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INFORMED CONSENT IN RIGHT-TO-TRY—A 
DUBIOUS ASSUMPTION 

REBECCA DRESSER† 

n the debate over right-to-try, everyone agrees that the patient’s 
informed consent is essential. If individual autonomy is the justi-

fication for giving patients access to experimental interventions, 
then adequate understanding must be part of the process. To make 
autonomous choices, patients must compare the potential harms 
and benefits of investigational drugs to their other medical options. 

Is it possible for patients to make informed decisions in the 
right-to-try context? Will patients make autonomous decisions 
about trying investigational drugs when expert oversight is absent? 
Much of the critical commentary on right-to-try laws focuses on the 
damage the laws could do to other patients in need of safe and ef-
fective treatments.1 But these laws also present dangers to the pa-
tients who are their purported beneficiaries.2 Right-to-try support-
ers claim that patient autonomy underlies their crusade, but they 
have done little to ensure that patients actually understand the 
choices these laws allow them to make.3 

This article examines the deficiencies in right-to-try require-
ments for informed consent. Part I reviews right-to-try statutes, fo-
cusing on the federal right-to-try law that was adopted in 2018. This 
part also compares the informed consent provisions in right-to-try 
laws with informed consent provisions in two other laws authorizing 
patient access to experimental interventions: federal law governing 
participation in human subject research and the Food and Drug 
Administration’s (“FDA”) Expanded Access Program. 

 
 † Rebecca Dresser is the Daniel Noyes Kirby Professor of Law Emerita at Washington 
University in St. Louis. Thanks to Alison Bateman-House for reviewing and commenting on 
an earlier draft of this article. 
 1. See Brandon Brown et al., Assessment of the Right-to-Try Law: The Pros and Cons, 59 J. 
NUCLEAR MED. 1492 (2018). 
 2. Id. 
 3. See id. at 1493. 

I 
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Part II describes informed choice challenges facing seriously 
ill patients who are deciding whether to try investigational drugs. 
Patients securing drugs through right-to-try laws face distinct diffi-
culties in obtaining information necessary to understand the 
choices they are making.4 At the same time, additional obstacles to 
informed consent apply to patients making decisions in the two 
other access situations.5 Examining the deficiencies of right-to-try 
laws reveals problems in ensuring informed decisions among pa-
tients obtaining investigational drugs through the FDA’s clinical 
trial or expanded access pathways.6 

Part III presents ideas for improving patients’ understand-
ing when they make choices about trying investigational drugs. This 
part proposes measures aimed at promoting information disclosure 
to patients considering whether to make a right-to-try request, as 
well as changes to give the public a more accurate understanding of 
what investigational drugs have to offer. 

I. LEGAL REQUIREMENTS FOR INFORMED CONSENT TO TRY 

INVESTIGATIONAL DRUGS 

Until 2018, federal law gave the FDA full authority over pa-
tient access to drugs that had not been approved as safe and effec-
tive for clinical use.7 Federal statutes and regulations allowed re-
searchers and physicians to provide patients with drugs still under 
investigation in two situations. First, patients could participate in 
investigational drug studies that FDA officials had previously re-
viewed and authorized.8 Second, physicians could provide investi-
gational drugs to patients that met the requirements of the FDA’s 
Expanded Access Program.9 

In 2018, the federal government created a third avenue for 
gaining access to investigational drugs. Congress enacted the Trick-
ett Wendler, Frank Mongiello, Jordan McLinn, and Mathew Bellina 

 
 4. See id. at 1492. 
 5. Leah Lawrence, The Realities of “Right to Try,” ASH CLINICAL NEWS (Oct. 1, 2018), 
https://www.ashclinicalnews.org/spotlight/realities-right-try. 
 6. Id. 
 7. Trickett Wendler, Frank Mongiello, Jordan McLinn, and Mathew Bellina Right to 
Try Act of 2017, 21 U.S.C. § 360bbb-0a (2018). 
 8. Protection of Human Subjects, 21 C.F.R. § 50.1(a) (2020). 
 9. Expanded Access to Investigational Drugs for Treatment Use, 21 C.F.R. § 312 
(2020). 
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Right to Try Act of 2017 (“Right to Try Act”),10 which breaks new 
ground by permitting some patients to obtain access to investiga-
tional drugs without the usual FDA oversight. 

A. Informed Consent in Right-to-Try Laws 

The federal right-to-try law was the product of a long cam-
paign to liberalize patient access to investigational drugs.11 Through 
the years, advocates for liberal patient access mounted a variety of 
challenges to federal access policies—challenges that persuaded 
Congress and the FDA to liberalize access requirements.12 These ef-
forts were not enough, however, for some right-to-try advocates, 
who sought to eliminate the FDA from any oversight role.13 

In 2014, the Goldwater Institute, a libertarian organization, 
launched a new challenge to FDA oversight.14 The Institute released 
a model statute designed “to protect the fundamental right of peo-
ple to try to save their own lives.”15 Soon after the statute’s release, 
states began to develop and enact laws based on this model.16 Right-
to-try proposals attracted strong bipartisan support; by 2018, forty-
one states, as well as the federal government, had adopted right-to-
try laws.17 

There is some variation among these laws, but they all allow 
patients with life-threatening conditions to obtain investigational 
drugs without the FDA’s permission.18 Right-to-try laws do not re-
quire drug companies to comply with investigational drug requests, 

 
 10. 21 U.S.C. § 360bbb-0a (2018). 
 11. See Rebecca Dresser, The ”Right to Try” Investigational Drugs: Science and Stories in the 
Access Debate, 93 TEX. L. REV. 1631, 1635–39 (2015) [hereinafter Dresser, “Right to Try”]. 
 12. For a description of this process, see Rebecca Dresser, SILENT PARTNERS: HUMAN 

SUBJECTS AND RESEARCH ETHICS 158–61 (2017); Rebecca Dresser, WHEN SCIENCE OFFERS 

SALVATION: PATIENT ADVOCACY AND RESEARCH ETHICS 48–55 (2001); Dresser, “Right to Try,” 
supra note 11, at 1635–39. 
 13. Dresser, “Right to Try,” supra note 11, at 1641. 
 14. See Sam Adriance, Fighting for the “Right to Try” Unapproved Drugs: Law as Persuasion, 
YALE L.J. F. 148, 149 (2014) (portraying right-to-try laws as aimed at persuading Congress, 
the FDA, and the courts to lessen restrictions on drug access). 
 15. See CHRISTINA CORIERI, EVERYONE DESERVES THE RIGHT TO TRY: EMPOWERING THE 

TERMINALLY ILL TO TAKE CONTROL OF THEIR TREATMENT, GOLDWATER INST., 1(Feb. 11, 
2014), https://goldwaterinstitute.org/wp-content/uploads/cms_page_media/2015/1/28 
/Right%20To%20Try.pdf. 
 16. See Dresser, “Right to Try,” supra note 11, at 1631–32. 
 17. See Beth Roxland & Elisa Hurly, Taking a Closer Look at the New Federal “Right to Try” 
Law, AMPERSAND (Aug. 21, 2018), https://blog.primr.org/right-to-try-law. 
 18. Dresser, “Right to Try,” supra note 11, at 1640. 
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and companies that do provide the drugs are permitted to charge 
for costs associated with the transaction.19 At the same time, compa-
nies may provide the drugs to patients whose physicians have rec-
ommended them, as long as they meet certain requirements.20 
Drugs must complete phase I human tests, which are relatively small 
human studies (usually involving twenty to eighty people) that give 
an early indication of a drug’s safety and possible effectiveness.21 
Patients must exhaust any available FDA-approved treatment op-
tions for their conditions.22 Some right-to-try statutes, including the 
Right to Try Act, also require a finding that the patient is unable to 
participate in a clinical trial evaluating the relevant drug.23 

All right-to-try laws require the patient’s informed consent.24 
Many state laws resemble the federal statute, which requires the pa-
tient’s written informed consent but says nothing about what pa-
tients must be told about the drugs that they are considering.25 
Some state laws are more demanding and establish standards for 
information disclosure. For example, Colorado is one of the few 
states that requires the patient to sign a form that “describes the 
potentially best and worst outcomes of using the investigational 
drug . . . with a realistic description of the most likely outcome, in-
cluding the possibility that new, unanticipated, different, or worse 
symptoms might result, and that death could be hastened by the 
proposed treatment.”26 Missouri’s statute requires the informed 
consent document to be “at least as comprehensive as the consent 
used in clinical trials for the use of the investigational drug.”27 Some 

 
 19. See generally id. at 1640–41. Companies are also permitted to charge patients par-
ticipating in the Expanded Access Program, but FDA officials review the charges to ensure 
that companies are not profiting from the transactions. Id. 
 20. Id. 
 21. See 21 C.F.R. § 312.21(a) (2014). Before FDA approval for clinical use, most drugs 
complete three phases of human trials. Each phase includes more patient participants and 
generates more precise information about the potential benefits and harms of a drug. 
 22. See, e.g., 21 U.S.C. § 360bbb-0a(a)(1)(B) (2018). 
 23. Id. Colorado’s right-to-try law limits investigational drug access to patients who 
have been “unable to participate in a clinical trial for the terminal illness within one hun-
dred miles of the patient’s home address, or not been accepted to the clinical trial within 
one week of completion.” COL. REV. STAT. § 25-45-103(1)(a)(III) (2014). 
 24. Dresser, “Right to Try,” supra note 11, at 1640–41. 
 25. The federal statute simply requires “written informed consent.” 21 U.S.C. § 
360bbb-0a(a)(1)(C). 
 26. COLO. REV. STAT. §25-45-103(VI)(4)(e) (2014). 
 27. MO. REV. STAT. § 191.480.1(1)(d) (2014).  
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states require disclosure of the possibility that health insurers will 
deny coverage for care related to use of investigational drugs.28 

Although right-to-try laws impose some constraints on pa-
tient access, they fail to include mechanisms to ensure that the rules 
for access are observed. Right-to-try laws omit requirements for in-
dependent review to promote compliance with statutory provi-
sions.29 Moreover, these laws protect both companies supplying in-
vestigational drugs and physicians prescribing the drugs by 
absolving them of most forms of liability.30 For example, the federal 
right-to-try law exempts drug manufacturers and sponsors from any 
liability for their actions.31 Drug prescribers and dispensers are also 
protected “unless the relevant conduct constitutes reckless or willful 
misconduct, gross negligence, or an intentional tort under any ap-
plicable State law.”32 These protections mean that a failure to ob-
serve the laws’ informed consent provisions is unlikely to result in 
financial or other penalties for the violator.33 

B. Informed Consent in FDA Access Programs 

Federal laws and regulations governing the two other inves-
tigational drug access programs establish more rigorous disclosure 
requirements than do right-to-try laws.34 The rules for investiga-
tional drug studies involving patients, and for the FDA’s expanded 
access program, require that patients receive specific information 
about their choices.35 These two programs also include measures to 
promote compliance with disclosure requirements.36 

 
 28. See, e.g., COLO. REV. STAT. §25-45-103 (VI)(4)(e) (2014). For a review of state law 
provisions, see Lisa Kearns & Alison Bateman-House, Who Stands to Benefit? Right-to-Try Law 
Provisions and Implications, 51 THERAPEUTIC INNOVATION & REG. SCI. 170–76 (2017). 
 29. See, e.g., 21 U.S.C. § 360bbb-0a (2018). 
 30. See generally Adriance, supra note 14, at 150. 
 31. Pub. L. No. 115-176 § 2(b)(1), 132 Stat. 1374 § (1)(A)(2018); see also The FDA’s 
Drug Review Process: Ensuring Drugs Are Safe and Effective, U.S. FOOD & DRUG ADMIN. (May 28, 
2014), http://www.fda.gov/drugs/resourcesforyou/consumers/ucm143534.htm (noting 
that sponsors are “companies, research institutions, and other organizations that take re-
sponsibility for developing a drug”). 
 32. Pub. L. No. 115-176 § 2(b)(1), 132 Stat. 1374 § (1)(B) (2018). 
 33. Id. 
 34. See Michelle Roth-Cline & Robert Nelson, FDA Implementation of the Expanded Access 
Program in the United States, 14 AM. J. BIOETHICS 17, 17–18 (2014). 
 35. Id. 
 36. Id. 
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According to FDA regulations, researchers and physicians 
must explain certain facts to patients who are considering the use 
of investigational drugs.37 These facts include the particular drug’s 
reasonably foreseeable risks, discomforts, benefits, and any alterna-
tive choices available to patients.38 Additionally, they must empha-
size that patients have no obligation to enroll in research or the ex-
panded access program and are free to withdraw consent at any 
time.39 

These regulations also address oversight of informed con-
sent documents and procedures.40 The FDA applies the same over-
sight requirements to patients receiving investigational drugs 
through its clinical trial and expanded access programs.41 An inter-
disciplinary Institutional Review Board (“IRB”) must review and ap-
prove consent documents and procedures, with the goal of ensur-
ing that patients will be made aware of the important consequences 
of trying an investigational agent.42 Provisions addressing review of 
proposed disclosures are designed to ensure that researchers and 
physicians provide the requisite information.43 
  

 
 37. See 21 C.F.R. § 50.25(a)(2)–(a)(4) (2020). 
 38. Id. 
 39. Id. at § 50.25(a)(8). The regulations also require disclosure of additional infor-
mation. See Protection of Human Subjects, 21 C.F.R. § 50 (2020). 
 40. 21 C.F.R. § 50.25(a) (2019). 
 41. See Roth-Cline & Nelson, supra note 34, at 17. 
 42. 21 C.F.R. 312.34(c). Institutional Review Boards are interdisciplinary committees 
that review human study proposals to ensure that they meet ethical and regulatory research 
standards. See Information Sheet: Institutional Review Boards, Frequently Asked Questions, U.S. 
FOOD & DRUG ADMIN. (Jan. 1998), http://www.fda.gov/regulatoryinformation/guid-
ances/ucm126420.htm. 
 43. See U.S. FOOD & DRUG ADMINISTRATION, supra note 42. 
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II. INFORMED CONSENT OBSTACLES IN ACCESS DECISIONS 

A. Distinct Obstacles in Right-to-Try Scenarios 

Right-to-try laws are intended to advance patient autonomy. 
The Goldwater Institute vigorously endorses this objective and por-
trays right-to-try as an essential human right: 

Patients should be free to exercise a basic free-
dom—attempting to preserve one’s own life. 
The burdens imposed on a terminal patient who 
fights to save his or her own life are a violation 
of personal liberty. Such people should have the 
option of accessing investigational drugs which 
have passed basic safety tests, provided there is a 
doctor’s recommendation, informed consent, 
and the willingness of the manufacturer of the 
medication to make such drugs available.44 

Other right-to-try supporters make similar points, character-
izing regulatory limits on access as excessive and unjustified pater-
nalism.45 These right-to-try supporters view regulatory safeguards as 
interfering with patients’ right to decide what happens to their bod-
ies, arguing that “no-one is better placed than the person with the 
condition . . . to make a judgement about the level of risk that is 
worthwhile.”46 

 
 44. See CORIERI, supra note 15, at 1; see also Michael Brodrick, Free to Choose: A Moral 
Defense of the Right-to-Try Movement, 45 J. MED. PHIL. 61, 73 (2020) (respect for autonomy 
underlies right-to-try advocacy); Steven Joffe & Holly Fernandez Lynch, Federal Right-to-Try 
Legislation — Threatening the FDA’s Public Health Mission, 378 NEW ENG. J. MED. 695 (2018) 
(describing the Goldwater Institute argument that “that dying patients have an autonomy-
based right to try promising agents”); Jennifer Piel, Informed Consent in Right-To-Try Cases, 44 
J. AM. ACAD. PSYCHIATRY & LAW 290, 293 (2016) (describing individual patient autonomy as 
“central to the right-to-try movement”). 
 45. See, e.g., Les Halpin et al., Improving Access to Medicines: Empowering Patients in the 
Quest to Improve Treatment for Rare Lethal Diseases, J. MED. ETHICS (July 9, 2013) (“excessively 
paternalistic” to bar informed terminally ill patients from trying unproven interventions); 
Eugene Volokh, Medical Self-Defense, Prohibited Experimental Therapies, and Payment for Organs, 
120 HARV. L. REV. 1813, 1829–30 (2007) (challenging paternalistic restrictions on an indi-
vidual’s right to use potentially lifesaving investigational drugs). 
 46. Simon Woods & Pauline McCormack, Disputing the Ethics of Research: The Challenge 
from Bioethics and Patient Activism to the Interpretation of the Declaration of Helsinki in Clinical 
Trials, 27 BIOETHICS 243, 245 (2010). These authors claim that “paternalistic constraints 
imposed on research may actually contribute to the vulnerability of the research participant 
by preserving a power differential between the researcher and the researched upon, thus 
denying the so-called ‘vulnerable’ their rights to autonomy.” Id. 
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Right-to-try supporters claim that they have no problem with 
requiring patients’ informed consent and emphasize both their 
commitment to and confidence in informed patient choice.47 Ac-
cording to supporters, the “requirement for informed consent en-
sures that terminal patients considering this option are fully aware 
of the risks involved.”48 Yet people backing right-to-try laws fail to 
explain how patients and their doctors will develop a good grasp of 
the relevant facts absent oversight requirements like those man-
dated by the FDA’s rules for investigational studies and its expanded 
access program. 

Supporters minimize concerns about the scarcity of investi-
gational drug data that exists in right-to-try situations.49 The Gold-
water Institute and other supporters concede that phase I studies 
supply limited information about investigational drugs, but note 
that patients in clinical trials face this problem as well.50 If termi-
nally ill patients are permitted to try early phase investigational 
drugs in research and the FDA’s Expanded Access Program, why 
not give patients the same freedom without the burdens and com-
plications of FDA and IRB oversight?51 

Right-to-try supporters assume that patients’ doctors will be 
familiar with the important information about investigational drugs 
and the tradeoffs patients face, but critics point to flaws in this as-
sumption.52 It is difficult to ascertain how most physicians could 
supply adequate information without input from experts possessing 
in-depth knowledge of the patient’s condition, as well as the 

 
 47. See CORIERI, supra note 15, at 1. 
 48. See id. at 21. 
 49. See id. at 15. 
 50. Id. 
 51. Manik Chahal, Off-Trial Access to Experimental Cancer Agents for the Terminally Ill: Bal-
ancing the Needs of Individuals and Society, 36 J. MED. ETHICS 367 (2010) (considering termi-
nally ill patients competent to consent to participate in phase I trials evaluating drugs with 
unknown risks and little chance of benefit); John Robertson, Controversial Medical Treatments 
and the Right to Health Care, HASTINGS CENT. REP. at 15, 17 (Nov.-Dec. 2006) (arguing that if 
seriously ill patients “are competent enough to accept the use of phase I and phase II drugs 
in a research setting, it is unclear why they should not be able to do so in a non-research 
setting under a physician’s supervision”). 
 52. See Jonathan Darrow et al., Practical, Legal and Ethical Issues in Expanded Access to 
Investigational Drugs, 372 NEW ENG. J. MED. 279, 282 (2015) (suggesting that physicians are 
reluctant to make experimental drug requests because they lack information about drug 
risks and benefits). 
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properties of the investigational drug under consideration.53 Drug 
companies will have some of this information, but right-to-try laws 
do not require them to provide such information to patients and 
their doctors.54 Thus, excluding experts from access oversight de-
prives patients of an opportunity to learn about the choices they 
face. 

Right-to-try supporters also assume that leaving the consent 
process to individual physicians sets the stage for adequate disclo-
sure.55 The absence of FDA and IRB involvement in right-to-try re-
quests means that there is no independent review of “the adequacy 
and accuracy of information in the informed consent.”56 At times, 
FDA officials have information about an investigational drug that 
leads to revisions of the disclosure material provided to patients.57 
Disclosures are often revised after IRBs compare proposed consent 
forms with the risk-benefit information the drug manufacturer sup-
plies to researchers who are evaluating investigational drugs.58 Re-
view boards also revise consent form language to make the material 
more comprehensible to lay readers.59 These efforts increase the 

 
 53. See id.; Darshak Sanghavi, The Pills of Last Resort: How Dying Patients Get Access to 
Experimental Drugs, N.Y. TIMES MAG. (Oct. 31, 2013), https://www.nytimes.com/2013/ 
11/03/magazine/how-dying-patients-get-access-to-experimental-drugs.html (patient access 
requests should have an “experienced doctor” involved who can “weigh complex medical 
data to make educated guesses for treatment”). 
 54. Darrow et al., supra note 52, at 282. 
 55. Alison Bateman-House, “Right to Try” is Law, Now What?: Part 1, HEALTH AFF. BLOG 
(Oct. 25, 2018), https://www.healthaffairs.org/do/10.1377/hblog20181024.111856/full 
(by omitting IRB and FDA review, right to try eliminates effort to ensure that “informed 
consent is legally and ethically sound”). 
 56. Thaddeus Pope, Why Oncologists Should Decline to Participate in the Right to Try Act, 
ASCO POST (Aug. 10, 2018), https://www.ascopost.com/issues/august-10-2018/declining-
to-participate-in-the-right-to-try-act; see also Roxland & Hurley, supra note 18 (describing fed-
eral right-to-try law’s failure to require informed consent review to ensure “validity of the 
information conveyed”); Bateman-House, supra note 55 (explaining that by omitting IRB 
and FDA review, right to try eliminates effort to ensure that “informed consent is legally 
and ethically sound”); M. E. Blair Holbein et al., Access to Investigational Drugs: FDA Expanded 
Access Programs or “Right-to-Try” Legislation?, 8 CLINICAL TRANSNAT’L SCI. J. 526, 531 (2015) 
(“central role” of IRB is “assuring that an adequate informed consent process occurs”). 
 57. Jonathan Jarow et al., Overview of FDA’s Expanded Access Program for Investigational 
Drugs, 51 THERAPEUTIC INNOVATION & REG. SCI. 177 (2017). 
 58. Holbein et al., supra note 56, at 527 (explaining that, unlike in federal programs, 
right-to-try laws fail to require provision of investigator’s brochure to physician and IRB 
reviewers to evaluate information disclosure to patient); Bateman-House, supra note 55 
(noting that under right to try, “only the treating physician and the drug company – neither 
of whom is a neutral party – provide oversight”). 
 59. See 21 C.F.R. § 50.20 (requiring informed consent language to be “in language 
understandable to the subject or the [subject’s] representative”). 
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odds that patients will obtain an accurate and realistic picture of an 
investigational drug’s potential consequences. 

B. Additional Obstacles to Informed Choice 

Besides the distinct informed consent problems described 
above, patients in right-to-try situations face problems similar to 
those faced by patients participating in investigational drug studies 
and expanded access programs. Even with FDA and IRB oversight, 
patients can make misinformed decisions. Persistent shortcomings 
in the information disclosure process, coupled with the psychology 
of serious illness, leave many patients with incorrect ideas about 
what investigational drugs have to offer.60 

Misleading accounts from researchers and physicians con-
tribute to patient misunderstanding.61 Analyses of study consent 
forms point to vague and confusing language about the potential 
therapeutic benefits that investigational interventions offer to pa-
tients, implying a higher possibility of benefit than can reasonably 
be expected.62 Additionally, forms may convey confusing infor-
mation about the kinds of benefits the patient might gain. For ex-
ample, forms used in cancer trials often fail to explain that a halt in 
tumor progression is not equivalent to a longer survival or higher 
quality of life for patients.63 Analyses of study discussions also reveal 
researchers’ tendency to exaggerate the possibility that patients will 
benefit from the drug or treatment.64 

Patients with life-threatening illnesses that cannot be treated 
with standard therapies are particularly vulnerable to the unduly 
optimistic messages of researchers and physicians; they may not be 
in the best frame of mind to learn the downsides of trying investiga-
tional drugs.65 According to interview and questionnaire data, a sig-
nificant number of patients have overly optimistic expectations 

 
 60. See, e.g., Nancy King et al., Consent Forms and the Therapeutic Misconception: The Ex-
ample of Gene Transfer Research, 57 IRB: ETHICS AND HUM. RES. (2005) 1, 5–6. 
 61. See id. 
 62. Id. 
 63. See id. at 7. 
 64. See David P. Ryan et al., Reality Testing in Cancer Treatment: The Phase I Trial of En-
dostatin, 7 ONCOLOGIST 58, 62 (2002) (observing that physician-researchers worry that giv-
ing patients an accurate appraisal of the low odds of medical benefit would “take away their 
hope”). 
 65. See Joshua Crites & Eric Kodish, Unrealistic Optimism and the Ethics of Phase I Cancer 
Research, 39 J. MED. ETHICS 403 (2013). 
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about the benefits they will receive from trying early phase investi-
gational drugs.66 Their expectations of treatment success are often 
higher than objective evidence supports, while they often underes-
timate the drug’s risks and burdens.67 

Unrealistic optimism can cloud the judgment of terminally 
ill patients who are considering whether to try investigational 
drugs.68 This phenomenon does not make patients incapable of au-
tonomous choice, but it does support the need for including 
measures to improve their understanding.69 Right-to-try laws move 
in the opposite direction by eliminating the oversight that can sup-
plement and correct the information patients receive from their 
physicians.70 Indeed, the evidence that terminally ill patients often 
misunderstand investigational drugs shows that the informed con-
sent process needs more, rather than less, oversight.71 
  

 
 66. See Rebecca D. Pentz et al., Therapeutic Misconception, Misestimation, and Optimism in 
Participants Enrolled in Phase I Trials, 118 CANCER 4571, 4576 (2012). 
 67. See Crites & Kodish, supra note 65, at 404 (defining unrealistic optimism in early 
phase research as participant’s optimism about outcome “when there are in fact no good 
reasons for an individual to consider that she has a greater likelihood of experiencing pos-
itive outcomes or avoiding negative outcomes compared with others in the same or similar 
situation”); Pentz et al., supra note 66, at 4576 (describing survey findings that many patients 
reported having unrealistically high expectations of personal benefit and low expectations 
of risk from trying early phase study drugs). 
 68. See Crites & Kodish, supra note 65, at 403. 
 69. See id. at 406. 
 70. Bateman-House, supra note 55. 
 71. Piel, supra note 44, at 295–96 (arguing that protections are needed to ensure that 
all terminally ill patients, including those in right-to-try situations, understand basic infor-
mation about investigational drugs); Pope, supra note 56 (recommending “extraordinary 
informed consent” process for patients in right-to-try situations); Michael Malinowski, 
Throwing Dirt on Doctor Frankenstein’s Grave: Access to Experimental Treatments at the End of Life, 
65 HASTINGS L.J. 615, 651 (Jan.-Feb. 2014) (arguing that “protection of individuals who are 
terminally ill and seek access to experimental treatments outside of the clinical research 
context should be heightened, not lessened”). 
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III. RECOMMENDATIONS FOR IMPROVING PATIENTS’ 
UNDERSTANDING 

A. How Right-to-Try Disclosures Should be Improved 

Patients seeking investigational drugs through the right-to-
try pathway need honest and straightforward information about 
their options. The psychological impact of life-threatening illness 
together with the tendencies of researchers and physicians to be 
overoptimistic creates a heightened necessity for a balanced and 
meaningful disclosure process.72 Respecting the autonomy of pa-
tients in right-to-try situations requires attention to three specific 
areas. 

First, patients should learn about available research and clin-
ical findings on investigational drug effects. Patients need to know 
that early phase investigational drugs rarely help patients.73 Physi-
cians should discuss with patients the results of phase I studies of 
the drug in question and any relevant information from other hu-
man trials. Physicians should also describe relevant patient out-
comes in expanded access programs. It is essential for physicians to 
report the percentage of individuals obtaining benefits as well as 
the percentage of individuals obtaining no benefit. It is also im-
portant for patients to know the nature of any benefit. How long 
were patients’ lives extended? What was their quality of life during 
that time? How many patients experienced serious adverse events? 
Patients also need to know this information about their other op-
tions, such as palliative care. Researchers have found that palliative 
care can both improve patients’ quality of life and extend their sur-
vival.74 

Right-to-try disclosures should include additional infor-
mation. Patients should be made aware of any relevant clinical trial 
 
 72. See Crites & Kodish, supra note 65, at 403. 
 73. See Manish Agrawal & Ezekiel Emanuel, Ethics of Phase 1 Oncology Studies, 290 J. AM. 
MED. ASS’N 1075, 1076 (2003) (reporting that about five percent of oncology drugs that 
have been through phase I testing provide any benefit to patients and that the drugs can 
have significant toxic effects). 
 74. Pope, supra note 56 (describing risks to patients in right to try, including shorter 
life, lower quality of life, denial of insurance coverage and other financial risks); Piel, supra 
note 44, at 293 (noting agents that have been through only phase I tests have low chance of 
patient benefit and potentially serious harms, including hastened death and lower quality 
of life; right-to-try patients also face insurance and financial risks); see also Amy Kelley & 
Diane Meier, Palliative Care — A Shifting Paradigm, 363 NEW ENG. J. MED. 781, 782 (2010) 
(discussing survival advantage with palliative care compared with aggressive therapies). 
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and expanded access opportunities to receive investigational drugs 
through FDA-recognized programs.75 They should be informed 
that companies are more willing to supply investigational drugs to 
patients participating in FDA-approved research or expanded ac-
cess programs than to patients making right-to-try requests.76 Fur-
thermore, patients should know that physicians requesting drugs 
through the FDA’s Expanded Access Program receive advice on 
matters such as the proper drug dosage for someone in the patient’s 
situation.77 Patients should also be informed that companies can 
charge for providing the drugs and that insurers might refuse to 
cover health care costs associated with receiving investigational 
drugs.78 Finally, patients should be alerted to the fact that right-to-
try laws shield companies and physicians from liability for negligent 
conduct in the course of supplying the drugs.79 

Second, the right-to-try process requires independent over-
sight. Writers concerned about right-to-try laws consider it “essential 
that some objective body have oversight, in the interest of patient 
safety and valid informed consent.”80 Nothing in right-to-try statutes 
bars physicians and drug companies from adding a layer of review 
to the process.81 Analysts urge physicians and companies to submit 
right-to-try requests and informed consent documents to an IRB or 
hospital ethics committee.82 Another possibility would be to 

 
 75. See Bateman-House, supra note 55. 
 76. See id. (noting that many drug companies do not support right-to-try laws, prefer-
ring to have patients’ investigational drug requests evaluated by FDA); Holbein et al., supra 
note 56, at 530 (FDA officials can help patient secure drugs from manufacturer).  
 77. See Jarow et al., supra note 57, at 3. 
 78. See Piel, supra note 44, at 293. 
 79. See Holly Fernandez Lynch et al., Promoting Patient Interests in Implementing the Fed-
eral Right to Try Act, 320 J. AM. MED. ASS’N. 869 (2018) (arguing that “patients should be 
informed of the drug’s investigational status; anticipated risks and benefits; statutory limi-
tations on the liability of a sponsor, manufacturer, prescriber, dispenser, and ‘other indi-
vidual entity’; and the existence of Expanded Access as an alternative pathway to secure 
access to investigational products”). 
 80. Alison Bateman-House, “Right to Try” is Law, Now What?: Part 2, HEALTH AFF. BLOG 
(Oct. 26, 2018), https://www.healthaffairs.org/do/10.1377/hblog20181025.301911/full. 
 81. See Roxland & Hurly, supra note 18. 
 82. Id.; see also Piel, supra note 44, at 295. In 2019, North Carolina expanded its right-
to-try statute to include access to investigational adult stem cell products. Among the new 
provisions is one requiring IRB oversight of cases involving the administration of investiga-
tional stem cells. 2019 N.C. Sess. Laws 70. 
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establish an independent group of specialized experts to review 
right-to-try materials.83 

The third area that requires attention is information collec-
tion. There is a shortage of information about outcomes among all 
patients who are receiving investigational drugs outside of research 
settings, including those participating in the FDA’s Expanded Ac-
cess Program.84 At this point, “we have no idea how many patients 
who use investigational drugs outside of clinical trials are helped or 
harmed.”85 Analysts call for intensified data reporting on patients 
receiving drugs through either expanded access or right-to-try re-
quests.86 They urge drug companies and nonprofit organizations to 
develop registries that collect information on investigational drug 
requests and patient outcomes.87 More of this information would 
enable physicians and drug companies, as well as IRBs and other 
oversight bodies, to provide higher-quality information to patients 
who are considering whether to try investigational drugs. 

B. Beyond the Formal Consent Process 

A last set of needed changes applies whenever patients are 
deciding whether to try investigational drugs. Patients do not come 
to the decision-making process as empty vessels. Instead, they bring 
preexisting ideas and expectations to the formal consent discussion. 
As Stephanie Solomon Cargill has observed, “the informed consent 
discussion is not an isolated encounter, but one that is influenced 
by communication that has come prior to and communication that 

 
 83. Piel, supra note 44, at 295; see also KELLY FOLKERS ET AL., FEDERAL RIGHT TO TRY: 
WHERE IS IT GOING?, HASTINGS CTR. REP. 26, 31 (Jan.-Feb. 2019) (“External monitoring by 
a third-party, independent watchdog may be an important mechanism for protecting pa-
tients” in right to try). For an extensive analysis of oversight issues, see generally Carolyn Riley 
Chapman et al., Oversight of Right-to-Try and Expanded Access Requests for Off-Trial Access to In-
vestigational Drugs, 42 ETHICS & HUM. RES. 1, 2 (2020). 
 84. Bateman-House, supra note 80. 
 85. Id. 
 86. Id.; see also Lynch et al., supra note 79, at 870 (calling for measures to ensure that 
doctors and drug companies report safety and other right-to-try outcome data to FDA). 
 87. FOLKERS ET AL., supra note 83, at 31 (recommending nonprofit organization-spon-
sored registry); Darshak Sanghavi et al., Individual Patient Expanded Access: Developing Princi-
ples for a Structural and Regulatory Framework, HEALTH AFF. BLOG (July 31, 2014), 
https://www.healthaffairs.org/do/10.1377/hblog20140731.040491/full (stating that ac-
cess policy should “encourage companies to release timely analysis of data from all 
[E]xpanded [A]ccess patients,” including “keep[ing] a database of the number of requests 
and outcomes”). 
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will come after it.”88 This background communication is powerful 
enough to interfere with the formal disclosure process, for “even 
with the clearest message, delivered in the most appropriate lan-
guage, contextual factors can prevent the information from being 
comprehended.”89 

Media reports, online discussions, communications with 
family and friends, and other informal sources shape patients’ con-
ceptions of what investigational drugs have to offer. These informal 
sources often present an inaccurate, incomplete, and misleading 
account, portraying investigational drugs as exciting “miracle 
cures” while downplaying drug failures and toxicities.90 This posi-
tive bias is starkly evident in the debate surrounding right-to-try 
laws.91 

Storytelling is a particularly effective way to deliver messages 
to the public.92 Right-to-try campaigns and media reports have been 
dominated by stories about patients who were helped by investiga-
tional drugs, as well as patients who died while trying to obtain 
them.93 Conversely, there are few stories about patients who failed 
to benefit from or were harmed by the drugs.94 Objective data shows 
that many more patients are in the latter groups.95 This imbalance 

 
 88. Stephanie Solomon Cargill, How Do We Really Communicate? Challenging the Assump-
tions Behind Informed Consent Interventions, 41 ETHICS & HUM. RES., 23, 28 (2019). 
 89. Id. at 27. 
 90. Michael Rosenblatt & Bruce Kuhlik, Principles and Challenges in Access to Experi-
mental Medicines, 313 J. AM. MED. ASS’N 2023, 2024 (2015). 
 91. Id. 
 92. See Jarow et al., supra note 57, at 178 (describing influence of family stories as way 
to place pressure on drug companies and FDA to allow patient access to investigational 
drugs); Holbein et al., supra note 56, at 526 (right-to-try laws were triggered by a “spate of 
stories chronicling terminally ill patients who were denied access to experimental drugs”); 
Rosenblatt & Kuhlik, supra note 90, at 2024 (noting that “public and media often find indi-
vidual pleas more compelling than the value of controlled trials”). As one contributor to 
debate over access to investigational interventions observed, patients’ stories “have the 
power to reach a public who has little understanding of the research enterprise.” Musa 
Meyer, When Clinical Trials Are Compromised: A Perspective from a Patient Advocate, 2 PLOS MED. 
1060, 1062 (2005). 
 93. E.g., Patti Parson, “Right to Try” Law Gives Terminal Patients Access to Drugs Not Ap-
proved by FDA, PBS (June 21, 2014), http://www.pbs.org/newshour/bb/right-try-law-gives-
terminal-patients-access-non-fda-approved-drugs; Kurtis Lee, “Right to Try Aims to Limit Bu-
reaucracy for Colorado’s Terminally Ill, DENVER POST (Apr. 1, 2014), http://www.den-
verpost.com/politics/ci_25463368/right-try-aims-limit-bureaucracy-colorados-terminally-
ill. 
 94. For examples of such stories, see Malinowski, supra note 71, at 645–53; Sanghavi, 
supra note 53. 
 95. Pope, supra note 56. 
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in patient stories fosters distorted perceptions of the therapeutic 
value of trying investigational drugs. 

Right-to-try discourse also oversimplifies the challenges in 
developing drugs that actually work.96 By implying that many more 
miracle drugs would be available if the FDA were less cautious about 
patient access, right-to-try supporters have misled patients and the 
public about how difficult it is to create safe and effective medica-
tions.97 

Similar biases are evident in popular media and other pub-
licity about investigational drugs in general.98 These biases can in-
fluence how patients in FDA-approved research and access path-
ways evaluate their prospects with investigational drugs, 
diminishing the impact of even high-quality consent materials.99 Ef-
forts to promote more accurate and balanced public messages 
about investigational drugs could promote more informed patient 
choices in these programs as well. 

Informed consent remains a work in progress. Efforts to pro-
mote patient understanding should continue, and more work is 
needed to improve the public conversation about how safe and ef-
fective drugs are developed. Nevertheless, the existing FDA rules 
governing patient decision making are vastly superior to the con-
sent provisions in right-to-try laws. Right-to-try patients deserve at 
least the same disclosure efforts that other patients receive. Without 
help, individual physicians are unlikely to supply the information 
patients need in right-to-try situations.100 In the absence of expert 
consultation and oversight, too many patients will make right-to-try 
requests without an adequate understanding of the potential con-
sequences of their choices. 
 
 96. See Holbein et al., supra note 56, at 531 (noting that the popularity of right to try 
“suggests that members of the general public and some lawmakers underappreciate the 
tenuous nature of drugs in development”); see also Chi Heem Wong et al., Estimation of Clin-
ical Trial Success Rates and Related Parameters, 20 BIOSTATISTICS 273, 282–283 (2019) (re-
porting on low rates of clinical trial success rates in drug development); David Gorski, “Right 
to Try” Laws and Dallas Buyers’ Club: Great Movie, Terrible for Patients and Terrible Policy, SCI.-
BASED MED. (Mar. 8, 2014), http://www.sciencebasedmedicine.org/right-to-try-laws-and-
dallas-buyers-club-great-movie-terrible-public-policy (explaining that, although right-to-try 
law supporters seem to believe that “there are ‘miracle drugs’ out there that we will have to 
wait years for because the FDA is too slow to approve them,” studies show that phase 1 drugs 
rarely produce significant benefits for patients). 
 97. Gorski, supra note 96. 
 98. FOLKERS ET AL., supra note 83, at 29. 
 99. Gorski, supra note 96. 
 100. Bateman-House, supra note 80. 
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