contrast to the information posted in our article that Noscapine as cough medicine component is over the counter in many countries around the world.

Starting to investigate the issue, it became frustrating because sometimes the information I obtained was not the same information given to the callers who contacted the same resources.  So it was hard for me to know whether different answers were given or whether the people who called had their own interpretation of the information. I came to the following findings that I would like to share with you in this article.  The intention is to help you cope with the situation and point out some solutions.
The Decision Makers and their Influence on Availability of Noscapine:

1.  The FDA:  
I contacted the FDA numerous times and got some verbal information and some e mail correspondence.   Verbally I was told that Noscapine is not allowed to be manufactured in this country for human consumption and that Noscapine was removed from the list of drugs when the last and only American company making Noscapine as an ingredient for cough medicine closed it doors and stopped producing the drug in the mid 1980s.

I pointed out to the FDA that on their web site it is clearly posted that Noscapine is an approved drug over the counter or by prescription in the U.S at this time.  Currently, Noscapine does still appear on the FDA site as over the counter ingredient.  If you click on the Search button on the home page of the FDA site, you find the following link:  OTC Ingredient List Updated August 2006 Ingredient Review Panel .  On this Ingredient List, Noscapine appears on page 60 and Noscapine HCL appears on page 61 of the FDA document as an over the counter component. 

Furthermore, under the link: Maximum Recommended Therapeutic Dose (MRTD) Database, Noscapine appears in the list related to the maximum recommended therapeutic dose of 2.5 mg per Kg per day.  Noscapine and the chemical structure are posted. 
The information from the FDA web site was the source for the statement in our previous article that Noscapine is an over the counter substance.  I want to add that Noscapine is also on the formulary of the World Health Organization.
Here is the information provided by e mail from the Division of Drug Information, Center for Drug Evaluation and Research of the Food and Drug Administration.  I was told in the e mail that the final rule for Noscapine as an antitussive on the over-the- counter monograph is cited in the Federal Register link (52FR30054).  Since Noscapine is considered an unapproved drug in the United States, it therefore does not have any approved indication.  

The other possibility for obtaining Noscapine is to request a single patient treatment IND (Investigational New Drug ) for compassionate use. http://www.fda.gov/cder/cancer/singleIND.htm   I myself was able to use this route to obtain noscapine under compassionate use for a few patients, some 12 years ago.  I am sure that any physician can do it for their patient today.  He will have to follow the FDA instructions and fill out their forms.  
As to questions about doing clinical studies, here is the e mail response that I received from the FDA:

“If you are making a therapeutic labeling claim, I believe Noscapine would fall under the definition of a drug. If your IRB wants an official notice from the FDA, you must submit your IND and then the review division has 30 days to respond. I recommend submitting this information, since the answers to many of your questions would be answered by the FDA Review Division itself, for which you would have to submit Form 1571 and a brief protocol as mentioned above.”  
The IND forms can be found at
http://www.fda.gov/cder/regulatory/applications/ind_page_1.htm#IND Forms
The email above was sent by Division of Drug Information, Center for Drug Evaluation and Research, Food and Drug Administration.  The FDA email did not answer my questions, but it ended with this disclaimer.   “This communication is consistent with 21CFR10.85(k) and constitutes and informal communication that represents our best judgment at this time but does not constitute an advisory opinion, does not necessarily represent the formal position of the FDA, and does not bind or otherwise obligate or commit the agency to the views expressed.” 
In addition, the FDA official recommended that the best way to get answers to my questions was to come to Washington, DC and try to meet with the proper officials, since I couldn’t get answers to my questions by phone or by email. 

2.  U.S. Pharmacies:
All the pharmacies that I called told me that they do not have a supply of materials to compound the medication.  There were a few patients who claimed that certain pharmacies had or could compound Noscapine, but when I inquired, the pharmacies denied this.

3.  Industry:

The large suppliers of chemicals for drug companies denied supplying materials to local pharmacies for compounding.  I was told by one company that they are studying the matter and for the time being, they will supply it only for animal research.  They confirmed that they do send Noscapine to companies abroad. 
4.  Biotech Companies:

There is one company in the US conducting studies using Brominated Noscapine under the auspices of the FDA and they have their own patent for this form of noscapine.  A multiple myeloma study will probably begin by the time this newsletter is published.  I asked when we can expect studies on prostate cancer and noscapine and the answer was that this will probably not be immediately, but some time in the future after more research is conducted.  The same company is also examining other derivatives of noscapine.
5.  Academia:  
Some prominent oncologists from prestigious universities stated that they would love to conduct studies, but they need funds and the price tag mentioned was in the millions of dollars.

So what can American patients do meanwhile?  Here is what is available:

1. Compassionate use as prescribed by the FDA - See the link mentioned above.

2. Wait for studies sponsored by American drug companies.

3. Import their own Noscapine from outside of the United States, and use under guidance by their physicians. 
The question would then be:  What is the FDA’s policy on patients getting the drug from abroad?
Here is a quote from the FDA web site:  http://www.fda.gov/ora/compliance_ref/rpm/chapter9/ch9-2.html
“FDA personnel may use their discretion to allow entry of shipments of violative FDA regulated products when the quantity and purpose are clearly for personal use, and the product does not present an unreasonable risk to the user. Even though all products that appear to be in violation of statutes administered by FDA are subject to refusal, FDA personnel may use their discretion to examine the background, risk, and purpose of the product before making a final decision. Although FDA may use discretion to allow admission of certain violative items, this should not be interpreted as a license to individuals to bring in such shipments.”
I am aware of patients who ordered Noscapine from abroad.  It appears to be quite expensive, and the hunt is still going on to find less expensive sources.  The problem is that the source has to be reliable.  We posted information on our web site www.noscapine.org for patients outside of the U.S to share information about the sources of Noscapine in their own countries.  If anyone decides to order  Noscapine on their own,  you should always use a prescription from your doctor.  This probably will convince any custom authorities that you are not importing the drugs for commercial use. This will also protect your health by having your own doctor involved.  
To stay in touch with us and to learn about issues of Noscapine and learn about ongoing developments, please check the www.noscapine.org web site.  Www.noscapine.org  is the central clearing house for all Noscapine information shared among patients.  The site is maintained by the Prostate Cancer Research and Education Foundation (PC-REF), 619/461-8181. We do not sell noscapine nor do we have any financial interest or benefit from the sale of noscapine from any source.  The site also provides articles and literature that you can browse for educational purposes.  
Among other links on the home page at www.noscapine.org, it contains an e mail list for people who have questions about Noscapine.  The e mail list, Noscapine@pcref.org, is all about sharing information about Noscapine. Potential users and patients who are taking it are posting their e mails and their experiences.  It encompasses people around the world.

When you get on the Noscapine web site, you also get access to the Medical Smart Chart, because we hope that people from all over the world will post their medical data in general and noscapine in particular.  Those that take Noscapine will help us learn whether it really works and, perhaps more important, whether there is any harm in taking it.  
One important issue to bear in mind is that Noscapine for cough medicine is given at the maximum allowed dose of up to 200 mg a day.  Please don’t even consider buying cough syrups in large quantities, as one patient’s email to me suggested. The human studies with Noscapine for cancer used much larger doses, up to 2.5 grams in oral tablet form.  It is absolutely crucial that any decision to use these high doses has to involve a doctor to monitor and to ensure safety to the patient.  The one study on humans at Johns Hopkins used 1 gram to 6 grams and the conclusion was that up to 3 grams was safe for the patients in the study.
It is obvious that there is excitement among patients and researchers about Noscapine and that companies are looking at the economical potential. We need to move cautiously and do the appropriate studies.  Some patients feel that they can buy the substance and prepare their own capsules; they should be warned that they may cause harm to themselves.  Let’s not ruin the opportunity to bring to clinical use an oral drug which has an anti-tublin effect (a chemotherapy like activity) and which appears to be safe.  We need patience, and we need to use precautions to make the Noscapine Project successful.

Join our effort and fill out a Medical Smart Chart. Anyone can do that; it is free.  Participate in the e mail discussion about Noscapine.  Share your experiences. And most important - Help us to find funds to support clinical research and collect clinical data from those using it.  If we can raise $500,000, the Noscapine Project will be a reality.  
Dr. Israel Barken is the Chairman and Medical Director of PC-REF, 5480 Baltimore Drive, Suite 202, La Mesa, Ca. 91942.  619/461-8181.  www.pcref.org, info@pcref.org.  He offers individual coaching services.  He is also the host of a free weekly telephone call in show for patient questions, called “Ask Dr. Barken”, on Tuesdays at 6 pm PT, 9 pm ET.  Toll free at 1-877-727-3301 (press 9 to record a question for the next show.) 

