Smallpox/Toddlers

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

But, citing the risk of a bioterrorism attack, the U.S. Government is increasing its stockpile of smallpox vaccine with the goal of having enough to vaccinate every man, woman and child in the nation. In a few weeks, the White House is expected to announce a plan first to vaccinate half a million health workers, then to vaccinate 7-10 million other health workers and emergency personnel. 

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. The National Institute of Allergy and Infectious Diseases, a component of the National Institutes of Health, has requested a vaccine trial on toddlers and pre-schoolers.

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 proposed study.

_______________________________________________________

The proposed study is called: A Multicenter, Randomized Dose Reponse of Dryvax Administered to Children 2 to 5 years of Age.  It is sponsored by the National Institutes of Health and the UCLA Center for Vaccine Research, and would be conducted by Cincinnati Children’s Hospital and the Harbor-UCLA Medical Center in Torrence, CA. The plan is to give 40 healthy children either an undiluted vaccine or a vaccine 1/5 the strength of the normal dose. DRYVAX uses a live virus called vaccinia to stimulate the immune response. The main purpose of the experiment is to see if a diluted does of DRYVAX will be as effective in conferring immunity to young children as the undiluted dose. The study would also look at the effectiveness of administering the vaccine with 5 punctures of a double tipped needle, instead of the older method of 15 punctures. The effectiveness of a new type of dressing in keeping children from passing the virus to other parts of their body or to other people. 

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 that now is not the time to be doing vaccine trials on children:

The proposal was recently reviewed by a federal panel of experts. Their tasks was to determine whether the study protocol met Federal regulations for Pediatric research. 

There is currently no smallpox in the wild. The risk of a bioterrorist attack with smallpox not measurable, though experts think it is low, so low in fact, that the children in the study do not stand to personally benefit from being immunized against the disease. The vaccine has known serious side effects. Does one give healthy children a vaccine with known risks on the off chance that someone introduces the disease into the population? 

and regulations governing research on children has required the Food and Drug Administration to take the rare step of opening the proposal to public comment. 

Robert Nelson, MD, Ph.D. is an associate professor of anesthesia and pediatrics at the University of Pennsylvania, a senior fellow at the University of Pennsylvania’s Center for Bioethics. He works in critical care medicine at Children’s Hospital of Philadelphia. He’s also chair of the hospital’s IRB or Institutional Review Board. An IRB is the body that decides if a hospital is going to conduct a research study. Dr. 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 GIVING THEIR ASSENT TO PARTICIPATE IN ADDITION TO THE PARENT GIVING THEIR PERMISSION FOR THE CHILD TO PARTICIPATE.

Smallpox vaccinations carry serious side effects and are not recommended for pregnant or immune-compromised people unless they have actually been exposed to the disease. Administration of the vaccine after exposure can mitigate the symptoms and possibly save the patient’s life.

