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Intro: 

Routine smallpox vaccinations were halted in the United States thirty years ago. And in 1980, the World Health Organization declared smallpox eradicated world wide. 


But, in anticipation of a possible bioterrorism attack, the White House is expected to announce a plan in a few weeks, first to vaccinate half a million health workers, then to vaccinate 7-10 million other health workers and emergency personnel. 


The Federal Government is increasing its stockpile of smallpox vaccine with the goal of having enough to vaccinate every man, woman and child in the nation. 


Recent clinical studies have shown that the old stockpiles of vaccine, called Dryvax, are still effective in adults, even if diluted to one fifth the strength of the original, which will help stretch the current supply while more is being manufactured. 

Now, the National Institutes of Health and the UCLA Center for Vaccine Research are sponsoring a proposed study of the effectiveness of diluted Dryvax on toddlers and preschoolers. 

But, in a world that is currently free of smallpox, the proposed study has medical, ethical and legal experts asking if the unquantifiable threat of a bioterrorist attack is worth exposing very young children to the known risks of the vaccine. Kellia Ramares investigated some of the questions and issues raised by the plan. 
_______________________________________________________ 

The proposed study is called: A Multicenter, Randomized Dose Reponse of Dryvax Administered to Children 2 to 5 years of Age. It would be conducted by Cincinnati Children’s Hospital and the Harbor-UCLA Medical Center in Torrence, CA. The plan calls for giving 40 healthy children the live virus vaccine either undiluted or at 1/5 the strength of the normal dose. 

Investigators will also see if a new type of wound dressing is successful in keeping children from passing the virus to other parts of their bodies or to other people. 

Dr. Robert Nelson is an associate professor of anesthesia and pediatrics at the University of Pennsylvania. He works in critical care medicine at Children’s Hospital of Philadelphia. A senior fellow at the University of Pennsylvania’s Center for Bioethics, Nelson outlined the ethical questions a study using children must consider: 

Cut: (:26) The starting point is that a child should only be used in research if in fact you cannot answer the question any other way. In addition to that, you should only use a young child if in fact you can’t answer the question using older children, who may have a better capacity for understanding what’s going on within the research and give their assent to participate in addition to the parent giving their permission for the child to participate. 

The study protocol was reviewed by a federal panel of experts. Dr. Nelson, who has read the protocol and the expert opinions, questions whether the study’s objectives require the use of children: 

Cut: “There were ten experts, six of whom were in scientific areas. Of the six consultants, three of them actually stated that they anticipated that the immunological response of children between the ages of two and five years would be the same as what had been seen in adults. So it raises the very serious question of whether or not you even need to do the study in children of this age. 

Dr.  Nelson also says the study's design may expose children to more risk than is necessary.

Cut: The other question that seemed to be driving the research more specifically is what would be the risks to the specific child of what’s called autoinoculation, which is, you know, rubbing the vaccine wound and then rubbing it in their eyes. Or what would be the risk of transmission to other siblings or people who would come in contact, if in fact the bandage that’s going to be placed over the vaccine site was no longer intact. Now, you could potentially answer the question of whether a three year old child would be able to keep this bandage on without actually using live vaccine. But that question wasn’t even addressed in the design of the protocol.” 

Even if children are necessary to the study, is the timing right? 
Dr. Paul Offit is Chief of Infectious Diseases at the Children’s Hospital of Philadelphia and a member of the advisory committee for immunization practices to the Centers for Disease Control. He thinks the study is premature: 

Cut: (:34) “The benefits of the vaccine are solely theoretical. There is no smallpox disease. The reason to get the vaccine then, is solely the fear that smallpox may come into this country. But it may never come into this country, in which case the risks of the vaccine may outweigh its benefits. The question is: when do you pull the trigger to do those trials in children? My personal belief is that we have some time. One could make the argument: why don’t we wait until there’s one documented case of smallpox somewhere on the face of this earth, before we move forward with that kind of trial in children? That’s, I think, a reasonable suggestion.” 

According to Offit, 15 out of a million people receiving the vaccine will suffer some permanent injury, including brain damage, and one in a million will die. 

These risks have led to suggestions for modifying the protocol, by eliminating the administration of the undiluted vaccine, as its effectiveness is already known from the days when DRYVAX was routinely administered to children. 

Possible  financial risks to the children in the study also raise ethical questions. The current draft of the ten-page parental consent form contains a sentence stating that QUOTE“Financial compensation for any injury from this research is not available.” Dr. Nelson strongly feels that sound ethics requires that compensation be given for any injuries caused by the research. 

And although the consent form states that QUOTE “there will be no costs to you or your child for participation in the study,” the research requires the child not attend any type of daycare or school for 30 days after vaccination, or longer if the sore has not healed. 

The consent form further states that QUOTE “if your child is injured because of this research, emergency medical care will be available. The care will not necessarily be free of charge.”  The word not is underlined. 

A public comment period is open until 4:30 p.m. Eastern Time on December 2nd. Comments may be submitted electronically to www.fda.gov/dockets/ecomments. You can also review comments already filed. The protocol, consent form and expert opinions are available at the FDA website www.fda.gov. 

For Free Speech Radio News, I’m Kellia Ramares. 
