The Nuremberg Code explicitly recognized the need to place non-paternalistic limits on the scope of experiments. The Code asks more of an experiment, a researcher, or society than mere consent.”  Id. at 494-97. 42 

Based on the record before us, no degree of parental consent, and no degree of furnished information to the parents could make the experiment at issue here, ethically or legally permissible. It was wrong in the first instance.

VII. Conclusion42

“Categorical limitations on human research and experimentation, . . . [would] unavoidably slow us down . . . . Many might die of AIDS who would otherwise be willing to take risks on the slight chance that the next miracle drug might really work . . . . But these losses might be – like the occasionally guilty defendant going free – a price worth paying. The question is not so much whether we can afford to honor our commitment to human dignity, free from subterfuges . . . , but whether we can afford not to, or whether we ought to.. . . The lure of perfectionism and of the all-consuming pursuit of knowledge, both the conceit and the curiosity of the scientist, all conspire to tempt us to play fast and loose with the dignity of our research subjects and ourselves.  Id. at 502.

VII. Conclusion

We hold that in Maryland a parent, appropriate relative, or other applicable surrogate, cannot consent to the participation of a child or other person under legal disability in nontherapeutic research or studies in which there is any risk of injury or damage to the health of the subject.

We hold that informed consent agreements in nontherapeutic research projects, under certain circumstances can constitute contracts; and that, under certain circumstances, such research agreements can, as a matter of law, constitute “special relationships” giving rise to duties, out of the breach of which negligence actions may arise. We also hold that, normally, such special relationships are created between researchers and the human subjects used by the researchers. Additionally, we hold that governmental regulations can create duties on the part of researchers towards human subjects out of which “special relationships” can arise. Likewise, such duties and relationships are consistent with the provisions of the Nuremberg Code.

The determination as to whether a “special relationship” actually exists is to be done on a case by case basis. See Williams, 359 Md. at 150, 753 A.2d at 68. The determination as to whether a special relationship exists, if properly pled, lies with the trier of fact. We hold that there was ample evidence in the cases at bar to support a fact finder’s determination of the existence of duties arising out of contract, or out of a special relationship, or out of regulations and codes, or out of all of them, in each of the cases.

We hold that on the present record, the Circuit Courts erred in their assessment of the law and of the facts as pled in granting KKI’s motions for summary judgment in both cases before this Court. Accordingly, we vacate the rulings of the Circuit Court for Baltimore City 43 The appellants also asserted that the consent agreements required KKI to again repair their homes if lead dust appeared after the original abatement measures were taken. The consent agreements do not so provide. In light of our opinion, we do not address this issue further. and remand these cases to that court for further proceedings consistent with this opinion.43

CASE NO. 128: RULING OF THE CIRCUIT COURT FOR BALTIMORE CITY GRANTING APPELLEE’S MOTION FOR SUMMARY JUDGMENT IS VACATED AND CASE REMANDED TO THAT COURT FOR PROCEEDINGS CONSISTENT WITH THIS OPINION; COSTS TO BE PAID BY KKI.

CASE NO. 129: RULING OF THE CIRCUIT COURT FOR BALTIMORE CITY GRANTING APPELLEE’S MOTION FOR SUMMARY JUDGMENT IS VACATED AND CASE REMANDED TO THAT COURT FOR PROCEEDINGS CONSISTENT WITH THIS OPINION; COSTS TO BE PAID BY KKI.

Concurring opinion follows:

Raker, J., concurring in result only:

These appeals present the narrow question of whether the Circuit Courts erred in granting summary judgments to appellee, the Kennedy Krieger Institute, a research entity, on the ground that, as a matter of law, it owed no duty to warn appellants, Ericka Grimes and Myron Higgins, et al., human subjects participating in its research study. I concur in the judgment of the Court only and join in the Court’s judgment that the Circuit Courts erred in granting summary judgments to appellee. These cases should be remanded for further proceedings.

I concur in the Court’s judgment because I find that appellants have alleged sufficient facts to establish that there existed a special relationship between the parties in these cases, which created a duty of care that, if breached, gives rise to an action in negligence. See Ashburn v. Anne Arundel County, 306 Md. 617, 630-31, 510 A.2d 1078, 1083 (1986). I would hold that a special relationship giving rise to a duty of care, the breach of which would be the basis for an action in negligence, existed in these cases and would remand the cases at bar to the Circuit Courts for further proceedings. I agree with the majority that this duty includes the protection of research subjects from unreasonable harm and requires the researcher to inform research subjects completely and promptly of potential hazards resulting from participation in the study. See maj. op. at 71, 76-77, 94. As a result of the existence of this tort duty, I find it unnecessary to reach the thorny question, not even raised by any of the parties, of whether the informed consent agreements in these cases constitute legally binding contracts. See maj. op. at 14 (stating that “the consents of the parents in these cases under Maryland law constituted contracts creating duties”); id. at 65 (stating that “we hold from our own examination of the record that such provisions were so contained, mutual assent, offer, acceptance, and consideration existed, all of which created contractual relationships imposing duties by reason of the consent agreements themselves . . .”); id. at 94 (stating that “[w]e hold that informed consent agreements in nontherapeutic research projects, under certain circumstances can constitute contracts . . .”).

I have some concern with the mixed message sent by the majority as to whether the existence of a tort duty arising from a special relationship existed is a question of law for the court or a question to be determined by the trier of fact. For example, the majority states that “the creation of study conditions or protocols or participation in the recruitment of otherwise healthy subjects to interact with . . . hazardous conditions . . . would normally warrant or create. . . special relationships as a matter of law.” Maj. op. at 70 (emphasis added). The majority also concludes that “informed consent agreements in nontherapeutic research projects . . . , under certain circumstances, . . . can, as a matter of law, constitute ‘special relationships’ giving rise to duties, out of the breach of which negligence actions may arise.” Id. at 94 (emphasis added).

On the other hand, citing Williams v. Maynard, 359 Md. 379, 754 A.2d 379 (2000), the majority ultimately concludes that the determination as to whether a duty of care existed between the parties is a question to be determined by the trier of fact on a case-by-case basis.  See maj. op. at 94. I disagree with that conclusion. The holding in Williams relied upon Ashburn, which stated only that “[i]n order for such a [special] relationship to be found between police and perpetrator, it must be alleged that there was some type of ongoing custodial relationship between the police officer and the actor.” Ashburn, 306 Md. at 631 n.2, 510 A.2d at 1085 n.2. Prior to Williams, Maryland case law established that existence of a duty of care is a legal question to be determined by the trial court, in the first instance, and this Court on appeal. See Rosenblatt v. Exxon Co., 335 Md. 58, 76, 642 A.2d 180, 189 (1994) (stating that “the question whether Exxon owed a duty to Rosenblatt is an issue of law, to be determined by the court”); Jacques v. First Nat’l Bank, 307 Md. 527, 533, 515 A.2d 756, 759 (1986) (stating that “the duty with which we are here concerned is a duty imposed by law as a matter of sound policy, for the violation of which a person may be held to respond in damages in tort.”); cf. W. Page Keeton et al., Prosser and Keeton on Torts § 45, at 320 (5 th ed. 1984).

I see no principled reason to create an express exception to this rule for tort duties arising out of special relationships, particularly in cases like those sub judice where there are no material facts relating to the existence of a special relationship in dispute. In contrast, it is the question of whether such duty was breached in the two cases presented that is a factual determination to be made by the finder of fact after a trial on the merits on remand. Cf. maj. op. at 26 n.21.

As I have indicated, this case presents a narrow question of whether a duty in tort exists between the plaintiffs and the defendants. The majority recites the standard of review on summary judgment, and iterates that “[t]he purpose of the summary judgment procedure is not to try the case or to decide the factual disputes, but to decide whether there is an issue of fact, which is sufficiently material to be tried.” Maj. op. at 48. Nonetheless, the majority appears to have decided the issue of whether such duty of care was, in fact, breached as a matter of law, without a hearing or a trial on the merits.

I cannot join in the majority’s sweeping factual determinations that the risks associated with exposing children to lead-based paint were foreseeable and well known to appellees and that appellees contemplated lead contamination in participants’ blood, see id. at 76, 82-83; that the children’s health was put at risk, see id. at 8-10; that there was no complete and clear explanation in the consent agreements that the research to be conducted was designed to measure the success of the abatement procedures by measuring the extent to which the children’s blood was being contaminated and that a certain level of lead accumulation was anticipated, see id. at 3-4, 26, 34, 76-77; that the parental consent was ineffective, see id. At 14, 75; that the consent form was insufficient because it lacked certain specific warnings, see id. at 67; that the consent agreements did not provide that appellees would provide repairs in the event of lead dust contamination subsequent to the original abatement measures, see id. At 95 n.43; that the Institutional Review Board involved in these cases abdicated its responsibility to protect the safety of the research subjects by misconstruing the difference between therapeutic and nontherapeutic research and aiding researchers in circumventing federal regulations, see id. at 4-6, 12-13; that Institutional Review Boards are not sufficiently objective to regulate the ethics of experimental research, see id. at 12-13; that it is never in the best interest of any child to be placed in a nontherapeutic research study that might be hazardous to the child’s health, see id. at 84; that there was no therapeutic value in the research for the child subjects involved, see id. at 88-89; that the research did not comply with applicable regulations, see id. at 75; or that there was more than a minimal risk involved in this study, see id. at 75. I do not here condone the conduct of appellee, and it may well be that the majority’s conclusions are warranted by the facts of these cases, but the record before us is limited. Indeed, the majority recognizes that the record is “sparse.” Maj. op. at 14. The critical point is that these are questions for the jury on remand and are not properly before this Court at this time.

I emphasize that we are deciding the propriety of granting summary judgment. Therefore, upon remand, appellee is free to offer evidence to support its position.  Unfortunately, the majority chooses to go far beyond the narrow question presented in these appeals and addresses a number of ancillary issues in dicta. I cannot join the majority in holding that, in Maryland, a parent or guardian cannot consent to the participation of a minor child in a nontherapeutic research study in which there is any risk of injury or damage to the health of the child without prior judicial approval and oversight. See id. at 7, 13-14, 79-80, 89,

94-95. Nor can I join in the majority’s holding that the research conducted in these cases was per se inappropriate, unethical, and illegal, see id. at 7-8, 13-14, 75-76, 85, 89, 93. Such sweeping holdings are far beyond the question presented in these appeals, and their resolution by the Court, at this time, is inappropriate. I also do not join in what I perceive as the majority’s wholesale adoption of the Nuremberg Code into Maryland state tort law. See id. at 77-78, 79. Finally, I do not join in the majority’s comparisons between the research at issue in this case and extreme historical abuses, such as those of the Nazis or the Tuskegee Syphilis Study. See id. at 10-11.

Accordingly, I join the majority only in the judgment to reverse the Circuit Courts’ granting of summary judgments to appellees.

