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Memo to Yvonne Skanars File:

Legal Research on (1) Negligence Per Se and (2) Releases

Date:   November 28, 2004
By:  Inez Intern

Background

You asked me to research the law relevant to Yvonne Skanars’s tort claim against Creative Tattoo Parlor.  This memo summarizes the applicable provisions.

Negligence Per Se

Yvonne Skanars believes that Creative Tattoo Parlor failed to follow proper procedures for sterilizing the reusable sharp instruments  used in giving her a tattoo.  You asked me to find out whether liability might be based on a negligence per se theory.

Since 1986 the doctrine of negligence per has been governed by statute in Washington.  See RCW 5.40.050 (attached).  Violation of a statute, ordinance or administrative rule is evidence of negligence, but not negligence per se in most cases.  The statute retains negligence per se in four situations, one of which includes failure to sterilize tattooing instruments, as required under RCW 70.54.350.  That statute (attached) provides that people who practice tattooing have to comply with Dept. of Health rules, and makes failure to do so a misdemeanor.  The Department of Health rules WAC 246-145-030 (attached) set out detailed requirements for sterilization practices. 
Effect of the Release Signed by Yvonne Skanars
Before getting her tattoo Yvonne Skanars signed a release absolving Creative Tattoo Parlor from all liability for the procedure, including any negligence.  You asked me to determine the legal status of this release.  Will it bar Yvonne Skanars’s negligence claim?

Washington law in this area appears to be somewhat mushy.  By signing a release before having the tattoo done, Yvonne Skanars has brought into play the doctrine of express assumption of  risk.  I’m attaching an excerpt from Washington Practice that provides an overview of the law in this area.  The leading case is Vodopest v. MacGregor, 128 Wash. 2d 840 (1996) (attached).  Most of the Washington cases arise out of sports activities and have upheld advance releases in the context of skiing, scuba diving and a health club.  Such releases have been struck down when required of participants in public school interscholastic athletics, and pre-employment physicals required for employment.

One obvious question on which I’ve found no discussion is:  Given that the negligence per se statute specifically includes failure to sterilize tattooing instruments, would the courts find that the release violates public policy if applied to this claim?

RCW 5.50.050

 A breach of a duty imposed by statute, ordinance, or administrative rule shall not be considered negligence per se, but may be considered by the trier of fact as evidence of negligence.  However, any breach of duty as provided by statute, ordinance, or administrative rule relating to electrical fire safety, the use of smoke alarms, sterilization of needles and instruments used in tattooing or electrology as required under RCW 70.54.350, or driving while under the influence of intoxicating liquor or any drug, shall be considered negligence per se.

CREDIT(S)

[2001 c. 194 § 5; 1986 c. 305 §901.]

HISTORICAL AND STATUTORY NOTES

2001 Legislation

Law 2001, ch. 194 § 5 inserted: “sterilization of needles and instruments used in tattooing or electrology as required under RCW 70.54.350.”
RCW 70.54.350:

(1) Any person who practices electrology or tattooing shall comply with the rules adopted by the department of health under RCW 70.54.340.

(2) A violation of this section is a misdemeanor.

RCW 4.28.360:
In any civil action for personal injuries, the complaint shall not contain

a statement of the damages sought but shall contain a prayer for damages

as shall be determined. A defendant in such action may at any time request

a statement from the plaintiff setting forth separately the amounts of any

special damages and general damages sought. Not later than fifteen days

after service of such request to the plaintiff, the plaintiff shall have

served the defendant with such statement.

CREDIT(S)

[2001 c. 194 194 § 4]

Wash. Admin. Code 246-145-030

TITLE 246. HEALTH, DEPARTMENT OF

CHAPTER 246-145. ELECTROLOGY AND TATTOOING STANDARDS FOR STERILIZATION PROCEDURES AND INFECTION CONTROL

Current with amendments through September 17, 2003.


246-145-030. Sterile procedures.
. . .   (2) Tattoo artists - To ensure that clients are not exposed to disease through needles or other instruments, tattoo artists must:
(a) Use single-use, presterilized disposable needles on one client and then dispose of the needle immediately in a puncture-resistant container;
(b) Not use reusable needles;
(c) Use single-use sharp items on only one client and dispose of the items immediately in a puncture-resistant container;
(d) Only reuse cleaned and sterilized sharp items and instruments that are intended for multiple use;
(e) Thoroughly clean and sterilize reusable sharp items and instruments between clients;
(f) Accumulate reusable sharp items and instruments in a holding container by submersion in a solution of a protein-dissolving enzyme detergent and water;
(g) Sterilize reusable items in a steam autoclave or dry-heat sterilizer, which is used, cleaned and maintained according to the manufacturer's instructions;
(h) Resterilize a reusable sterile instrument before using it on a client, if it is contaminated by dropping, by touching an unsterile surface, by a torn package, by the package being punctured, damaged, wet or by some other means;
(i) Immediately dispose of a single-use item in a puncture-resistant container, if it is contaminated by dropping, by touching an unsterile surface, by a torn package, by the package being punctured, damaged, wet or by some other means;
(j) Immediately dispose of an instrument in a puncture-resistant container if the expiration date has passed; and
(k) Monitor sterilizers to determine that all conditions of sterilization are met. This includes:
(i) Assuring that sterilizers have a thermometer and timer to indicate whether adequate heat has been applied to packaged equipment;
(ii) Using or checking chemical indicators on each package to assure the items have been exposed to the sterilization process;
(iii) Sterilizers must be tested by biological spore tests according to the manufacturer's instructions. In the event of a positive biological spore test, the tattoo artist must take immediate action to ensure all conditions of sterilization are met; and
(iv) Documentation of monitoring must be maintained either in the form of a log reflecting dates and person(s) conducting the testing or copies of reports from an independent testing entity. The documentation must be maintained at least three years.

Statutory Authority: RCW 70.54.340. 02-11-109, S 246-145-030, filed 5/20/02, effective 6/20/02.
Copr. (C) West 2003 No Claim to Orig. U.S. Govt. Works 
Washington Practice Series TM, 16 Wash. Prac., Tort Law And Practice § 10.2 (2d ed.)
Tort Law And Practice, Updated By The 2003 Pocket Part David K. DeWolf, Keller W. Allen © 2000 by West Group; Pocket Part Copyright © 2002 By West Group
Chapter 10 Release of Liability

§ 10.2 Release and Express Assumption of Risk

Washington courts have treated certain forms of express assumption of risk as a form of advance release of the defendant. Although entered into prior to the time the injury is actually received, a written release has the effect of barring any claim against a defendant, so long as the activity is not clothed with a public interest and the defendant is not guilty of gross negligence.
For example, where a scuba diving student signed a consent form releasing the instructor and his employer from liability for negligence, the defendants could only be held liable if the plaintiff could prove gross negligence. Similarly, a health club member was bound by an exculpatory clause he signed releasing the club from liability for negligence. On the other hand, a participant in a high-altitude breathing research project was not barred from recovery after signing a pre-injury release; the injury occurred in the course of medical research rather than as part of a sporting activity. 

Whether a pre-injury exculpatory agreement violates public policy is determined by the evaluation of six factors.  [See next section, footnote 2] 
. . .

§ 10.5 Specific Grounds for Avoiding Effect of Release--Public Policy

Courts will look to public policy to determine if a release is voidable. These cases generally involve forms signed prior to a specific event or activity that limit or extinguish any liability on the part of one of the parties. In Washington, releases of liability for negligence are valid and binding unless a public interest is involved.1 If the agreement itself goes against public policy rationale, it will not bind the parties.

In order to determine whether a release goes against public interests, the court will look at a number of factors such as whether the activity or endeavor was one generally considered suitable for regulation; if there was a necessary service being performed which affects the public; whether the negligent party holds itself out to the public as being willing to perform such a service; and the bargaining strengths or weaknesses involved in relation to the necessity of the service and the possible use of adhesion contracts. 2 For example, the Supreme Court has held that release forms provided by public schools governing student participation in interscholastic athletics, which purport to release the school district from any resulting consequences of negligence, are invalid because they violate public policy.3  In most instances where those with a public duty are involved, the courts will recognize this public policy exception and conclude that because the service provided is important to society, a specified standard is necessary. 4 And where an applicant was required to take a pre-employment physical examination as a condition of employment, a release of liability for negligence in performing the examination was void as against public policy.5 On the other hand, a release signed by a scuba diver
  or a health club member
 have been upheld where participation in the activity was voluntary and the relative bargaining positions of the parties was more equal. Falling in between the two, a participant in a high-altitude breathing research project was not barred from recovery after signing a pre-injury release because the injury was held to have occurred in the course of medical research rather than as part of a sporting activity.8 
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 VODOPEST v. MacGREGOR, 128 Wash.2d 840, 913 P.2d 779 (1996).
GUY, Justice.
 This case involves a summary judgment which dismissed a negligence action based on an exculpatory clause in a preinjury release.   We are faced with the question whether preinjury releases which bar a cause of action for negligence in the context of a medical research project violate public policy.
Facts
 Both the Plaintiff and the Defendant are nurses and mountain trekkers.   In the fall of 1989, Patricia Vodopest (Plaintiff) read an article in The Mountaineer magazine entitled, "Breathe Like a Sherpa at High Altitudes" written by Rosemary MacGregor (Defendant).   The article described a 1989 "preliminary study" involving a trek to Everest base camp in the Himalayas to test a theory on a breathing technique to be used at high altitudes to alleviate "high altitude sickness."   The article explained that a group of trekkers had been trained to use a breathing technique using a biofeedback breathing tracer and that some of the trekkers had been put through a respiratory challenge test by Dr. Robert Shoene at the Harborview pulmonary lab.   The article explained that while on the trek, the group used an oximeter to measure oxygen saturation while trekking and concluded that the technique had proved successful in alleviation of high altitute sickness. Defendant MacGregor's article explained that her special technique of "altitude breathing" required weeks to months of training while climbing or hiking.   The article concluded with the statement that MacGregor intended to "take a second research group" to the Himalayas in the spring of 1990 and asked for interested parties to contact her.
 Plaintiff Vodopest later read a second article in the Boeing Alpine Club newsletter entitled, "Nepal, Himalayan Breathing Research Trek--WOULD YOU LIKE TO GO?"   That article stated that in March 1990, a party of fifteen trekkers would be going to the Solo Khumbu area of Nepal to "continue research on a 'Sherpa Breathing' technique for high altitude survival."   It stated that "[w]e are repeating a successful research trip conducted in April of 1989" in which "seven trained breathers performed well at high altitude and were able to consistently eliminate all symptoms of altitude sickness."   The trip leader was Rosemary MacGregor, a nurse and stress-management/biofeedback therapist. The article concluded with, "If you are interested in being a research subject on this trek, please call Rosemary ..." and stated that "breathing training needs to take place as soon as possible."
 Plaintiff Vodopest agreed to join the trek partly because MacGregor was a nurse and because MacGregor would be doing research on breathing techniques to eliminate high altitude sickness.   MacGregor trained Vodopest on the breathing techniques.
 One of the members of the trek group was Dr. Merrill Hille who was an associate professor at the University of Washington.   MacGregor asked Professor Hille to collaborate on MacGregor's breathing research for the 1990 trek.   Professor Hille and MacGregor submitted a "Research Proposal" on the "Effect of Biofeedback on Control of Ventilation and Performance at High Altitude" to the University of Washington Human Subjects Review Committee.  The initial application which was submitted included biofeedback training involving the breathing technique;  but since the training had already begun for the trekkers prior to the application of the research proposal, the University Committee declined to review that research proposal because the University does not review research which is already in progress.   The application was reformulated and resubmitted to the University.   Approval from the University, therefore, was limited to the part of the research involving the collection of the data (from the oximeter readings and questionnaires) from the trekkers and the control groups and did not include the training in the breathing.   The research included two control groups comprised of Nepalese sherpas and porters, and random hikers.   One of the documents in the proposal to the University indicated that the purpose of the study was to "evaluate the effects of breathing training using biofeedback (oximetry) at high altitudes" and stated that "[t]he results of this study may provide information on potentially life- saving breathing practices at high altitude."
 At Defendant MacGregor's request, Vodopest signed a form entitled "Release from Liability and Indemnity Agreement" which stated that she had been informed of all dangers of the trek including "illness" and that she released MacGregor "from all liability, claims and causes of action arising out of or in any way connected with my participation in this trek."   The release also stated, "I personally assume all risks in connection with all activities, and further agree to indemnify and release Rosemary MacGregor, other group leaders, and all other participants from all liability, claims and causes of action or harm which may befall me arising from my participation in this trek."
 A copy of this release agreement, different only in that it included Professor Hille and the University in addition to MacGregor as the released parties, was submitted to the University but was returned to MacGregor and Professor Hille stamped "INVALID FORM".   The manager of the Human Subjects Division at the University explained that releases from liability for negligence are not allowed as a part of any approved study, as the federal government does not allow exculpatory language in human subject experimentation.   Defendant MacGregor did not tell the trekkers that the release form had been rejected by the University's Human Subjects Division.
 The trekkers left Seattle for Phakding, Nepal, on March 5, 1990.   During the trek, Vodopest and the other trekkers recorded their oximetry readings and completed the environmental symptoms questionnaires.  Vodopest began to exhibit symptoms of altitude sickness at 8,700 feet.   MacGregor was her roommate and was aware of her symptoms.   MacGregor said it might be a food problem and Vodopest continued to climb the next day.   As she continued to ascend, her symptoms increased.   She was nauseated, had a headache, was dizzy, could not eat or drink, was not urinating, and was exhausted and dazed. Defendant MacGregor gave her rehydration salts and Vodopest continued to ascend with MacGregor's physical support.   Vodopest states that as a research subject, it was her responsibility to chart her symptoms twice a day and that since this was done on the form that MacGregor had her fill out for the research on altitude sickness, she expected MacGregor was reviewing them.
 The day Vodopest reached 11,300 feet, she alleges she again reported being very ill but the group went on because MacGregor told Vodopest to continue to breathe correctly and she would be fine.   Defendant MacGregor told Vodopest that she probably had the Khumbu flu and told her to "breathe away" the symptoms.   On the trek from Phortse Tenge to Dole, Vodopest's symptoms became life-threatening.   She allegedly developed cerebral edema demonstrated by symptoms of shortness of breath, racing heart beat, terrible head pain, nausea, vomiting, loss of balance, and a swollen face.   Another nurse/trekker administered simple neurological tests which Vodopest failed.   Defendant MacGregor allegedly suggested that Vodopest had an ear infection.   The next morning Vodopest was sent down and was ultimately diagnosed with cerebral edema from altitude sickness.   As a consequence, she states she suffered permanent brain damage.
 Vodopest sued MacGregor, asserting claims for negligence and gross negligence.
  Vodopest claimed that she suffered neurological damage because of MacGregor's negligence in promoting the use of her breathing technique, rather than advising Vodopest to descend to a lower altitude, as a remedy for her symptoms of high altitude sickness.   Defendant MacGregor moved for summary judgment based on the exculpatory agreement contained in the preinjury release.   Plaintiff Vodopest argued that the preinjury release of liability for negligence in the setting of a medical research project violated public policy.   The trial court granted summary judgment on the action for negligence but refused to dismiss the cause of action for gross negligence, holding that a preinjury release is not valid with regard to gross negligence. The gross negligence claim was tried to a jury.   The jury found in favor of the Defendant.
 Vodopest appealed the dismissal of the negligence claim.   The Court of Appeals, in a divided, unpublished opinion, upheld the summary judgment.   The majority of the Court of Appeals concluded that the Nepal trip was primarily a trek and the release was therefore valid.   The dissent found the facts sufficient to characterize the trek as a research project involving human subjects and concluded that experimenters owe research subjects a duty of reasonable care from which they should not be permitted to obtain relief even when the research activity overlaps with a high-risk, adult recreational activity.   Both the majority and the dissent rely on, but reach different conclusions in applying the factors enunciated in, this Court's [prior] opinion.
Issue
 The only issue before us is whether the preinjury release signed by the Plaintiff is effective to totally bar her cause of action for negligence.   As discussed below, we determine it is not.
Discussion
Exculpatory clauses in preinjury releases are strictly construed and must be clear if the exemption from liability is to be enforced . . .If a release is clear, the general rule in Washington is that exculpatory clauses are enforceable unless (1) they violate public policy, or (2) the negligent act falls greatly below the standard established by law for protection of others, or (3) they are inconspicuous.  
In this case, the parties do not argue the release was unclear.   The jury determined that the Defendant's conduct did not fall greatly below the standard of care.   There is no allegation that the language was inconspicuous. Therefore, the issue here is whether this release violates public policy.
 The Defendant argues that this case involves only a high-risk sport, while the Plaintiff argues the case involves medical research using human subjects.   If the case involves only a high-risk sport, then prior Washington law determines the issue.
Appellate decisions in Washington have consistently upheld exculpatory agreements in the setting of adults engaging in high-risk sporting activities . . .(mountain climbing . . ., scuba diving . . .automobile demolition derby . . . scuba diving . . .ski jumping).   Consistent with prior Washington law, we reiterate that releases are enforceable in the setting of adult high-risk sports activities.
 Outside of these voluntary high-risk sports situations, our courts have often found preinjury releases for negligence to violate public policy . . .striking down a landlord's exculpatory clause relating to common areas in a multifamily dwelling complex . . .voiding a lease provision exculpating a public housing authority from liability for negligence . . .finding a contractual limitation on the duty of a gas company against public policy . . .holding a bank which rents safety deposit boxes cannot, by contract, exempt itself for liability for negligence . . .   Additionally, courts have not allowed those charged with a public duty, which includes the obligation to use reasonable care, to insulate themselves from that obligation by contract.  . . .where a defendant is a common carrier, an innkeeper, or a public utility, an agreement discharging the defendant's performance will usually not be given effect  . . .professional bailees may not limit their liability for negligence, but nonprofessional bailees may contract to limit their liability for negligence . . . preinjury release of a party's liability for negligence which releases a child's cause of action for personal injuries, even in the context of high-risk sports, violates public policy and is unenforceable. . ..
 Prior to 1988, our courts decided the question whether one may be contractually insulated from liability for negligence on a case-by-case basis. [W]e set forth a number of factors that have historically been relevant to courts in making that determination. [W]e considered whether exculpatory clauses should be allowed as a condition of participation in interscholastic athletics and we held that the exculpatory clauses used by the school districts to release themselves from future negligence claims violated public policy and were therefore invalid.   We explained that while parties may in some settings contract that one will not be liable for his or her own negligence to another; there are instances where public policy reasons for preserving an obligation of care owed by one person to another outweigh our traditional regard for the freedom of contract. . . .

The majority of the Court of Appeals in the present case concluded that the trip was "primarily a trek" and that the breathing study was an incidental, informal experiment subsumed in what was otherwise a typical high-risk recreational trek.  Vodopest v. MacGregor, No. 33123-O-I, slip op. at 10 (Wn.Ct.App. Dec. 27, 1994).   The record, however, does not support this factual conclusion.   In a motion for summary judgment, facts and all reasonable inferences there from must be construed in the light most favorable to the nonmoving party [citation omitted].   Many documents and statements in the record support the conclusion that the medical research was a significant component of the trip.   The article in The Mountaineer magazine authored by the Defendant solicited participation in a "research group" to go to the Himalayas. The Boeing newsletter article was entitled, "Nepal Himalayan Breathing Research Trek" and stated the group would "continue research on a 'Sherpa Breathing' technique for high altitude survival" and concluded, "If you are interested in being a research subject ... call...."  A letter from the Defendant and Professor Hille to the trekkers began, "Dear Nepal High Altitude Experiment Participants" and stated that they were still in the process of having "our research project approved by the University of Washington's Human Subjects Review Board."   The fact that the University only approved a portion of the research project does not affect whether the project was, in fact, a research project.   The University declined approval of a part of the project because it had commenced prior to the application to the University.   The Sherpa, Porter, Highlander Consent Form stated, "I, ______ have agreed to be a control subject for this research." The "Sagarmatha Park Questionnaire" requesting data on high altitude sickness symptoms from randomly selected hikers stated, "We are a group from Seattle Washington and the University of Washington doing a study on high altitude sickness."   A report by one of the trekkers to the Washington State Department of Health stated, "I was recently a member subject of a high altitude breathing research project/trek to Nepal lead by Rosemary MacGregor ... for the purpose of studying abdominal pursed-lip breathing, oxygen levels in the blood, and their relationship to high altitude symptoms."   The document entitled "Research Proposal" submitted to the University by the Defendant and Professor Hille was subtitled, "Effect of Biofeedback on Control of Ventilation and Performance at High Altitudes".   The declaration of Dr. Schoene, the physician at the Harborview pulmonary research laboratory who conducted testing on the 1989 trekkers, stated that "[a] primary purpose of this 1990 trek to Nepal was an experiment on human beings, including Ms. Vodopest, to gather data on the trekkers' oxygen saturation at various altitudes during rest and exercise, utilization of a certain breathing technique at high altitudes, and comparison of data with the trekkers' symptoms and with data of a control group."   The Defendant in her deposition stated, "I was the organizer and the leader of the research, and the people in Nepal were the leaders and the organizers of the trek in Nepal."   We conclude from a review of the record that the Defendant represented the trip as a research project which utilized human subjects and that other participants and involved parties believed the trek involved a medical research experiment.
Medical research includes a class of activities designed to develop or contribute to generalizable knowledge and generalizable knowledge consists of theories, principles, or relationships (or the accumulation of data on which they may be based) that can be corroborated by accepted scientific observation and inference.   . . . Ordinarily, whether a given endeavor constitutes medical research will be a question of fact.   However, when the researcher represents to the potential subjects that the project involves medical research using human subjects, then we can find as a matter of law that the endeavor is a medical research project for the purpose of deciding the validity of a preinjury exculpatory clause.   Not every set of facts will lead to a conclusion that an informal investigation is medical research.   However, in this case, the experimentation was represented by the investigator to be research, sponsorship from the Human Subjects Division of the University of Washington was sought, and the participants considered themselves to be subjects in a medical research project to avoid the onset of a life-threatening illness.
 The critical question here is not whether the trip was primarily a recreational trek or primarily a research project; the record is clear that it was both.   Rather, the question is whether the alleged conduct giving rise to the cause of action for negligence occurred in the context of the mountain trekking or within the scope of the research project.   The focus is whether the conduct that caused the injury was within the risks legally assumed in the exculpatory agreement.   As discussed below, insofar as the Defendant attempts to use the agreement to release herself as a researcher from negligent acts performed in the furtherance of medical research, it is unenforceable. This does not necessarily mean the release is void for all purposes.   A release may be effective for some, but not all, purposes.   For example, a release may be effective for negligent conduct but would be unenforceable as it relates to gross negligence or willful conduct.  . . .In the present case, if the plaintiff had fallen on a steep trail as the result of the Defendant's negligence, the release may have been effective to bar a cause of action for negligence (because the context would be only a high-risk sport). However, if the Defendant had misused a piece of medical equipment in the course of a medical experiment, the release would not be effective to bar the action if contracts which release a medical researcher for negligence are void as violative of public policy.
The question, whether the Defendant's conduct which allegedly caused the injuries occurred in furtherance of the medical research project, is a question of fact which must be decided by the finder of fact.   Because there is some evidence in the record which could support a conclusion that the conduct which caused the injuries occurred within the scope of the medical research project, summary judgment is not appropriate on this question.   The Plaintiff's affidavit repeatedly alleges that in spite of serious symptoms of high altitude sickness, Defendant MacGregor, who was conducting research on that condition, encouraged the Plaintiff to continue to use the breathing techniques to alleviate the symptoms and to continue to ascend.   The Plaintiff states that "[a]s a consequence of Rosemary's [MacGregor's] failure to recognize signs and symptoms of severe altitude sickness, the very thing that she was doing research on, I was encouraged to breathe and to go even higher and finally developed a life-threatening cerebral edema."   Dr. Schoene's declaration states that "the breathing technique that Rosemary MacGregor promoted and trained the participants in was experimental in nature and, therefore, had not been found to be reliable in its alleviation of symptoms of altitude sickness.   In fact, all the literature and discussions by experts on altitude sickness have always indicated that descent is the rule. The overzealous use by Ms. MacGregor of her breathing techniques to cure altitude symptoms, rather than evacuation of Ms. Vodopest to a lower altitude, when Ms. Vodopest started showing symptoms of moderate to severe altitude sickness, was a major cause of Ms. Vodopest's developing cerebral edema."
 We conclude there was evidence (which creates an issue of fact) which could support a finding that the alleged negligence occurred during the course of the medical research.   The question then becomes whether preinjury agreements, which release a researcher for liability for negligent conduct which occurs in the course of the medical research, are void as against public policy.
  In  [a prior case] we set forth six characteristics . . . which may be considered in determining whether an exculpatory agreement violates public policy.   Those six characteristics are whether:  (1) the transaction concerns a business of a type generally thought suitable for public regulation;  (2) the party seeking exculpation is engaged in performing a service of great importance to the public, which is often a matter of practical necessity for some members of the public;
  (3) the party holds himself out as willing to perform this service for any member of the public who seeks it, or at least for any member coming within certain established standards;  (4) as a result of the essential nature of the service, in the economic setting of the transaction, the party invoking exculpation possesses a decisive advantage of bargaining strength against any member of the public who seeks his services;  (5) in exercising a superior bargaining power, the party confronts the public with a standardized adhesion contract of exculpation and makes no provision whereby a purchaser may pay additional reasonable fees and obtain protection against negligence;  (6) as a result of the transaction, the person or property of the purchaser is placed under the control of the seller, subject to the risk of carelessness by the seller or his agents.  . . .
In a setting which involves one or more of these characteristics, a preinjury release from liability for negligence may violate public policy.  . . .   These factors are not the exclusive considerations to which a court may look in the determination of public policy.   These general characteristics are taken from prior court cases and only give a "rough outline" of the type of settings in which exculpatory agreements have not been allowed.  [The leading case] warns that no definition of the concept of public interest can be contained within the four corners of any formula [citation omitted] but the [six] factors are helpful in many cases.   As discussed more fully below, medical research is the kind of endeavor which is generally thought suitable for public regulation and is, in fact, highly regulated.   It is also of great importance to society.   In this case, Defendant's invitation to participate as a research subject was open to the public and the allegation here is that the influence and control the Defendant had over the Plaintiff was the cause of Plaintiff's injuries.   Generally, medical researchers have significant control over the safety of their human research subjects.   In spite of the fact that this was not an adhesion contract, in that there was no particular unequal bargaining strength, we conclude there are critical public policy reasons to maintain the usual standard of care in settings where one person is using another as a medical research subject.   Medical research using human subjects is one of those settings where public policy reasons for preserving an obligation of care owed by the researcher to the subject outweighs our traditional regard for freedom of contract.
An important inquiry in deciding if a release for negligence should be upheld is whether the agreement concerns an endeavor of a type which is generally thought suitable for public regulation.  . . . The University was affiliated to some extent with this project and the manager of the Human Subjects Division at the University testified in her deposition that the research project of MacGregor and Professor Hille was considered to be conducted by a faculty member of the University, and that the Human Subjects Review Committee was "responsible to assure the safety, welfare and privacy of human subjects." That fact alone does not resolve the question, for the issue is not whether the particular endeavor is regulated but rather whether it is of a type generally thought suitable for public regulation.   The Court of Appeals dissent points out that "[t]he operator of an activity in a highly-regulated field who has managed to evade regulation should be scrutinized more carefully, if anything; certainly not less so."  Vodopest, slip op. at 3 (Becker, J., dissenting). We agree.   Whether releases for negligence in this setting violate public policy is for this court to decide.   . . .   It is not necessary that a particular activity be directly regulated by statute or regulation for this court to find that exculpatory agreements violate public policy.   Whether the activity is of a type suitable for public regulation is a factor that we consider when deciding if preinjury agreements which bar causes of action for negligence should be allowed in a given setting.
 Medical research is highly regulated.   . . .There are extensive federal regulations for the protection of human research subjects.   . . . The federal regulations explicitly prohibit the use of exculpatory agreements in any human subjects research.   . . . In accord with this federal regulation, the University of Washington's Human Subjects Manual forbids the use of waivers that would bar an action for negligence.   Clerk's Papers at 177.
 Research indicates that the federal regulations prohibiting preinjury releases for negligence are generally adhered to in the context of human subjects research.   . . .No case or scholarly authority has been located that recommends that exculpatory clauses for negligent conduct should be allowed in the setting of human subjects research.
 We conclude that human subjects research is a type of endeavor which is suitable for public regulation.
One of the important characteristics that Washington cases have identified when deciding if exculpatory clauses violate public policy is the practical importance of the activity in question . . .   One author suggests that a survey of cases assessing exculpatory clauses reveals that the common determinative factor for Washington courts has been the services' or activities' importance to the public . . .

 The fact that a given disease is not commonly encountered by members of the public does not make medical research into its cure of little public importance.   Dr. Schoene's declaration emphasizes the seriousness of high altitude sickness and that it progresses from cerebral edema to coma and death.   One of the documents used in this research project by the University stated that the results of MacGregor's and Professor Hille's "study may provide information on potentially life-saving breathing practices at high altitude."
{T]he California Supreme Court invalidated, as adversely affecting the public interest, a research hospital's requirement that a patient release the hospital from liability for future negligence as a condition of admission for treatment.   Medical research, like the provision of medical care, is of great importance to the public.   The California statute dealing with human experimentation explains that medical experimentation on human subjects is vital for the benefit of mankind, but such experimentation shall be undertaken with due respect to the preciousness of human life.   The legislative findings and declarations of that statute explain that it is necessary that medical experimentation be done in such a way as to protect the rights of the human subjects involved;  and that there is, and will continue to be, a growing need for protection for citizens from unauthorized, needless, hazardous, or negligently performed medical experiments on human beings.  . . .
 We conclude that medical research, including research involved with attempts to find a way to avoid the onset of high altitude sickness, is a matter of public importance.
 Another important consideration in deciding if an exculpatory clause violates public policy is whether the person who signs the release will be under the control of the person seeking exculpation for negligence and subject to the risk of that person's carelessness.   The element of a researcher's control over a subject is common to most medical research projects and is one of the reasons why such strict regulations are imposed. . . Scholars on the subject of the ethics of medical research describe the relationship between investigator and subject as a fiduciary relationship.. .    

 In this case, the Defendant designed the research protocol, had the Plaintiff chart her symptoms twice daily, and had her test her oxygen saturation levels using an oximeter.   Furthermore, the Defendant allegedly instructed the Plaintiff to use the breathing techniques the Defendant had taught her and to continue to ascend after the Plaintiff began exhibiting symptoms of high altitude sickness.   Dr. Schoene's declaration explains that one of the known symptoms of altitude sickness is mental confusion and lack of judgment and that this made the Plaintiff particularly dependent on the leader of the research to inform her of the need to descend.   Defendant MacGregor admitted she was the leader of the research, and it is reasonable to assume that one doing research on this illness would know of these symptoms.
 We explained in [a prior case] that an exculpatory clause can contravene public policy when it meets "some or all" of the six enumerated characteristics.   In this case, a number of the [six]factors militate against validating preinjury release forms which insulate a researcher for negligent conduct in the context of medical research on human subjects.   Prior Washington cases which have disallowed exculpatory agreements in the landlord-tenant setting, for professional bailments, for common carriers, for negligent conduct toward school children, or for utility companies, provide support for our conclusion that medical research is not a setting where exculpatory agreements should be allowed. Cases in other jurisdictions which forbid preinjury releases for negligence between a health care provider and a patient also support this conclusion.. . .The federal regulations involving human subjects research, adhered to by the University of Washington and other responsible research institutions, are strong evidence that a medical researcher should not be allowed to conduct research on human beings without being held to the normal duty of care.   The public's interest in the safety of human subjects and the public's interest in the integrity of legitimate and necessary research militate against allowing researchers to negligently conduct research with impunity.   One of the foremost scholars on the subject of ethics in medical research writes that medical research is a situation in which society encourages its members to take risks to serve society's interests.   He points out that one reason to allow legal redress for injuries occurring during research is to encourage individuals to voluntarily take certain kinds of risks of injury to serve the interests of society.   The public policy in favor of protecting a subject's safety counsels against allowing amateur medical research which is not held to the normal standard of reasonable care.
 We wish to be very clear that it is only negligent conduct which cannot be the subject of a preinjury release.   With proper informed consent, an ill patient may wish to consent to a highly experimental treatment which might otherwise not be generally accepted. . . .
Conclusion
 We conclude that a preinjury agreement, which releases a medical researcher for liability for negligent conduct which occurs in the course of medical research, violates public policy.   To the extent the preinjury release involved here attempts to release the Defendant for negligent conduct during the research on high altitude sickness, it is unenforceable.   A material question of fact exists on whether the alleged conduct giving rise to the cause of action for negligence occurred within the scope of the medical research project.   We reverse the order granting summary judgment on the negligence cause of action and remand to the trial court.
 DURHAM, C.J., DOLLIVER, SMITH, JOHNSON, MADSEN and  ALEXANDER, JJ., and PEKELIS, J. Pro Tem., concurs.
 TALMADGE, Justice concurring.
 I concur that a trial on the merits of Patricia Vodopest's claim of negligence against Rosemary MacGregor is required.   However, I write separately because we should take this opportunity to clarify our analysis of pre-injury release agreements.
. . . Our prior decisions . . . give practitioners insufficient guidance for drafting pre-injury release agreements.   Trial courts likewise have little guidance for interpreting and enforcing them.
 We have ruled on the validity of such agreements in various contexts, identifying general considerations in determining the enforceability of those agreements.   In reaching these decisions, we have focused, at times, on the disparity in bargaining power and, at other times, on the importance of the defendant's activity or service to the public.   The rationale for our decisions in which public policy defeats a pre-injury release agreement has not always been particularly clear.
 Our cases express an antagonism toward pre-injury release agreements I do not share:  if a pre-injury release agreement meets the standard set by this Court, it should be enforced as any other contract is enforced.   Washington law should recognize the freedom of parties, under appropriate circumstances, to contract with respect to liability.   Parties of equal bargaining power may negotiate and agree to allocate risk between themselves, absent a clear public policy reason to the contrary. . . .
 The confusion in our law originates in the failure to differentiate between the bargaining process for the pre-injury release agreement and the substance of the agreement.   In  [a first case] we held release agreements are enforceable unless (1) they violate public policy, or (2) the negligent act falls greatly below the standard established by law for protection of others, or (3) they are inconspicuous.  . . .Plainly, these concepts involve both the process by which the agreement was negotiated and the substance of the agreement.   In [a second case] we adopted a six-part test for determining whether release agreements violated public policy, one part of the test in [the first case.]   Of the six parts, at least two pertain to the bargaining process for the release agreement, discussing the bargaining strength of the parties in the economic setting of the negotiations, and the presence of a standardized adhesion contract of exculpation that makes no provision for a party to decline the release for consideration.   The other four. . . factors address the substance of the release agreement. . . .

Separating the substantive aspects of a pre-injury release agreement from the defects in the bargaining process will help clarify the analysis.   The Uniform Commercial Code employs this approach with respect to unconscionability.. . .   This approach applies in other settings.   See, e.g., RCW 4.24.115 (indemnification agreements in the construction industry).
 1. PROCEDURAL FAIRNESS
 Pre-injury release agreements should be enforced only if the bargaining process was fair.   In considering procedural unconscionability, the Nelson court looked to the manner in which the agreement was entered, whether the parties had a reasonable opportunity to understand the contract terms, and whether the terms were hidden in a maze of fine print.   Procedural defects during the bargaining process may lead to "the lack of a meaningful choice." . . .
 In assessing whether the bargaining process for a pre-injury release agreement is fair, several similar criteria may be employed.   First, the release agreement must be conspicuous in the overall contractual arrangement between the parties. . . .   Second, the rights of children may not be negotiated away in a pre-injury release agreement.. . .   Third, parties of relatively equal bargaining power must negotiate the agreement, for which there is consideration.  . . .   A party should be allowed to decline the release for consideration.  . . .   The agreement must not be a contract of adhesion.2 No single one of these factors alone should be determinative of fairness in the bargaining process.
 2. SUBSTANCE OF THE AGREEMENT
 Once the court determines the parties fairly negotiated the agreement, the court should consider the substance of the pre-injury release agreements and assess whether the agreement is consistent with public policy.   Washington law has recognized that public policy may outweigh the traditional freedom to contract in a pre-injury release agreement.   For example, we have indicated the invalidity of pre-injury release agreements imposed on employees by employers . . .; on bailors by public . . .;  on customers by public utilities . . .;  on customers by common carriers . . .;  on students by public schools;  . . .  and on tenants by landlords . ..
 The Restatement (Second) of Contracts §  195 (1981) discusses public policy grounds for invalidating pre-injury release agreements and states:
  
(1) A term exempting a party from tort liability for harm caused intentionally or recklessly is unenforceable on grounds of public policy. 
(2) A term exempting a party from tort liability for harm caused negligently is unenforceable on grounds of public policy if 
(a) the term exempts an employer from liability to an employee for injury in the course of his employment; 
(b) the term exempts one charged with a duty of public service from liability to one to whom that duty is owed for compensation for breach of that duty;  or 
 (c) the other party is similarly a member of a class protected against the class to which the first party belongs. 
(3) A term exempting a seller of a product from his special tort liability for physical harm to a user or consumer is unenforceable on grounds of public policy unless the term is fairly bargained for and is consistent with the policy underlying that liability. 
  The Restatement criteria are sound and fair, and generally comport with Washington law.   We should adopt the Restatement (Second) of Contracts §  195, and the persuasive authority arising under it, for the analysis of public policy in the context of pre-injury release agreements.
CONCLUSION
 While I concur in the majority's disposition of this case, pre-injury release agreements should be enforced if they are procedurally fair and appropriate on substantive grounds.   The separation of procedural and substantive facets of the enforcement of pre-injury release agreements, as well as a more careful delineation of the public policy grounds for defeating such agreements, would provide a much-needed, improved analytical framework for assessing the enforceability of release agreements.
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� Vodopest also brought causes of action for lack of informed consent and violation of the Consumer Protection Act, but those actions were dismissed on summary judgment with the Plaintiff's agreement
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