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Maryland Court Imposes Judicial Review on Non-Therapeutic Research on Children - Grimes v. Kennedy Krieger Institute, Inc., No. 128 September Term, 2000 (Md. 08/16/2001)
(Summary Brief)

This is a landmark case in human experimentation law.  It involves a non-therapeutic experiment on children, done with their parents consent.  The core legal case is one of failure of informed consent on the part of the parent as substituted decisionmaker, which was allegedly supported by evidence that the consent form did not specify the material risks posed to the children.  The study concerned a serious urban health problem, environmental lead ingestion by children.  The study design, as described in the opinion, involved trying different strategies to remove lead paint contamination from a group of rental housing units.  These strategies used less expensive techniques than the accepted method of doing lead removal, both because, if effective, this would allow more houses to be treated on a limited budget, and because there was some question about the effectiveness of the accepted strategy.  Once the lead had been removed, the housing was rented to families, with a preference for children, thus assuring that there would be children in the housing, and the families were asked to consent to having their children tested for lead exposure.  The objective of the testing was to measure whether and to what extent the children's blood lead levels increased during their stay in the housing.

Since this is an appeal from a summary judgment, the record is limited and focuses only on the plaintiff's statement of the facts.  The plaintiff's claims, with some evidence, that the families were not aware of the significance of the lead exposure risk and that the houses had not received the "standard of care" for lead exposure.  The plaintiff went on to claim that the children were used as human lead meters, like canaries in mines, because they were black, analogizing this to the Tuskegee syphilis experiments.  The issue on appeal was simple - was there a sufficient legal relationship between the children and the experimenters to find a legal duty to provide their parents with adequate information to allow an informed consent to the risks.

The court first found that there was a "special" relationship between the children and the experimenters that triggered a legal duty to warn.  This is unexceptional and it is surprising that the trial court ever granted the summary judgment.  Then, in a lengthy opinion, the court went beyond the issue on appeal in the case and questioned the right of parents to consent to any non-therapeutic research on health children.  After a voluminous discussion of consent to non-therapeutic research on children, including references to the Nazi medical experiments in the death camps and every other research atrocity that has been mentioned in the press, the concluded:

"When it comes to children involved in nontherapeutic research, with the potential for health risks to the subject children in Maryland, we will not defer to science to be the sole determinant of the ethicality or legality of such experiments. The reason, in our view, is apparent from the research protocols at issue in the case at bar. Moreover, in nontherapeutic research using children, we hold that the consent of a parent alone cannot make appropriate that which is innately inappropriate."

The holding of this case is clear - at least for healthy children, parental consent is not sufficient for non-therapeutic research that poses health risks to the children.  It is not clear whether the court would have a different standard for sick children, but based on the reasoning presented in this case it would not seem so.  This is an opinion that goes far beyond the legal issues presented on appeal in the case, one that could have been resolved as a simple failure of informed consent without reaching the issue of parental right to consent to non-therapeutic research.  Whether this is a better resolution depends on one's perception of both the ethics of non-therapeutic research and the effectiveness of IRBs in assuring that human subjects receive the protections expected by the state tort law, as opposed to the more technical and limited requirements of the federal regulations on research.

Non-therapeutic research has always been the hard problem in human experimentation.  It conjures up horrible experiments in Nazi death camps, the Tuskegee syphilis experiment, and the full litany of human experimentation nightmares.  Yet even the definition of non-therapeutic research is very ambiguous.  Most cancer drug trials are non-therapeutic in that there is no evidence that the drugs are effective against the cancer and many prove not to be.  This is clearly non-therapeutic research, but it is also clearly not what this court is concerned with, and it would not be surprising to see an opinion defending the right of the parents of terminally ill children to try anything that might have any benefit, as long as they were not lied to.  At the same time, this court would probably not permit children who were terminally ill with cancer to be subjects in a phase I HIV trial which included the chance of getting HIV. 

If it is the risk without any possible benefit that is at issue, then even the Gelsinger case might fail the analysis: there was some small chance that he would benefit from the experiment.  It was not likely, but it was probably not much different from the chances taken by some cancer patients.  While the court stressed no benefit, it would be interesting to find if they really want a risk-benefit calculation, but never reached that question because the facts of this case, as presented by plaintiff, were so outrageous.  It is precisely those facts that support the appropriateness of a tort remedy rather than a ban on such research.  The court assumes that the parental consent process must be abandoned because it did not prevent such an experiment from being done.  Yet would any parent have signed forms that said, "Your child is being used as a human lead meter so we can see how little needs to be done to clean up lead paint?"

The real issue in this case is why an IRB approved this study.  It may be that the plaintiff's recitation of the facts is just wrong and the IRB was justified in not finding any significant increased risk to the children.  This is very possible because it appears that children were going to be living in these apartments irrespective of whether they were study participants.  If the IRB did fail in its duty, it might be more appropriate to hold the IRB members liable for their negligence, rather than adding the requirement of judicial review to all non-therapeutic research on children (and probably all incompetents).  Such judicial review will be very problematic because of the problem of overinclusiveness and the difficulty of assuring that the court does a better job than a properly motivated IRB.  The review will be overinclusive because any attorney advising an IRB in Maryland will have to say that every piece of non-therapeutic research on children is now suspect, plus any research where the benefit may be only marginal, i.e., every case of an alternative drug trial where the child is already adequately controlled with medication.  Rather than risk the public relations and liability nightmare of being linked to Nazi research, all but the most benign research on children in Maryland should be submitted to the courts.

The second problem is judicial decisionmaking.  Are judges really the right decisionmakers for these issues?  Whether a given study poses unjustified risks to children is a factual issue, which is usually the province of the jury.  While juries are not any better at sorting out scientific information than judges, they are the vehicle our society has chosen to make these determinations.  When this case progresses to trial, it is the jury that will decide if the IRB failed in its duty.  It remains to be seen if prospective judicial review will cure this problem or whether it will just end non-therapeutic research in Maryland.  It is clear that IRBs can not longer evaluate research on children in Maryland without also getting a legal opinion on whether the research should be reviewed by a judge and, if so, then an attorney will need to present the case to the court and manage the hearing.

This opinion has far reaching consequences in that it creates a new standard for reviewing research that raises federalism concerns, and in that it puts a significant limit on the rights of parents to consent to medical research.  To some extent this case was driven by the bad facts as presented by the plaintiff - as an appeal arising from a motion for summary judgment, the defendant is in the unfortunate position of not being able to rebut the plaintiff's charges and thus appears monstrous.  It is possible that facts in this case are dramatically different than propounded by the plaintiff and that defendant's conduct was within standard of care.  Such information must wait until further legal proceedings, which may never take place since the best strategy in such emotionally loaded cases is to portray the defendant in such a bad light that it cannot afford the additional adverse publicity occasioned by a trial and the chance that a sympathetic jury will refuse to credit its defenses.  The court in this case has raised the risks to defendant through its posture in this opinion.  While acknowledging that the facts may not be accurate, the court goes on to analogize this case to the Tuskegee syphilis experiment and also harkens back to the Nazi medical experiments done in the death camps.  This opinion is most valuable because it illustrates how the self-referential world of IRBs and clinical researchers can be so out of touch with sensibilities of a court, much less the members of the jury who will ultimately decide this case if litigated.

