CONTENTS

PARTI

ONE
Two

THREE

PART I

Four

Five

Six

SEVEN

Sources
Acknowledgments

Preface

Protecting Human Subjects in Clinical Research:
A General Perspective

Situating research ethics: Revisiting Beecher and Jonas
Facing up to paternalism in research ethics

WITH A WERTHEIMER

Limits to research risks

WITH S JOFFE

Study Design

xiii

17

36

Psychiatric symptom-provoking studies: An ethical appraisal 51

WITH DL ROSENSTEIN

The ethical challenge of infection-inducing challenge
experiments

WITH C GRADY

Placebo-controlled trials in psychiatric research: An ethical

perspective
What makes placebo-controlled trials unethical?

WITH H BRODY

65

76
94



viii

EigHT

NINE

ELEVEN

TWELVE

Part III

THIRTEEN

FOURTEEN

FIFTEEN

SIXTEEN

SEVENTEEN

PART IV

EIGHTEEN

CONTENTS

Ethical issues concerning research in complementary and
alternative medicine 105

WITH EJ] EMANUEL, DL ROSENSTEIN, SE STRAUS

Sham surgery: An ethical analysis us

Benefit in phase 1 oncology trials: Therapeutic misconception
or reasonable treatment option? 131

WITH S JOFFE

Deception in research on the placebo effect 144

WITH D WENDLER, L SWARTZMAN

Debriefing and accountability in deceptive research 159

WITH JP GLUCK, D WENDLER

Therapeutic Orientation and Equipoise

Professional integrity in clinical research 177

WITH DL ROSENSTEIN, EG DERENZO

The therapeutic orientation to clinical trials 192

WITH DL ROSENSTEIN

A critique of clinical equipoise: Therapeutic misconception
in the ethics of clinical trials 199

WITH H BRODY

Clinical equipoise and the incoherence of research ethics 217

WITH H BRODY

Equipoise and the Dilemma of Randomized Clinical Trials 231

WITH S JOFFE

Consent

Evaluating the therapeutic misconception 243

WITH S8 JOFFE



NINETEEN

TWENTY
TWENTY ONE

TWENTY TwO

CONTENTS

Is it ethical to keep interim findings of randomized
controlled trials confidential?

WITH D WENDLER

Research on medical records without informed consent
Coverage with evidence development: Ethical issues
and policy implications

WITH SD PEARSON

The fair transaction model of informed consent;

An alternative to autonomous authorization

WITH A WERTHEIMER

Index

256

266

278

201

3o7



