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Jerry Menikoff, M.D., J.D. 

Director 

Office for Human Research Protections 

Department of Health and Human Services 

1101 Wootton Parkway, Suite 200 

Rockville, MD 20852 

 

Submitted electronically at www.regulations.gov 

 

RE: Docket HHS-OPHS-2013-0004, Notice of a Department of Health and Human Services 

Public Meeting and Request for Comments on Matters Related to the Protection of Human 

Subjects and Research Studying Standard of Care Interventions (78 FR 38343) 

 

Dear Dr. Menikoff:  

 

Public Citizen, a consumer advocacy organization with more than 300,000 members and 

supporters nationwide, is writing in response to the above-referenced request for comments on 

matters related to the protection of human subjects and research studying “standard of care” 

interventions. These written comments are intended to supplement the testimony we provided at 

the August 28 public meeting convened by the Department of Health and Human Services 

(HHS) regarding these issues.  

 

We first respond to the specific questions posed by HHS in its June 26, 2013, notice. We then 

provide reactions and responses to some specific statements made by other commenters. 

 

Responses to HHS questions 

 

Question 1: How should an institutional review board (IRB) assess the risks of standard of care 

interventions provided to subjects in the research context? 

Question 1a: Under what circumstances should an IRB consider those to be risks that may result 

from the research?  

Question 1b: Under what circumstances should an IRB refrain from considering those risks as 

unrelated to the research? 

Question 1c: What type of evidence should an IRB evaluate in identifying these risks? 

http://www.regulations.gov/
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The conceptual framework for the August 28 HHS meeting and the questions posed in the June 

26 notice suggest that HHS considers research evaluating two or more interventions that may be 

used in the clinical care of some patients not enrolled in research to be an exceptional type of 

research for which special rules are needed. This notion must be rejected. There is nothing 

exceptional about such research, and attempts to characterize it as such only serve to blur the line 

between research and clinical care, leading to misunderstandings by researchers, IRBs, and most 

importantly, human subjects about the true risks of research. 

      

Furthermore, IRBs (and the Office for Human Research Protections [OHRP]) must treat with 

great skepticism claims by researchers that the interventions to be studied in clinical trials 

represent “standard of care” or “usual care.” Such skepticism is particularly important when: (a) 

the subject population is critically ill and has a high baseline mortality rate; (b) death is a 

component of the primary endpoint(s) being measured; and (c) the research interventions being 

tested restrict subjects to the extremes (or more narrow ranges) of a therapy that is routinely 

titrated based on individual patient factors and expert physician judgment, such as oxygen 

therapy in extremely premature infants.  

 

IRBs must demand that investigators claiming that a particular intervention represents “standard 

of care” or “usual care” provide robust, detailed descriptions of the usual care regarding the 

interventions to be studied in the research and the patient-specific factors that physicians take 

into account when adjusting the parameters of that care outside the research context. These 

detailed descriptions should be based, in part, on systematic surveys of the practice patterns at 

the institutions conducting the research regarding the interventions to be tested. Any relevant 

written clinical protocols used to guide the routine care of patients at the institutions where the 

research is to be conducted should also be provided to the IRBs. Without such information, it is 

not possible for the IRBs to fully assess what the risks of the research are or whether those risks 

are minimized and reasonable in relationship to any benefits to the subjects or the knowledge 

that is expected to result from the research. Such critically important information was lacking 

from the protocol for the Surfactant, Positive Pressure, and Oxygenation Randomized Trial 

(SUPPORT) study with respect to both the experimental oxygen interventions and the 

experimental ventilation strategy using continuous positive airway pressure masks combined 

with strict criteria to avoid intubation, surfactant administration, and mechanical ventilation.   

 

The primary and secondary outcomes to be measured in a clinical trial provide a set of useful and 

important indicators of the reasonably foreseeable risks of research comparing two or more 

interventions that may be used in the clinical care of patients not enrolled in research. The 

justification for doing such research in the first place is that there is uncertainty regarding how 

the primary and secondary outcome measures will differ between the different study groups. By 

substituting a physician’s best judgment with random assignment to a particular intervention, it is 

reasonably foreseeable that the subjects, depending on random group assignment, may be more 
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likely to experience one or more adverse outcomes specified by the primary and secondary 

outcomes to be measured during the clinical trial. For example, in the SUPPORT study — 

although not representative of research comparing “standard of care” interventions used in 

clinical care — the  two components of the primary study endpoint, death and retinopathy of 

prematurity, represented reasonably foreseeable risks of the study and should have been 

disclosed to parents of the subjects. 

 

The research interventions dictated by a protocol in nearly all cases alter the care that the 

subjects would otherwise receive if not enrolled in the research in both subtle and not-so-subtle 

ways. These alterations can lead to both foreseeable and unforeseeable risks. For example, the 

protocol-dictated procedures often limit the flexibility the physicians may routinely have in 

managing patients and adjusting interventions in response to changes in patient status, which can 

cause foreseeable risks to subjects. These risks may be increased further by blinding procedures. 

For example, in the SUPPORT study, premature babies were monitored with pulse oximeters 

(oxygen monitors) that read either falsely low or falsely high within the range of oxygen 

saturations between 85% and 95%.  The investigators directed the medical teams caring for the 

babies enrolled in the study to maintain oxygen saturation levels at 88% to 92% (which 

represented an oxygen saturation level of 85 to 89% in the low-oxygen group and 91% to 95% in 

the high-oxygen group), regardless of the subjects’ clinical status. As a result of these protocol-

dictated procedures, it was predictable that subjects in the low-oxygen group would more likely 

be exposed to oxygen levels that would be considered too low (hypoxia), whereas subjects in the 

high-oxygen group would more likely be exposed to oxygen levels considered too high 

(hyperoxia). The former carried a foreseeable increased risk of brain injury and death, whereas 

the latter increased the risk of retinopathy of prematurity.  

 

Question 2: What factors should an IRB consider in determining that the research-related risks 

of standard of care interventions, provided to research subjects in the research context, are 

reasonably foreseeable and therefore required to be disclosed to subjects?  

Question 2a: What criteria should be used by the IRB to evaluate whether the risks to subjects 

are reasonably foreseeable?  

 

See our response to question 1. 

 

Question 3: How should randomization be considered in research studying one or more 

interventions within the standards of care? Should the randomization procedure itself be 

considered to present a risk to the subjects? Why or why not? If so, is the risk presented by 

randomization more than minimal risk? Should an IRB be allowed to waive informed consent for 

research involving randomization of subjects to one or more standard of care interventions? 

Why or why not? 
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The randomization procedure itself does not present risks to the subjects. However, the 

consequences of the randomization procedure may present substantial risk, particularly when 

randomization is used to determine what interventions a subject will receive in a clinical trial and 

the outcomes being measured in the trial include death or serious morbidity as primary or 

secondary endpoints. For example, if a research study involves random assignment of two 

different interventions that are sometimes used for treating an acute stroke, and death and 

neurological impairment are the primary endpoints being measured in the study, such research 

should be considered to present much greater than minimal risk to subjects.  

 

We agree with the comment submitted by George Annas, Leonard Glantz, and Michael Grodin at 

Boston University that IRBs should never be allowed to waive informed consent for research 

involving randomization of individual subjects to “standard of care” interventions.
1
 In addition to 

the reasons they provided for this position, we note that one of the regulatory requirements for 

granting such a waiver — that the research could not practicably be carried out without the 

waiver
2 — generally would not be satisfied for such research. 

 

Question 4: How, and to what extent, does uncertainty about risk within the standard of care 

affect the answers to these questions? What if the risk significantly varies within the standard of 

care? 

 

The fact that there is uncertainty about differences in the proposed primary and secondary 

outcomes between two or more groups receiving different interventions being tested in a clinical 

trial is one reason that such research involves foreseeable risks to the subjects. If there were no 

such uncertainty, there would be no reasonable basis for conducting the research in the first 

place, and it would be unethical to do so.  

 

As previously stated in our response to question 1, the primary and secondary endpoints of a 

clinical trial indicate the areas of uncertainty being studied and provide an important basis for 

identifying the most important reasonably foreseeable risks of the research.   

 

Certainly, any known differences in risk between two or more interventions used in clinical care 

that are being compared in a clinical trial should be clearly explained to prospective subjects 

during the process for obtaining informed consent. For example, if a clinical trial involves 

comparing two interventions used in clinical care to treat breast cancer, with one being known to 

cause renal failure and the other being known to cause liver failure, prospective subjects should 

be informed about these different risks.    

 

                                                           
1
 http://www.regulations.gov/#!documentDetail;D=HHS-OPHS-2013-0004-0015. Accessed September 4, 2013. 

2
 45 C.F.R. 46.116(d)(3). 

http://www.regulations.gov/#!documentDetail;D=HHS-OPHS-2013-0004-0015
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Moreover, results of prior research studies or other information known to the investigators that 

suggest that one of the interventions being tested has less favorable outcomes than the other(s) 

also should be explained clearly to subjects. Such transparency is essential for ensuring that the 

subjects or their legally authorized representatives have the opportunity to make an appropriately 

informed decision about whether to enroll in the research.     

 

Question 5: Under what circumstances do potential risks qualify as reasonably foreseeable 

risks? For example, is it sufficient that there be a documented belief in the medical community 

that a particular intervention within the standard of care increases the risk of harm, or is it 

necessary that there be published studies identifying the risk?  

 

Again, see our response to question 1.  

 

Although data from previously published clinical trials may provide the most definitive evidence 

to establish a particular risk as reasonably foreseeable, this should not be the threshold for 

defining those risks in research that are reasonably foreseeable. A risk related to an intervention 

used in clinical care may be considered reasonably foreseeable based on a belief in the medical 

community, biological plausibility, clinical experience, or expert opinion.  

 

In the case of the SUPPORT study, there were neonatologists at the time who were concerned 

that the lower oxygen intervention may expose extremely premature infants to an increased risk 

of death. Indeed, a 2003 paper in the journal Pediatrics discussing how to design studies 

comparing low and high oxygen doses in premature babies — which was referenced by the 

SUPPORT study researchers in their own protocol — emphasized  that large numbers of patients 

would have to be studied to address concerns about mortality risk with the low oxygen dose: 

“Several hundred patients … may be sufficient to demonstrate important differences in severe 

ROP [retinopathy of prematurity, which can cause blindness]. However, a much larger sample … 

will be needed to exclude smaller, important differences in outcomes such as mortality and 

disability to adequately address real concerns about the safety of lower oxygen [levels].”  

  

Investigators must be transparent with subjects or their legally authorized representatives about 

the potential differences in risks of different interventions being tested in a clinical trial and the 

basis for why such differences may exist.  

 

Responses to some select comments submitted or presented by other commenters 

 

Written comment submitted by Ann C. Bonham, Ph.D., AAMC Chief Scientific Officer, on behalf 

of the American Association of Medical Colleges: 
3
 

 

                                                           
3
 http://www.regulations.gov/#!documentDetail;D=HHS-OPHS-2013-0004-0010. Accessed September 4, 2013.  

http://www.regulations.gov/#!documentDetail;D=HHS-OPHS-2013-0004-0010
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Randomization itself should not be automatically considered a risk to the subjects, 

especially in those cases where knowledge of the differences in risk or efficacy between 

the interventions leaves providers with little rationale to make clinical decisions about 

which to recommend. In other words, when clinical care decisions are routinely made in 

a way that is essentially no different than randomization to different interventions, 

research that incorporates randomization may not pose any additional risk to subjects. 

 

Statements asserting that clinical care decisions by expert physicians caring for patients are 

essentially random and therefore no different than the randomization that may occur in a clinical 

trial are extremely misleading. Physicians caring for patients make decisions based on the best 

interests of the individual patient, taking into account available data from clinical trials, 

professional training, expert opinion, and clinical experience, among other things.  Though such 

clinical decisions may be informed by evidence that is not definitive, they are anything but 

random. To suggest otherwise does a great disservice to the medical profession and undermines 

the trust that patients have for physicians. The use of such misleading assertions to justify 

withholding important information regarding research risks from prospective research subjects is 

unacceptable.        

 

Written comment submitted by Ann C. Bonham, Ph.D., AAMC Chief Scientific Officer, on behalf 

of the American Association of Medical Colleges: 
4
 

 

Of note, the infants in both arms of SUPPORT had a lower death rate than a similar 

group of infants in the Neonatal Research Network on whom mortality rate statistics 

were collected at the same time. 

 

Oral comment by Kathy Hudson, Ph.D. Deputy Director for Science Outreach and Policy, 

responding to the presentation by Ms. Vera Sharav, Alliance for Human Research Protection:
 5

 

 

…The death rate if the babies within the [SUPPORT] study was actually lower than the 

death rate of babies who…were not enrolled in the study. 

 

The above comments perpetuate misleading arguments, advanced initially by defenders of the 

SUPPORT study and by several other commenters to HHS, that are based on invalid 

comparisons. 

 

The only published data of which we are aware comparing infants enrolled in the SUPPORT 

study to those who were eligible but not enrolled were presented by the SUPPORT study 

                                                           
4
 http://www.regulations.gov/#!documentDetail;D=HHS-OPHS-2013-0004-0010. Accessed September 4, 2013.  

5
 https://www.youtube.com/watch?v=IAfBKgYmxtg&list=PLrl7E8KABz1Gc_ndt9grGg8O_jE5G1RNC&index=8. See 

08:35 time point. Accessed September 4, 2013.  

http://www.regulations.gov/#!documentDetail;D=HHS-OPHS-2013-0004-0010
https://www.youtube.com/watch?v=IAfBKgYmxtg&list=PLrl7E8KABz1Gc_ndt9grGg8O_jE5G1RNC&index=8
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investigators in the March 2012 issue of Pediatrics.
6
 The Pediatrics article, entitled “Enrollment 

of Extremely Low Birth Weight Infants in a Clinical Research Study May Not Be 

Representative,” compared key baseline demographic and clinical factors for the 1,316 

premature babies enrolled in the SUPPORT study (enrolled babies) to those of 3,054 premature 

babies at the SUPPORT study hospitals who were eligible for the study but did not enroll (non-

enrolled babies). Important data from the Pediatrics paper demonstrated that the non-enrolled 

babies overall were sicker and more at risk of death than babies in the SUPPORT study. Those 

data, excerpted from Tables 1 and 2, are presented in the table below: 

 

Table: Comparison of Baseline Clinical Variables for Enrolled and Non-Enrolled Babies 

Variable Enrolled Babies 

(N = 1,316) 

Non-Enrolled Babies 

(N = 3,053) 

Unadjusted P-value 

Prenatal antibiotics 78.1% 65.4% <.001 

Antenatal steroids 

(any) 

96.2% 84.4% <.001 

Antenatal steroids 

(full course) 

71.7% 49.4% <.001 

APGAR score <3 at 

1 minute 

24.4% 31.9% <.001 

APGAR score <3 at 

5 minutes 

4.4% 8.4% <.001 

Intubated in the 

delivery room 

63.6% 75.8% <.001 

Surfactant given in 

delivery room or 

neonatal intensive 

care unit 

82.5% 86.5% <.001 

Chest compressions 

in delivery room 

5.9% 9.7% <.001 

Epinephrine in 

delivery room 

3.1% 6.0% <.001 

 

For each of the above baseline variables, there was a statistically significant difference between 

the enrolled and non-enrolled babies. Thus, the two groups were not similar. More important, the 

differences overall predicted a less favorable outcome (i.e., a higher mortality rate) for the non-

enrolled babies in comparison to the enrolled babies.  

 

                                                           
6
 Rich W, Finer NN, Gantz MG, et al. Enrollment of extremely low birth weight infants in a clinical research study 

may not be representative. Pediatrics. March 2012;129(3):480-484. 
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Indeed, the stated purpose of the Pediatrics paper was to compare the outcomes for the 

SUPPORT study babies and the non-enrolled babies, given that the two groups differed in many 

important ways at baseline. And the authors concluded that the significant outcome differences 

(including mortality) were likely due to these differences in baseline characteristics.  

 

Therefore, the conclusion by some commenters that enrollment in the study resulted in better 

survival is invalid and unsupported by the scientific evidence published in the peer-reviewed 

literature.  

 

Written comment submitted by Ross E. McKinney, Jr., M.D.:
7
 

 

Perhaps the most important issue raised by the SUPPORT study is the need to more 

tightly define the nature of risks in excess of the standard of care.  It is our perception 

that the uncertainty present in everyday medical practice has not been fully appreciated.  

In addition, a cultural understanding that clinical research is fundamentally different 

than clinical care, research exceptionalism, has distorted the management of HSR.  Most 

interventional clinical research begins in the context of medical care, resembles it in day-

to-day practice, and in many cases is a vehicle so that care can continue in conjunction 

with research participation. 

 

We strongly disagree with this comment. Although research and clinical care often occur 

together, there clearly are fundamental differences between research and clinical care, between 

being a patient and being a human subject, and between being a physician and being a 

researcher. Failure to recognize and understand these distinctions undermines human subjects 

protections, as occurred in the conduct of the SUPPORT study. In their written comments, 

Annas, Glantz, and Grodin eloquently highlighted the implications of these differences:
8
 

 

An IRB must consider the fact that subjects in this type of research may not receive what 

their own physicians consider to be the best care based on the physician’s knowledge and 

experience. Indeed, subjects may not receive what the majority of physicians believe is 

the most effective or safest treatment – a bone fide question about which treatment is 

“best” does not require an even split in the medical community. Specifically, the subjects 

should be aware of the fact that the care they will receive as research subjects will be 

determined randomly be following a protocol created by someone other than their 

physician, and not based on their physician’s best judgment. The fact that their 

physician’s judgment may ultimately not be proven to provide the best treatment does not 

detract from the fact that, unlike researchers whose primary interest is in gaining 

knowledge to benefit others, a physician is required to exercise individual professional 

                                                           
7
 http://www.regulations.gov/#!documentDetail;D=HHS-OPHS-2013-0004-0013. Accessed September 4, 2013. 

8
 http://www.regulations.gov/#!documentDetail;D=HHS-OPHS-2013-0004-0015. Accessed September 4, 2013. 

http://www.regulations.gov/#!documentDetail;D=HHS-OPHS-2013-0004-0013
http://www.regulations.gov/#!documentDetail;D=HHS-OPHS-2013-0004-0015
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judgment for the benefit of his or her patient. When patients are randomized[,] they 

become subjects who no longer have a physician who is solely concerned with their best 

interests. The change in roles from physician to researcher and from patient to subject are 

especially important for subjects to understand when the  person they sought treatment 

from will be “blinded,” and therefore not able to receive information about the subject 

that could be clinically significant to a treating physician. 

 

Comment from testimony by John Lantos, M.D., Director, Bioethics Center, Children’s Mercy 

Hospital, Kansas City, MO:
 9

 

 

It is a dangerous and outdated fantasy to simply view research as riskier than 

conventional treatment. The danger is that it leads to predictable and unfortunate 

consequences. Many potential research subjects, when told of the risks but not the 

possible benefits of research, and not of the risks of conventional therapy, will quite 

rationally choose not to enroll in studies. And as a result, many exclude themselves from 

participation in research that is, in fact, often safer than conventional therapy. They are 

often harmed as a result. 

 

In the above comments, Lantos promotes the concept of “injurious misconception,”
10

 the notion 

that if potential research subjects are fully informed about the risks of the research interventions 

being studied in a clinical trial, such individuals will be discouraged from enrolling in trial, thus 

delaying important research. This concept likely underlies the thinking of many defenders of the 

SUPPORT study and similar research who seek to blur the line between clinical care and 

research. Adoption of this framework would undoubtedly undermine the protections for human 

subjects, particularly the protections provided through a robust informed consent process.  

 

Furthermore, Lantos offers no valid scientific data to support his assertion that “participation in 

research is, in fact, often safer than conventional therapy.” Indeed, such an assertion is meritless 

and should be rejected.    

 

Comment from testimony by Nancy E. Kass, Sc.D., Johns Hopkins Berman Institute of Bioethics 

and Johns Hopkins School of Public Health:
 11

 

 

I would like to repeat two claims I have heard frequently this morning—both claims I 

would like to challenge: 

 

a. Individualized care is by definition better than care through a research project;  

                                                           
9
 http://www.regulations.gov/#!documentDetail;D=HHS-OPHS-2013-0004-0026. Accessed September 4, 2013. 

10
 Modi N. How not to reduce uncertainties in care: U.S. Office for Human Research Protections messes up. BMJ. 

2013;346:f3786 doi: 10.1136/bmj.f3786 (Published 12 June 2013). 
11

 http://www.regulations.gov/#!documentDetail;D=HHS-OPHS-2013-0004-0058. Accessed September 4, 2013. 

http://www.regulations.gov/#!documentDetail;D=HHS-OPHS-2013-0004-0026
http://www.regulations.gov/#!documentDetail;D=HHS-OPHS-2013-0004-0058
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       [Emphasis in original] 

 

We are not aware of anyone testifying at the August 28 HHS meeting who claimed that 

“individualized care is by definition better than care through a research project.” Rather, there 

were speakers who appropriately noted that research involving randomization of subjects to the 

extremes of a therapy that is routinely titrated based on individual patient-specific factors may 

lead to harmful treatment misalignments. Such treatment misalignments can pose substantial 

risks to individual subjects, including an increased risk of death when the subjects are critically 

ill.
12

  

 

Comment from testimony by Nancy E. Kass, Sc.D., Johns Hopkins Berman Institute of Bioethics 

and Johns Hopkins School of Public Health:
 13

 

 

So let me start with the first point:  We have created very different ethical and 

professional norms regarding DISCLOSURE within the clinical and research 

contexts;   

 

a. In clinical care, we assume that doctors are doing their best and we rely on them 

for their professional judgment.  As part of that, we don’t require them to tell us, 

as patients, about:  

 

i. alternative treatment approaches that are available, 

 

ii.  the relative risks and benefits of what they are recommending vs. these other 

alternatives,  

 

iii. or the likelihood of our getting an alternative approach if we went to a 

different doctor or hospital.   

 

iv. Of course many doctors disclose some of this information, but many also do 

not, and certainly it is not the norm for treatment risks and alternatives to be 

written down, signed, or reviewed by anyone else. 

 

b. So in clinical care, the norm is that doctors tell us what treatment they think is 

best, and even if they mention risks, they quickly describe how these are part of 

the package of getting needed treatment. 

 

                                                           
12

 Minneci PC, Eichacker PQ, Danner RL, et al. The importance of usual care control groups for safety monitoring 
and validity during critical care research. Intensive Care Med. 2008;34:942-947. 
13

 http://www.regulations.gov/#!documentDetail;D=HHS-OPHS-2013-0004-0058. Accessed September 4, 2013. 

http://www.regulations.gov/#!documentDetail;D=HHS-OPHS-2013-0004-0058
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c. In research, however, we have set up norms where even studies of standard, 

widely used therapies must be accompanied by lengthy descriptions of risks and 

alternatives. 

   [Emphasis in original] 

 

We find the above comments to be very disturbing. First, in clinical care, physicians do have a 

moral and ethical obligation to disclose to patients known alternative approaches to treatment 

and the relative risks and benefits of these options, and many physicians certainly do provide 

such information to patients. Many physicians will document that such disclosures have occurred 

in patients’ medical records.  

 

Second, Kass appears to suggest that because such disclosures don’t always occur in the context 

of consent for clinical care, the reasonable next step is to lower the bar for consent for enrollment 

in research. Such reasoning in seriously flawed. The appropriate response should be to seek to 

improved consent for clinical care, not weaken protections for human subjects.    

 

Finally, stricter regulatory standards have been established for research in comparison to clinical 

care because of the fundamental differences between the physician-patient and researcher-human 

subject relationships, as previously discussed. 

 

Conclusions 

 

In the wake of the disclosures about the serious deficiencies in the informed consent process for 

the SUPPORT study, the U.S. system for protecting the rights and welfare of human research 

subjects has reached a critical juncture in history, as many in the academic research community 

appear to be actively seeking to weaken federal regulations and policies related to human 

subjects protection.  

 

The history of human experimentation over the past century is filled with victims of unethical 

research conducted without adequate informed consent. When outrage over revelations of 

unethical research reached a crescendo in the early 1970s, Congress finally passed a law 

requiring HHS to ensure the protection of human research subjects. The resulting regulations 

were implemented nearly four decades ago, and OHRP is responsible for enforcing them. 

 

Now, in the wake of disclosures about the unethical conduct of the SUPPORT study, there 

appears to be a real possibility that these disclosures will result in a weakening of human subjects 

protections, particularly with respect to the implementation of the ethical principle of respect for 

persons through informed consent.  
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Soon after OHRP’s findings regarding the SUPPORT study came to public attention, a group of 

individuals within the medical research establishment launched a well-orchestrated attack against 

OHRP and a defense of the SUPPORT study. Leading this effort have been the editors of the 

New England Journal of Medicine, the NIH director, and many researchers and bioethicists with 

close ties to the SUPPORT study researchers or NIH. 

  

Many critics of OHRP’s actions have sought to blur the line between human subjects research 

and clinical care and appear to view the process for obtaining informed consent as an 

unnecessary impediment to conducting clinical trials and advancing medical knowledge. They 

want to change the rules to satisfy their research needs at the expense of subjects’ rights. The fact 

that the August 28 HHS meeting occurred reflects the tremendous influence that NIH, which 

approved the SUPPORT study and spent more than $20 million for it, has wielded in an effort to 

undermine OHRP’s authority and reverse that agency’s findings.  

 

These efforts to weaken human subjects protections must not succeed. Many in the bioethics and 

research community agree that the deficiencies in the SUPPORT study’s consent forms were 

obvious and that OHRP was correct in its finding. In the interests of protecting vulnerable human 

subjects, OHRP must stand its ground. As the recent Nature editorial said, “No matter the 

thorniness of the issues raised [here] research is still research in whatever context, and the duty 

to protect human subjects must remain paramount.” 

 

Thank you for the opportunity to comment on these important issues. 

 

Sincerely, 

 

Michael Carome, M.D. 

Director 

Public Citizen’s Health Research Group 

 

Sidney Wolfe, M.D. 

Founder, Senior Adviser 

Public Citizen’s Health Research Group 

 

 


