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[These thoughts originate, in part, from discussions with and published remarks of Edmund Pellegrino, M.D., Professor Emeritus of Medicine and Medical Ethics, Georgetown University.]

You are participating in this workshop because you are seeking to become a more capable clinical investigator in oncology.  Doing so involves you transforming yourself from a well-educated physician to a well-educated and experienced physician-investigator. 

Your ongoing education is helping you prepare to assume this new role, with all of its associated authority and responsibility. One such responsibility, the focus of my presentation to you, involves you providing informed and compassionate care to people who are participants in your research studies.  To provide such care, you must respect the rights and welfare of your patient/subjects.  

· One manifestation of your respect for patients to whom you provide care involves your obtaining their permission before you invade their privacy by examining or treating them.  

· You must also seek to maximize the benefits to your patients that result from the care they receive from you while minimizing the risks associated with that care.  

· In addition, you must be fair in your dealings with your patients, by providing care to whomever asks for your care, if providing that care is appropriate and within your capability.

Respect, Beneficence, Justice.  These are the principles that govern the proper relationship between the physician and his/her patient.  These are the same principles that govern the proper relationship between the investigator and the research subject.

You and I do not have an inalienable right to do clinical research -- to put fellow human beings at risk in order to advance medical knowledge, or to develop our academic careers.  Only members of society give us this right.

For over 100 years society has given to a select few people -- clinical investigators -- a mandate.  This mandate permits clinical investigators to involve members of society in research projects.  The goals of these research projects are to develop a better understanding of diseases, to develop better treatments, and hopefully to improve the health and well-being of society.

Often, however, this research involving human subjects is risky.

Yet, if the research question is important and the answers cannot be obtained in any other way except to involve humans, then society has said:

"OK, do the research.  But do it safely, carefully and correctly.  And do it openly, not secretly.  Clinical investigator, clearly define what you want to do, justify its importance, and demonstrate that you are asking an answerable question and have the means to answer it correctly.  

"Define your safeguards to protect the research subject from adverse consequences of study participation, and demonstrate what information you plan to share with the subject to inform him or her as to what is involved in the research.  

"And show us that others whom we respect as knowledgeable, thoughtful, and caring people have reviewed your plans and agree that the research should proceed."

It is the Institutional Review Board for Clinical Investigation, the IRB, that typically represents this group of knowledgeable, thoughtful and caring people.

In the accompanying slides, you will find detailed information, and the relevant citations from the federal regulations, describing what we must do as investigators trying to advance knowledge while, of necessity, putting research subjects at risk of harm.  The risk of physical harm might be no greater than that encountered in the normal course of daily living of a healthy individual, commonly referred to as “minimal risk”. However, due to participation in the research project, a subject’s risk of loss of privacy would likely be greater than would occur if the person were not a research subject.

Much of what is presented in the slides and the associated documents concerns the process of obtaining the consent/authorization of a person to become a research subject.  Both Common Rule and Privacy Rule (HIPAA) requirements are described.  Also presented are the conditions that must be met for research involving human subjects to be declared not subject to or exempt from the Common Rule and exempt from or not subject to additional provisions of the Privacy Rule (HIPAA).

Select Regulations from 45CFR46, 21CFR50, 45CFR160, and 45CFR164
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45CFR46.116 General requirements for informed consent. 

Except as provided elsewhere in this policy, no investigator may involve a human being as a subject in research covered by this policy unless the investigator has obtained the legally effective informed consent of the subject or the subject's legally authorized representative. An investigator shall seek such consent only under circumstances that provide the prospective subject or the representative sufficient opportunity to consider whether or not to participate and that minimize the possibility of coercion or undue influence. The information that is given to the subject or the representative shall be in language understandable to the subject or the representative. No informed consent, whether oral or written, may include any exculpatory language through which the subject or the representative is made to waive or appear to waive any of the subject's legal rights, or releases or appears to release the investigator, the sponsor, the institution or its agents from liability for negligence.

(a) Basic elements of informed consent. Except as provided in paragraph (c) or (d) of this section, in seeking informed consent the following information shall be provided to each subject:

  (1) a statement that the study involves research, an explanation of the purposes of the research and the expected duration of the subject's participation, a description of the procedures to be followed, and identification of any procedures which are experimental;

  (2) a description of any reasonably foreseeable risks or discomforts to the subject;

  (3) a description of any benefits to the subject or to others which may reasonably be expected from the research;

  (4) a disclosure of appropriate alternative procedures or courses of treatment, if any, that might be advantageous to the subject;

  (5) a statement describing the extent, if any, to which confidentiality of records identifying the subject will be maintained;

  (6) for research involving more than minimal risk, an explanation as to whether any compensation and an explanation as to whether any medical treatments are available if injury occurs and, if so, what they consist of, or where further information may be obtained;

  (7) an explanation of whom to contact for answers to pertinent questions about the research and research subjects' rights, and whom to contact in the event of a research-related injury to the subject; and

  (8) a statement that participation is voluntary, refusal to participate will involve no penalty or loss of benefits to which the subject is otherwise entitled, and the subject may discontinue participation at any time without penalty or loss of benefits to which the subject is otherwise entitled.

(b) additional elements of informed consent. When appropriate, one or more of the following elements of information shall also be provided to each subject:

  (1) a statement that the particular treatment or procedure may involve risks to the subject (or to the embryo or fetus, if the subject is or may become pregnant) which are currently unforeseeable;

  (2) anticipated circumstances under which the subject's participation may be terminated by the investigator without regard to the subject's consent;

  (3) any additional costs to the subject that may result from participation in the research;

  (4) the consequences of a subject's decision to withdraw from the research and procedures for orderly termination of participation by the subject;

  (5) A statement that significant new findings developed during the course of the research which may relate to the subject's willingness to continue participation will be provided to the subject; and

  (6) the approximate number of subjects involved in the study.

(c) An IRB may approve a consent procedure which does not include, or which alters, some or all of the elements of informed consent set forth above, or waive the requirement to obtain informed consent provided the IRB finds and documents that:

  (1) the research or demonstration project is to be conducted by or subject to the approval of state or local government officials and is designed to study, evaluate, or otherwise examine: (i) public benefit or service programs; (ii) procedures for obtaining benefits or services under those programs; (iii) possible changes in or alternatives to those programs or procedures; or (iv) possible changes in methods or levels of payment for benefits or services under those programs; and

  (2) the research could not practicably be carried out without the waiver or alteration.

(d) An IRB may approve a consent procedure which does not include, or which alters, some or all of the elements of informed consent set forth in this section, or waive the requirements to obtain informed consent provided the IRB 

finds and documents that:

  (1) the research involves no more than minimal risk to the subjects;

  (2) the waiver or alteration will not adversely affect the rights and welfare of the subjects;

  (3) the research could not practicably be carried out without the waiver or alteration; and

  (4) whenever appropriate, the subjects will be provided with additional pertinent information after participation.

(e) The informed consent requirements in this policy are not intended to preempt any applicable Federal, State, or local laws which require additional information to be disclosed in order for informed consent to be legally effective.

(f) Nothing in this policy is intended to limit the authority of a physician to provide emergency medical care, to the extent the physician is permitted to do so under applicable Federal, State, or local law.

45CFR46.117 Documentation of informed consent.

(a) Except as provided in paragraph (c) of this section, informed consent shall be documented by the use of a written consent form approved by the IRB and signed by the subject or the subject's legally authorized representative. A copy shall be given to the person signing the form.

(b) Except as provided in paragraph (c) of this section, the consent form may be either of the following:

  (1) A written consent document that embodies the elements of informed consent required by §46.116. This form may be read to the subject or the subject's legally authorized representative, but in any event, the investigator shall give either the subject or the representative adequate opportunity to read it before it is signed; or

  (2) A short form written consent document stating that the elements of informed consent required by §46.116 have been presented orally to the subject or the subject's legally authorized representative. When this method is used, there shall be a witness to the oral presentation. Also, the IRB shall approve a written summary of what is to be said to the subject or the representative. Only the short form itself is to be signed by the subject or the representative. However, the witness shall sign both the short form and a copy of the summary, and the person actually obtaining consent shall sign a copy of the summary. A copy of the summary shall be given to the subject or the representative, in addition to a copy of the short form.

(c) An IRB may waive the requirement for the investigator to obtain a signed consent form for some or all subjects if it finds either:

  (1) That the only record linking the subject and the research would be the consent document and the principal risk would be potential harm resulting from a breach of confidentiality. Each subject will be asked whether the subject wants documentation linking the subject with the research, and the subject's wishes will govern; or

  (2) That the research presents no more than minimal risk of harm to subjects and involves no procedures for which written consent is normally required outside of the research context.  

In cases in which the documentation requirement is waived, the IRB may require the investigator to provide subjects with a written statement regarding the research.

~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~

21CFR50.20 General requirements for informed consent. Source: 46 FR 8951, Jan. 27, 1981, unless otherwise noted.
Except as provided in Secs. 50.23 and 50.24, no investigator may involve a human being as a subject in research covered by these regulations unless the investigator has obtained the legally effective informed consent of the subject or the subject's legally authorized  representative. An investigator shall seek such consent only under circumstances that provide the prospective subject or the representative sufficient opportunity to consider whether or not to participate and that minimize the possibility of coercion or undue influence. The information that is given to the subject or the representative shall be in language understandable to the subject or the representative. No informed consent, whether oral or written, may include any exculpatory language through which the subject or the representative is made to waive or appear to waive any of the subject's legal rights, or releases or appears to release the investigator, the sponsor, the institution, or its agents from liability for negligence.

21CFR50.23 Exception from general requirements.

    (a) The obtaining of informed consent shall be deemed feasible unless, before use of the test article (except as provided in paragraph (b) of this section), both the investigator and a physician who is not otherwise participating in the clinical investigation certify in writing all of the following:

    (1) The human subject is confronted by a life-threatening situation necessitating the use of the test article.

    (2) Informed consent cannot be obtained from the subject because of an inability to communicate with, or obtain legally effective consent from, the subject.

    (3) Time is not sufficient to obtain consent from the subject's legal representative.

    (4) There is available no alternative method of approved or generally recognized therapy that provides an equal or greater likelihood of saving the life of the subject.

    (b) If immediate use of the test article is, in the investigator`s opinion, required to preserve the life of the subject, and time is not sufficient to obtain the independent determination required in paragraph (a) of this section in advance of using the test article, the determinations of the clinical investigator shall be made and, within 5 working days after the use of the article, be reviewed and evaluated in writing by a physician who is not participating in the clinical investigation.

    (c) The documentation required in paragraph (a) or (b) of this section shall be submitted to the IRB within 5 working days after the use of the test article.

21CFR50.24 Exception from informed consent requirements for emergency research.

    (a) The IRB responsible for the review, approval, and continuing review of the clinical investigation described in this section may approve that investigation without requiring that informed consent of all research subjects be obtained if the IRB (with the concurrence of a licensed physician who is a member of or consultant to the IRB and who is not otherwise participating in the clinical investigation) finds and documents each of the following:

    (1) The human subjects are in a life-threatening situation, available treatments are unproven or unsatisfactory, and the collection of valid scientific evidence, which may include evidence obtained through randomized placebo-controlled investigations, is necessary to determine the safety and effectiveness of particular interventions.

    (2) Obtaining informed consent is not feasible because:

    (i) The subjects will not be able to give their informed consent as a result of their medical condition;

    (ii) The intervention under investigation must be administered before consent from the subjects` legally authorized representatives is feasible; and

    (iii) There is no reasonable way to identify prospectively the individuals likely to become eligible for participation in the clinical investigation.

    (3) Participation in the research holds out the prospect of direct benefit to the subjects because:

    (i) Subjects are facing a life-threatening situation that necessitates intervention;

    (ii) Appropriate animal and other preclinical studies have been conducted, and the information derived from those studies and related evidence support the potential for the intervention to provide a direct benefit to the individual subjects; and

    (iii) Risks associated with the investigation are reasonable in relation to what is known about the medical condition of the potential class of subjects, the risks and benefits of standard therapy, if any, and what is known about the risks and benefits of the proposed intervention or activity.

    (4) The clinical investigation could not practicably be carried out without the waiver.

    (5) The proposed investigational plan defines the length of the potential therapeutic window based on scientific evidence, and the investigator has committed to attempting to contact a legally authorized representative for each subject within that window of time and, if feasible, to asking the legally authorized representative contacted for consent within that window rather than proceeding without consent. The investigator will summarize efforts made to contact legally authorized 

representatives and make this information available to the IRB at the time of continuing review.

    (6) The IRB has reviewed and approved informed consent procedures and an informed consent document consistent with Sec. 50.25. These procedures and the informed consent document are to be used with subjects or their legally authorized representatives in situations where use of such procedures and documents is feasible. The IRB has reviewed and approved procedures and information to be used when providing an opportunity for a family member to object to a subject's participation in the clinical investigation consistent with paragraph (a)(7)(v) of this section.

    (7) Additional protections of the rights and welfare of the subjects will be provided, including, at least:

    (i) Consultation (including, where appropriate, consultation carried out by the IRB) with representatives of the communities in which the clinical investigation will be conducted and from which the subjects will be drawn;

    (ii) Public disclosure to the communities in which the clinical investigation will be conducted and from which the subjects will be drawn, prior to initiation of the clinical investigation, of plans for the investigation and its risks and expected benefits;

    (iii) Public disclosure of sufficient information following completion of the clinical investigation to apprise the community and researchers of the study, including the demographic characteristics of the research population, and its results;

    (iv) Establishment of an independent data monitoring committee to exercise oversight of the clinical investigation; and

    (v) If obtaining informed consent is not feasible and a legally authorized representative is not reasonably available, the investigator has committed, if feasible, to attempting to contact within the therapeutic window the subject's family member who is not a legally authorized representative, and asking whether he or she objects to the subject's participation in the clinical investigation. The investigator will summarize efforts made to contact family members and make this 

information available to the IRB at the time of continuing review.

    (b) The IRB is responsible for ensuring that procedures are in place to inform, at the earliest feasible opportunity, each subject, or if the subject remains incapacitated, a legally authorized representative of the subject, or if such a representative is not reasonably available, a family member, of the subject's inclusion in the clinical investigation, the details of the investigation and other information contained in the informed consent document. The IRB shall also ensure that there is a procedure to inform the subject, or if the subject remains incapacitated, a legally authorized representative of the subject, or if such a representative is not reasonably available, a family member, that he or she may discontinue the subject's participation at any time without penalty or loss of benefits to which the subject is otherwise entitled. If a legally authorized representative or family member is told about the clinical investigation and the subject's condition improves, the subject is also to be informed as soon as feasible. If a subject is entered into a clinical investigation with waived consent and the subject dies before a legally authorized representative or family member can be contacted, information about the clinical investigation is to be provided to the subject's legally authorized representative or family member, if feasible.

    (c) The IRB determinations required by paragraph (a) of this section and the documentation required by paragraph (e) of this section are to be retained by the IRB for at least 3 years after completion of the clinical investigation, and the records shall be accessible for inspection and copying by FDA in accordance with Sec. 56.115(b) of this chapter.

    (d) Protocols involving an exception to the informed consent requirement under this section must be performed under a separate investigational new drug application (IND) or investigational device exemption (IDE) that clearly identifies such protocols as protocols that may include subjects who are unable to consent. The submission of those protocols in a separate IND/IDE is required even if an IND for the same drug product or an IDE for the same device already exists. Applications for investigations under this section may not be submitted as amendments under Secs. 312.30 or 812.35 of this chapter.

    (e) If an IRB determines that it cannot approve a clinical investigation because the investigation does not meet the criteria in the exception provided under paragraph (a) of this section or because of other relevant ethical concerns, the IRB must document its findings and provide these findings promptly in writing to the clinical investigator and to the sponsor of the clinical investigation. The sponsor of the clinical investigation must promptly disclose this information to FDA and to the sponsor's clinical investigators who are participating or are asked to participate in this or a substantially equivalent clinical investigation of the sponsor, and to other IRBs that have been, or are, asked to review this or a substantially equivalent investigation by that sponsor.

Subpart B--Informed Consent of Human Subjects

21CFR50.25 Elements of informed consent.

(a) Basic elements of informed consent. In seeking informed consent, the following information shall be provided to each subject:

    (1) A statement that the study involves research, an explanation of the purposes of the research and the expected duration of the subject's participation, a description of the procedures to be followed, and identification of any procedures which are experimental.

    (2) A description of any reasonably foreseeable risks or discomforts to the subject.

    (3) A description of any benefits to the subject or to others which may reasonably be expected from the research.

    (4) A disclosure of appropriate alternative procedures or courses of treatment, if any, that might be advantageous to the subject.

    (5) A statement describing the extent, if any, to which confidentiality of records identifying the subject will be maintained and that notes the possibility that the Food and Drug Administration may inspect the records.

    (6) For research involving more than minimal risk, an explanation as to whether any compensation and an explanation as to whether any medical treatments are available if injury occurs and, if so, what they consist of, or where further information may be obtained.

    (7) An explanation of whom to contact for answers to pertinent questions about the research and research subjects` rights, and whom to contact in the event of a research-related injury to the subject.

    (8) A statement that participation is voluntary, that refusal to participate will involve no penalty or loss of benefits to which the subject is otherwise entitled, and that the subject may discontinue participation at any time without penalty or loss of benefits to which the subject is otherwise entitled.

    (b) Additional elements of informed consent. When appropriate, one or more of the following elements of information shall also be provided to each subject:

    (1) A statement that the particular treatment or procedure may involve risks to the subject (or to the embryo or fetus, if the subject is or may become pregnant) which are currently unforeseeable.

    (2) Anticipated circumstances under which the subject's participation may be terminated by the investigator without regard to the subject's consent.

    (3) Any additional costs to the subject that may result from participation in the research.

    (4) The consequences of a subject's decision to withdraw from the research and procedures for orderly termination of participation by the subject.

    (5) A statement that significant new findings developed during the course of the research which may relate to the subject's willingness to continue participation will be provided to the subject.

    (6) The approximate number of subjects involved in the study.

    (c) The informed consent requirements in these regulations are not intended to preempt any applicable Federal, State, or local laws which require additional information to be disclosed for informed consent to be legally effective.

    (d) Nothing in these regulations is intended to limit the authority of a physician to provide emergency medical care to the extent the physician is permitted to do so under applicable Federal, State, or local law.

21CFR50.27 Documentation of informed consent.

(a) Except as provided in Sec. 56.109(c), informed consent shall be documented by the use of a written consent form approved by the IRB and signed and dated by the subject or the subject's legally authorized representative at the time of consent. A copy shall be given to the person signing the form.

    (b) Except as provided in Sec. 56.109(c), the consent form may be either of the following:

    (1) A written consent document that embodies the elements of informed consent required by Sec. 50.25. This form may be read to the subject or the subject's legally authorized representative, but, in any event, the investigator shall give either the subject or the representative adequate opportunity to read it before it is signed.

    (2) A short form written consent document stating that the elements of informed consent required by Sec. 50.25 have been presented orally to the subject or the subject's legally authorized representative. When this method is used, there shall be a witness to the oral presentation. 

Also, the IRB shall approve a written summary of what is to be said to the subject or the representative. Only the short form itself is to be signed by the subject or the representative. However, the witness shall sign both the short form and a copy of the summary, and the person actually obtaining the consent shall sign a copy of the summary. A copy of the summary shall be given to the subject or the representative in addition to a copy of the short form. [46 FR 8951, Jan. 27, 1981, as amended at 61 FR 57280, Nov. 5, 1996]

Subpart D--Additional Safeguards for Children in Clinical Investigations

21CFR50.50 IRB duties.  Source: 66 FR 20598, Apr. 24, 2001, unless otherwise noted.

In addition to other responsibilities assigned to IRBs under this part and part 56 of this chapter, each IRB must review clinical investigations involving children as subjects covered by this subpart D and approve only those clinical investigations that satisfy the criteria described in Sec. 50.51, Sec. 50.52, or Sec. 50.53 and the conditions of all other applicable sections of this subpart D.

21CFR50.51 Clinical investigations not involving greater than minimal risk.

    Any clinical investigation within the scope described in Secs. 50.1 and 56.101 of this chapter in which no greater than minimal risk to children is presented may involve children as subjects only if the IRB finds and documents that adequate provisions are made for soliciting the assent of the children and the permission of their parents or guardians as set forth in Sec. 50.55.

21CFR50.52 Clinical investigations involving greater than minimal risk but presenting the prospect of direct benefit to individual subjects.

Any clinical investigation within the scope described in Secs. 50.1 and 56.101 of this chapter in which more than minimal risk to children is presented by an intervention or procedure that holds out the prospect of direct benefit for the individual subject, or by a monitoring procedure that is likely to contribute to the subject's well-being, may involve children as subjects only if the IRB finds and documents that:

    (a) The risk is justified by the anticipated benefit to the subjects;

    (b) The relation of the anticipated benefit to the risk is at least as favorable to the subjects as that presented by available alternative approaches; and

    (c) Adequate provisions are made for soliciting the assent of the children and permission of their parents or guardians as set forth in Sec. 50.55.

21CFR 50.53 Clinical investigations involving greater than minimal risk and no prospect of direct benefit to individual subjects, but likely to yield generalizable knowledge about the subjects' disorder or condition.

    Any clinical investigation within the scope described in Secs. 50.1 and 56.101 of this chapter in which more than minimal risk to children is presented by an intervention or procedure that does not hold out the prospect of direct benefit for the individual subject, or by a monitoring procedure that is not likely to contribute to the well-being of the subject, may involve children as subjects only if the IRB finds and documents that:

    (a) The risk represents a minor increase over minimal risk;

    (b) The intervention or procedure presents experiences to subjects that are reasonably commensurate with those inherent in their actual or expected medical, dental, psychological, social, or educational situations;

    (c) The intervention or procedure is likely to yield generalizable knowledge about the subjects` disorder or condition that is of vital importance for the understanding or amelioration of the subjects` disorder or condition; and

    (d) Adequate provisions are made for soliciting the assent of the children and permission of their parents or guardians as set forth in Sec. 50.55.

21CFR50.54 Clinical investigations not otherwise approvable that present an opportunity to understand, prevent, or alleviate a serious problem affecting the health or welfare of children.

If an IRB does not believe that a clinical investigation within the scope described in Secs. 50.1 and 56.101 of this chapter and involving children as subjects meets the requirements of Sec. 50.51, Sec. 50.52, or Sec. 50.53, the clinical investigation may proceed only if:

    (a) The IRB finds and documents that the clinical investigation presents a reasonable opportunity to further the understanding, prevention, or alleviation of a serious problem affecting the health or welfare of children; and

    (b) The Commissioner of Food and Drugs, after consultation with a panel of experts in pertinent disciplines (for example: science, medicine, education, ethics, law) and following opportunity for public review and comment, determines either:

    (1) That the clinical investigation in fact satisfies the conditions of Sec. 50.51, Sec. 50.52, or Sec. 50.53, as applicable, or

    (2) That the following conditions are met:

    (i) The clinical investigation presents a reasonable opportunity to further the understanding, prevention, or alleviation of a serious problem affecting the health or welfare of children;

    (ii) The clinical investigation will be conducted in accordance with sound ethical principles; and

    (iii) Adequate provisions are made for soliciting the assent of children and the permission of their parents or guardians as set forth in Sec. 50.55.

21CFR 50.55 Requirements for permission by parents or guardians and for assent by children.

(a) In addition to the determinations required under other applicable sections of this subpart D, the IRB must determine that adequate provisions are made for soliciting the assent of the children when in the judgment of the IRB the children are capable of providing assent.

    (b) In determining whether children are capable of providing assent, the IRB must take into account the ages, maturity, and psychological state of the children involved. This judgment may be made for all children to be involved in clinical investigations under a particular protocol, or for each child, as the IRB deems appropriate.

    (c) The assent of the children is not a necessary condition for proceeding with the clinical investigation if the IRB determines:

    (1) That the capability of some or all of the children is so limited that they cannot reasonably be consulted, or

    (2) That the intervention or procedure involved in the clinical investigation holds out a prospect of direct benefit that is important to the health or well-being of the children and is available only in the context of the clinical investigation.

    (d) Even where the IRB determines that the subjects are capable of assenting, the IRB may still waive the assent requirement if it finds and documents that:

    (1) The clinical investigation involves no more than minimal risk to the subjects;

    (2) The waiver will not adversely affect the rights and welfare of the subjects;

    (3) The clinical investigation could not practicably be carried out without the waiver; and

    (4) Whenever appropriate, the subjects will be provided with additional pertinent information after participation.

    (e) In addition to the determinations required under other applicable sections of this subpart D, the IRB must determine that the permission of each child's parents or guardian is granted.

    (1) Where parental permission is to be obtained, the IRB may find that the permission of one parent is sufficient, if consistent with State law, for clinical investigations to be conducted under Sec. 50.51 or Sec. 50.52.

    (2) Where clinical investigations are covered by Sec. 50.53 or 

Sec. 50.54 and permission is to be obtained from parents, both parents must give their permission unless one parent is deceased, unknown, incompetent, or not reasonably available, or when only one parent has legal responsibility for the care and custody of the child if consistent with State law.

    (f) Permission by parents or guardians must be documented in accordance with and to the extent required by Sec. 50.27.

    (g) When the IRB determines that assent is required, it must also determine whether and how assent must be documented.

21CFR 50.56 Wards.

(a) Children who are wards of the State or any other agency, institution, or entity can be included in clinical investigations approved under Sec. 50.53 or Sec. 50.54 only if such clinical investigations are:

    (1) Related to their status as wards; or

    (2) Conducted in schools, camps, hospitals, institutions, or similar settings in which the majority of children involved as subjects are not wards.

    (b) If the clinical investigation is approved under paragraph (a) of this section, the IRB must require appointment of an advocate for each child who is a ward.

    (1) The advocate will serve in addition to any other individual acting on behalf of the child as guardian or in loco parentis.

    (2) One individual may serve as advocate for more than one child.

    (3) The advocate must be an individual who has the background and experience to act in, and agrees to act in, the best interest of the child for the duration of the child's participation in the clinical investigation.

    (4) The advocate must not be associated in any way (except in the role as advocate or member of the IRB) with the clinical investigation, the investigator(s), or the guardian organization.

~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~

45CFR160.102 Applicability. 

 (a) Except as otherwise provided, the standards, requirements, and implementation specifications adopted under this subchapter apply to the following entities: 

     (1) A health plan. 

     (2) A health care clearinghouse. 

     (3) A health care provider who transmits any health information in electronic form in connection with a transaction covered by this subchapter. 

45CFR160.103 Definitions. 

Except as otherwise provided, the following definitions apply to this subchapter: 

Business associate:

(1) Except as provided in paragraph (2) of this definition, business associate means, with respect to a covered entity, a person who: 

(i) On behalf of such covered entity or of an organized health care arrangement (as defined in § 164.501 of this subchapter) in which the covered entity participates, but other than in the capacity of a member of the workforce of such covered entity or arrangement, performs, or assists in the performance of: 

(A) A function or activity involving the use or disclosure of individually identifiable health information, including claims processing or administration, data analysis, processing or administration, utilization review, quality assurance, billing, benefit management, practice management, and repricing; or 

(B) Any other function or activity regulated by this subchapter; or 

(ii) Provides, other than in the capacity of a member of the workforce of such covered entity, legal, actuarial, accounting, consulting, data aggregation (as defined in § 164.501 of this subchapter), management, administrative, accreditation, or financial services to or for such covered entity, or to or for an organized health care arrangement in which the covered entity participates, where the provision of the service involves the disclosure of individually identifiable health information from such covered entity or arrangement, or from another business associate of such covered entity or arrangement, to the person. 

(2) A covered entity participating in an organized health care arrangement that performs a function or activity as described by paragraph (1)(i) of this definition for or on behalf of such organized health care arrangement, or that provides a service as described in paragraph (1)(ii) of this definition to or for such organized health care arrangement, does not, simply through the performance of such function or activity or the provision of such service, become a business associate of other covered entities participating in such organized health care arrangement. 

 (3) A covered entity may be a business associate of another covered entity. 

Compliance date means the date by which a covered entity must comply with a standard, implementation specification, requirement, or modification adopted under this subchapter. 

Covered entity means: 

(1) A health plan. 

(2) A health care clearinghouse. 

(3) A health care provider who transmits any health information in electronic form in connection with a transaction

     covered by this subchapter.

Health care means care, services, or supplies related to the health of an individual. Health care includes, but is not limited to,

the following: 

(1) Preventive, diagnostic, therapeutic, rehabilitative, maintenance, or palliative care, and counseling, service, assessment, or procedure with respect to the physical or mental condition, or functional status, of an individual or that affects the structure or function of the body; and 

(2) Sale or dispensing of a drug, device, equipment, or other item in accordance with a prescription. 

Health care clearinghouse means a public or private entity, including a billing service, repricing company, community health management information system or community health information system, and “value-added” networks and switches, that does either of the following functions:

(1) Processes or facilitates the processing of health information received from another entity in a nonstandard format or containing nonstandard data content into standard data elements or a standard transaction. 

(2) Receives a standard transaction from another entity and processes or facilitates the processing of health information into nonstandard format or nonstandard data content for the receiving entity. 

Health care provider means a provider of services (as defined in section 1861(u) of the Act, 42 U.S.C. 1395x(u)), a provider of medical or health services (as defined in section 1861(s) of the Act, 42 U.S.C. 1395x(s)), and any other person or organization who furnishes, bills, or is paid for health care in the normal course of business. 

Health information means any information, whether oral or recorded in any form or medium, that: 

(1) Is created or received by a health care provider, health plan, public health authority, employer, life insurer, school or university, or health care clearinghouse; and 

(2) Relates to the past, present, or future physical or mental health or condition of an individual; the provision of health care to an individual; or the past, present, or future payment for the provision of health care to an individual.

Individually identifiable health information is information that is a subset of health information, including demographic information collected from an individual, and:

(1)  Is created or received by a health care provider, health plan, employer, or health care clearinghouse; and

(2)  Relates to the past, present, or future physical or mental health or condition of an individual; the provision of health care to an individual; or the past, present, or future payment for the provision of health care to an individual; and

(i)
That identifies the individual; or

(ii) With respect to which there is a reasonable basis to believe the information can be used to identify the individual.

45CFR164.501 Definitions. 

As used in this subpart, the following terms have the following meanings: 

Covered functions means those functions of a covered entity the performance of which makes the entity a health plan, health care provider, or health care clearinghouse. 

Designated record set means: 

(1) A group of records maintained by or for a covered entity that is: 

(i) The medical records and billing records about individuals maintained by or for a covered health care provider; 

(ii) The enrollment, payment, claims adjudication, and case or medical management record systems maintained by or for a health plan; or 

(iii) Used, in whole or in part, by or for the covered entity to make decisions about individuals. 

(2) For purposes of this paragraph, the term record means any item, collection, or grouping of information that includes protected health information and is maintained, collected, used, or disseminated by or for a covered entity. 

Disclosure means the release, transfer, provision of access to, or divulging in any other manner of information outside the entity holding the information. 

Health care operations means any of the following activities of the covered entity to the extent that the activities are related to covered functions: 

(1) Conducting quality assessment and improvement activities, including outcomes evaluation and development of clinical guidelines, provided that the obtaining of generalizable knowledge is not the primary purpose of any studies resulting from such activities; population-based activities relating to improving health or reducing health care costs, protocol development, case management and care coordination, contacting of health care providers and patients with information about treatment alternatives; and related functions that do not include treatment; 

(2) Reviewing the competence or qualifications of health care professionals, evaluating practitioner and provider performance, health plan performance, conducting training programs in which students, trainees, or practitioners in areas of health care learn under supervision to practice or improve their skills as health care providers, training of non-health care professionals, accreditation, certification, licensing, or credentialing activities; 

(3) Underwriting, premium rating, and other activities relating to the creation, renewal or replacement of a contract of health insurance or health benefits, and ceding, securing, or placing a contract for reinsurance of risk relating to claims for health care (including stop-loss insurance and excess of loss insurance), provided that the requirements of § 164.514(g) are met, if applicable; 

(4) Conducting or arranging for medical review, legal services, and auditing functions, including fraud and abuse detection and compliance programs; 

(5) Business planning and development, such as conducting cost-management and planning-related analyses related to managing and operating the entity, including formulary development and administration, development or improvement of methods of payment or coverage policies; and 

(6) Business management and general administrative activities of the entity, including, but not limited to: 

(i) Management activities relating to implementation of and compliance with the requirements of this subchapter; 

(ii) Customer service, including the provision of data analyses for policy holders, plan sponsors, or other customers, provided that protected health information is not disclosed to such policy holder, plan sponsor, or customer. 

(iii) Resolution of internal grievances; 

(iv) The sale, transfer, merger, or consolidation of all or part of the covered entity with another covered entity, or an entity that following such activity will become a covered entity and due diligence related to such activity; and 

(v) Consistent with the applicable requirements of § 164.514, creating de- identified health information or a limited data set, and fundraising for the benefit of the covered entity.  

Individual means the person who is the subject of protected health information. 

Protected health information means individually identifiable health information: 

(1) Except as provided in paragraph (2) of this definition, that is: 

(i) Transmitted by electronic media; 

(ii) Maintained in any medium described in the definition of electronic media at § 162.103 of this subchapter; or 

(iii) Transmitted or maintained in any other form or medium. 

(2) Protected health information excludes individually identifiable health information in: 

(i) Education records covered by the Family Educational Rights and Privacy Act, as amended, 20 U.S.C. 1232g; 

(ii) Records described at 20 U.S.C. 1232g(a)(4)(B)(iv); and

(iii) Employment records held by a covered entity in its role as employer.

Psychotherapy notes means notes recorded (in any medium) by a health care provider who is a mental health professional documenting or analyzing the contents of conversation during a private counseling session or a group, joint, or family counseling session and that are separated from the rest of the individual’s medical record. Psychotherapy notes excludes medication prescription and monitoring, counseling session start and stop times, the modalities and frequencies of treatment furnished, results of clinical tests, and any summary of the following items: diagnosis, functional status, the treatment plan, symptoms, prognosis, and progress to date. 

Public health authority means an agency or authority of the United States, a State, a territory, a political subdivision of a State or territory, or an Indian tribe, or a person or entity acting under a grant of authority from or contract with such public agency, including the employees or agents of such public agency or its contractors or persons or entities to whom it has granted authority, that is responsible for public health matters as part of its official mandate. 

Required by law means a mandate contained in law that compels an entity to make a use or disclosure of protected health information and that is enforceable in a court of law. Required by law includes, but is not limited to, court orders and court- ordered warrants; subpoenas or summons issued by a court, grand jury, a governmental or tribal inspector general, or an administrative body authorized to require the production of information; a civil or an authorized investigative demand; Medicare conditions of participation with respect to health care providers participating in the program; and statutes or regulations that require the production of information, including statutes or regulations that require such information if payment is sought under a government program providing public benefits. 

Research means a systematic investigation, including research development, testing, and evaluation, designed to develop or contribute to generalizable knowledge. 

Treatment means the provision, coordination, or management of health care and related services by one or more health care providers, including the coordination or management of health care by a health care provider with a third party; consultation between health care providers relating to a patient; or the referral of a patient for health care from one health care provider to another. 

Use means, with respect to individually identifiable health information, the sharing, employment, application, utilization, examination, or analysis of such information within an entity that maintains such information. 

45CFR164.508(b) Uses and disclosures for which an authorization is required. 

 (b) Implementation specifications: general requirements. 

(4) Prohibition on conditioning of authorizations. A covered entity may not condition the provision to an individual of treatment, payment, enrollment in the health plan, or eligibility for benefits on the provision of an authorization, except: 

(i) A covered health care provider may condition the provision of research-related treatment on provision of an authorization  for the use or disclosure of protected health information for such research under this section; 

(5) Revocation of authorizations. An individual may revoke an authorization provided under this section at any time, provided that the revocation is in writing, except to the extent that: 

(i) The covered entity has taken action in reliance thereon; or 

(6) Documentation. A covered entity must document and retain any signed authorization under this section as required by § 164.530(j). 

 (c) Implementation specifications: core elements and requirements. 

(1) Core elements. A valid authorization under this section must contain at least the following elements: 

(i) A description of the information to be used or disclosed that identifies the information in a specific and meaningful fashion; 

(ii) The name or other specific identification of the person(s), or class of persons, authorized to make the requested use or disclosure; 

(iii) The name or other specific identification of the person(s), or class of persons, to whom the covered entity may make the requested use or disclosure; 

(iv) A description of each purpose of the requested use or disclosure.  The statement “at the request of the individual” is a sufficient description of the purpose when an individual initiates the authorization and does not, or elects not to, provide a statement of the purpose.

(v) An expiration date or an expiration event that relates to the individual or the purpose of the use or disclosure. The statement “end of the research study,” “none” or similar language is sufficient if the authorization is for a use or disclosure of protected health information for research, including for the creation and maintenance of a research database or research repository. 

(vi) Signature of the individual and date.  If the authorization is signed by a personal representative of the individual, a description of such representative’s authority to act for the individual must also be provided. 

(2) Required statements.  In addition to the core elements, the authorization must contain statements adequate to place the individual on notice of all of the following:

(i) The individual’s right to revoke the authorization in writing, and:

(A) The exceptions to the right to revoke and a description of how the individual may revoke the authorization

(3) Plain language requirement. The authorization must be written in plain language. 

 (4) Copy to the individual.  If a covered entity seeks an authorization from an individual for a use or disclosure of protected health information, the covered entity must provide the individual with a copy of the signed authorization. 

45CFR164.512 Uses and disclosures for which an authorization or opportunity to agree or object is not required. 

(b) Standard: uses and disclosures for public health activities. 

(1) Permitted disclosures. A covered entity may disclose protected health information for the public health activities and purposes described in this paragraph to: 

(iii) A person subject to the jurisdiction of the Food and Drug Administration (FDA) with respect to an FDA-regulated product or activity for which that person has responsibility, for the purpose of activities related to the quality, safety or effectiveness of such FDA-regulated product or activity.  Such purposes include: 

(A) To collect or report adverse events (or similar activities with respect to food or dietary supplements), product defects or problems (including problems with the use or labeling of product), or biological product deviations; 

(B) To track FDA-regulated products; 

(C) To enable product recalls, repairs, or replacement, or lookback (including locating and notifying individuals who have received products that have been recalled, withdrawn, or are the subject of lookback); or

(D) To conduct post marketing surveillance;

(i) Standard: uses and disclosures for research purposes. 

     (1) Permitted uses and disclosures. A covered entity may use or disclose protected health information for research, regardless of the source of funding of the research, provided that: 

          
(i) Board approval of a waiver of authorization. The covered entity obtains documentation that an alteration to or waiver, in whole or in part, of the individual authorization required by §164.508 for use or disclosure of protected health information has been approved by either: 

(A) An Institutional Review Board (IRB)

(B) A privacy board

(ii) Reviews preparatory to research. The covered entity obtains from the researcher representations that: 

(A) Use or disclosure is sought solely to review protected health information as necessary to prepare a research protocol or for similar purposes preparatory to research; 

(B) No protected health information is to be removed from the covered entity by the researcher in the course of the review; and 

(C) The protected health information for which use or access is sought is necessary for the research purposes. 

(iii) Research on decedent’s information. The covered entity obtains from the researcher: 

(A) Representation that the use or disclosure sought is solely for research on the protected health information of decedents; 

(B) Documentation, at the request of the covered entity, of the death of such individuals; and 

(C) Representation that the protected health information for which use or disclosure is sought is necessary for the research purposes. 

(2) Documentation of waiver approval. For a use or disclosure to be permitted based on documentation of approval of an alteration or waiver, under paragraph (i)(1)(i) of this section, the documentation must include all of the following: 

(i) Identification and date of action. A statement identifying the IRB or privacy board and the date on which the alteration or waiver of authorization was approved; 

(ii) Waiver criteria. A statement that the IRB or privacy board has determined that the alteration or waiver, in whole or in part, of authorization satisfies the following criteria: 

(A) The use or disclosure of protected health information involves no more than a minimal risk to the privacy of individuals, based on, at least, the presence of the following elements:; 

(1) An adequate plan to protect the identifiers from improper use and disclosure;

(2) An adequate plan to destroy the identifiers at the earliest opportunity consistent  with conduct of the research, unless there is a health or research justification for retaining the identifiers or such retention is otherwise required by law; and

(3) Adequate written assurances that the protected health information will not be reused or disclosed to any other person or entity, except as required by law, for authorized oversight of the research study, or for other research for which the use or disclosure of protected health information would be permitted by this subpart;

(B) The research could not practicably be conducted without the waiver or alteration ; and 

(C) The research could not practicably be conducted without access to and use of the protected health information; 

(iii) Protected health information needed. A brief description of the protected health information for which use or access has been determined to be necessary by the IRB or privacy board has determined, pursuant to paragraph (i)(2)(ii)(C) of this section; 

(iv) Review and approval procedures. A statement that the alteration or waiver of authorization has been reviewed and approved under either normal or expedited review procedures

(v) Required signature. The documentation of the alteration or waiver of authorization must be signed by the chair or other member, as designated by the chair, of the IRB or the privacy board, as applicable. 

45CFR164.514 Other requirements relating to uses and disclosures of protected health information. 

 (a) Standard: de-identification of protected health information. Health information that does not identify an individual and with respect to which there is no reasonable basis to believe that the information can be used to identify an individual is not individually identifiable health information. 

(b) Implementation specifications: requirements for de-identification of protected health information. A covered entity may determine that health information is not individually identifiable health information only if: 

     (1) A person with appropriate knowledge of and experience with generally accepted statistical and scientific principles and methods for rendering information not individually identifiable: 

(i) Applying such principles and methods, determines that the risk is very small that the information could be used, alone or in combination with other reasonably available information, by an anticipated recipient to identify an individual who is a subject of the information; and 

(ii) Documents the methods and results of the analysis that justify such determination; or 

     (2)(i) The following identifiers of the individual or of relatives, employers, or household members of the individual, are removed: 

(A) Names; 

(B) All geographic subdivisions smaller than a State, including street address, city, county, precinct, zip code, and their equivalent geocodes, except for the initial three digits of a zip code if, according to the current publicly available data from the Bureau of the Census: 

(1) The geographic unit formed by combining all zip codes with the same three initial digits contains more than 20,000 people; and 

(2) The initial three digits of a zip code for all such geographic units containing 20,000 or fewer people is changed to 000. 

(C) All elements of dates (except year) for dates directly related to an individual, including birth date, admission date, discharge date, date of death; and all ages over 89 and all elements of dates (including year) indicative of such age, except that such ages and elements may be aggregated into a single category of age 90 or older; 

(D) Telephone numbers; 

(E) Fax numbers; 

(F) Electronic mail addresses; 

(G) Social security numbers; 

(H) Medical record numbers; 

               (I) Health plan beneficiary numbers; 

               (J) Account numbers; 

               (K) Certificate/license numbers; 

               (L) Vehicle identifiers and serial numbers, including license plate numbers; 

               (M) Device identifiers and serial numbers; 

               (N) Web Universal Resource Locators (URLs); 

               (O) Internet Protocol (IP) address numbers; 

               (P) Biometric identifiers, including finger and voice prints; 

               (Q) Full face photographic images and any comparable images; and 

               (R) Any other unique identifying number, characteristic, or code except as permitted by paragraph (c) of this section; and 

(ii) The covered entity does not have actual knowledge that the information could be used alone or in

          combination with other information to identify an individual who is a subject of the information. 

(c) Implementation specifications: re-identification. A covered entity may assign a code or other means of record identification to allow information de-identified under this section to be re-identified by the covered entity, provided that: 

     (1) Derivation. The code or other means of record identification is not derived from or related to information

     about the individual and is not otherwise capable of being translated so as to identify the individual; and 

     (2) Security. The covered entity does not use or disclose the code or other means of record identification for any

     other purpose, and does not disclose the mechanism for re-identification. 

(d)(1) Standard: minimum necessary requirements.

(3) Implementation specification: minimum necessary disclosures of protected health information. 

(iii) A covered entity may rely, if such reliance is reasonable under the circumstances, on a requested disclosure as the minimum necessary for the stated purpose when:

(D) Documentation or representations that comply with the applicable requirements of § 164.512(i) have been provided by a person requesting the information for research purposes. 

(e)(1) Standard:  limited data set.

A limited data set is protected health information that excludes the following direct identifiers of the individual or of relatives, employers, or household members of the individual:

          (i) Names;

          (ii) Postal address information, other than town or city, State, and zip code;

          (iii) Telephone numbers;

          (iv) Fax numbers;

          (v) Electronic mail addresses;

          (vi) Social security numbers;

          (vii) Medical record numbers;

          (viii) Health plan beneficiary numbers;

          (ix) Account numbers;

          (x) Certificate/license numbers;

          (xi) Vehicle identifiers and serial numbers, including license plate numbers;

          (xii) Device identifiers and serial numbers;

          (xiii) Web Universal Resource Locators (URLs);

          (xiv) Internet Protocol (IP) address numbers; 

          (xv) Biometric identifiers, including finger and voice prints; and

          (xvi) Full face photographic images and any comparable images.

     (3) Implementation specification:  Permitted purposes for uses and disclosures.  

(i) A covered entity may use or disclose a limited data set under paragraph (e)(1) of this section only for the purposes of research, public health, or health care operations.  

(ii) A covered entity may use protected health information to create a limited data set that meets the requirements of paragraphs (e)(2) of this section, or disclose protected health information only to a business associate for such purpose, whether or not the limited data set is to be used by the covered entity.  

     (4) Implementation specifications:  Data use agreement.  

(i) Agreement required.  A covered entity may use or disclose a limited data set under paragraph (e)(1) of this section only if the covered entity obtains satisfactory assurance, in the form of a data use agreement that meets the requirements of this section, that the limited data set recipient will only use or disclose the protected health information for limited purposes.

(ii) Contents.  A data use agreement between the covered entity and the limited data set recipient must:

(A) Establish the permitted uses and disclosures of such information by the limited data set recipient consistent with paragraph (e)(3) of this section.  The data use agreement may not authorize the limited data set recipient to use or further disclose the information in a manner that would violate the requirements of this subpart, if done by the covered entity;

(B) Establish who is permitted to use or receive the limited data set; and

(C) Provide that the limited data set recipient will:

(1) Not use or further disclose the information other than as permitted by the data use agreement or as otherwise required by law;

(2) Use appropriate safeguards to prevent use or disclosure of the information other than as provided for by the data use agreement;

(3) Report to the covered entity any use or disclosure of the information not provided for by its data use agreement of which it becomes aware;

(4) Ensure that any agents, including a subcontractor, to whom it provides the limited data set agrees to the same restrictions and conditions that apply to the limited data set recipient with respect to such information; and

(5) Not identify the information or contact the individuals

45CFR164.524 Access of individuals to protected health information. 

 (2) Unreviewable grounds for denial. A covered entity may deny an individual access without providing the individual an opportunity for review, in the following circumstances. 

(iii) An individual’s access to protected health information created or obtained by a covered health care provider in the course of research that includes treatment may be temporarily suspended for as long as the research is in progress, provided that the individual has agreed to the denial of access when consenting to participate in the research that includes treatment, and the covered health care provider has informed the individual that the right of access will be reinstated upon completion of the research. 

45CFR164.532 Transition provisions. 

(c) Implementation specification:  Effect of prior permission for research.  A covered entity may, to the extent allowed by one of the following permissions, use or disclose, for research, protected health information that it created or received either before or after the applicable compliance date of this subpart, provided the covered entity has obtained, prior to the applicable compliance date, either:

(1) The authorization or other express legal permission from an individual to use or disclose protected health information for the research study;

(2) The informed consent of the individual to participate in the research study; or 

(3) A waiver, by an IRB, of informed consent for the research provided that a covered entity must obtain authorization in accordance with § 164.508 if, after the compliance date, informed consent is sought from an individual participating in the research.

45CFR164.534 Compliance dates for initial implementation of the privacy standards. 

 (a) Health care providers. A covered health care provider must comply with the applicable requirements of this subpart no later than April 14, 2003.

You are being asked to take part in this study because you have cancer.  The study is being conducted by {Dr. [PI]] and is funded by [Sponsor Name].  The sponsor of this study, [Sponsor Name], is paying Duke University Health System {and Dr. [PI] if relevant} to perform this research.

WHO WILL BE MY DOCTOR ON THIS STUDY?

If you decide to participate, Dr. ________ will be your doctor for the study and will be in contact with your regular health care provider throughout the time that you are in the study and afterwards, if needed.

WHY IS THIS STUDY BEING DONE?

The purpose of this study is to [ ]

Please note: If you are using an investigational drug, drug combination and/or device, please always indicate what is FDA approved and what is investigational, and define  “investigational”.  For example, “The word “investigational” means the study drug or device or biologic is still being tested in research studies and is not approved by the U.S. Food and Drug Administration (FDA).”
How many people will take part in this study?
Approximately ___ people will take part in this study [if multicenter, add: at [number of hospitals/medical facilities] different hospitals and medical facilities, and approximately ____ people will take part at Duke.]

What is involved in the study?

If you agree to be in this study, you will be asked to sign this consent form.  You will have the following tests and procedures to make sure that you are eligible: (sample verbiage in regards to screening)

Physical exam and medical history

Vital signs

Blood tests

Electrocardiogram (EKG), a tracing of the electrical activity of the heart

Also describe in this section the treatment, samples, questionnaires, follow-up, etc, (whatever is applicable to your study).   

For randomized studies: You will be randomly assigned (like the flip of a coin) to receive either [arm 1] or [arm 2 for example, placebo (inactive substance)].  You have a [ ] in [ ] chance of receiving study drug.

When describing what is involved in the study, consider laying out a timeline.  For example, on Day 1, you will have an EKG and two tablespoons of blood will be drawn from your arm by needle stick for blood tests.  On Day 2, you will receive the study drug intravenously (into your vein) for two hours (and so forth).  You can also create a timeline using visits.  For example, on Visit 1, you will receive study drug to take daily until Visit 2.  

Please note: If you have a placebo in your study, please define what a placebo is.  For example, “A placebo is an inactive substance given in the same form as the active drug, Paclitaxel.”

ADDITIONAL BLOOD DRAW FOR FUTURE USE

If you agree to participate in this study, we will ask you to have an additional blood draw of approximately 2 teaspoons at your second study visit.  This blood will be stored for future research on cancer and its affects of genetics.   This blood draw is optional, and you do not have to agree to have this blood drawn in order to participate in the study.  You will be asked to indicate whether or not you wish to participate in this part of the study later in this consent form.

HOW LONG WILL I BE IN THIS STUDY?

Describe here how long the study will be (in weeks, days or months). Describe also (if applicable) if you intend to collect follow-up information and how long this will be done.  For example, until six months after last study drug dose, for the rest of your life, etc.

You can choose to stop participating at any time. However, if you decide to stop participating in the study, we encourage you to talk to your doctor first.
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WHAT ARE THE RISKS OF THE STUDY?

Please note: The risk section should only contain the risks associated with study procedures.  Risks of standard care procedures should not be included in the consent form.

As a result of your participation in this study, you are at risk for the following side effects. You should discuss these with the study doctor and your regular health care provider if you choose. 

 [  ] may cause some, all or none of the side-effects listed below. 

More likely (insert more common side effect below using bullets)
•


Less Likely (insert less common side effect below using bullets)
•


For Those of Reproductive Potential

Female

Being a part of this study while pregnant may expose the unborn child to significant risks.  Therefore, pregnant women will be excluded from the study.  If you are a woman of childbearing potential, a blood pregnancy test will be done (using 1 teaspoon of blood drawn from a vein by needle-stick), and it must be negative before you can enter this study. If sexually active, you must agree to use appropriate contraceptive measures for the duration of the study.  Medically acceptable contraceptives include: (1) surgical sterilization, (2) approved hormonal contraceptives (such as birth control pills, Depo-Provera, or Lupron Depot), (3) barrier methods (such as a condom or diaphragm) used with a spermicide, or (4) an intrauterine device (IUD).  If you do become pregnant during this study, you must inform your study physician immediately.

Male

The treatment used in this study could affect your sperm and could potentially harm a child that you may father while on this study.  If you are sexually active, you must agree to use a medically acceptable form of birth control in order to be in this study. Medically acceptable contraceptives include: (1) surgical sterilization, or (2) a condom used with a spermicide.

Risks of Radiation (insert this risk statement if applicable to your study)

Please see the following website for specific radiation safety language: 

www.safety.duke.edu/radsafety/consents/default.asp

Risks of Blood Drawing: (insert this risk statement if applicable to your study)
Risks associated with drawing blood from your arm include minimal discomfort and/or bruising.  Infection, excess bleeding, clotting, or fainting are also possible, although unlikely.
There also may be other side effects that are unknown at this time. 

ADDITIONAL INFORMATION ON  FUTURE USE OF SPECIMENS

Please read the following basic principles which relate to your participation in the genetic studies.
(a) 
Participation in the study and obtaining results. Individuals participating in the study either have the disorder under study or are related to a person or persons known to have the disorder under study. The studies described are for research purposes only. Therefore, you will receive no results from this study.
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(b) 
Incidental findings.  It is possible that this study will identify information about you that was previously unknown (such as disease status or risk). Such incidental findings, if any, will not be shared with you or anyone related to you unless the incidental finding regards an inherited risk for a disease known at the time of testing to be likely to cause premature death if untreated.  Should such life-threatening results be uncovered through these genetic research studies and if they are directly applicable to you or to your minor children, you will be notified via certified mail to contact Dr. ________________ at Duke University Medical Center (DUMC).  Notification will be sent to the last address you provided to us.  The DUMC staff will not release these specific research findings over the telephone or in the mail. Dr. ________________ will arrange for you to meet with (him/her) and/or a genetic counselor or other appropriate health care provider either at DUMC or another medical institution near your residence to review the research information.

(c) 
Use of specimens and ownership of samples. Cells, blood, or other specimens removed from you during the course of this study may be valuable for scientific, research or teaching purposes or for the development of a new medical product.  By agreeing to participate in this research, you authorize DUMC and members of its staff to use your cells, blood or other specimens for these purposes.

DUMC will maintain these routine samples indefinitely or until the samples are exhausted.  These samples are unavailable for clinical (diagnostic) purposes.  Therefore, any future diagnostic testing as a result of this or other research may be performed using a new sample. DUMC will assert all rights of ownership in the samples.  Research done with your sample may help to develop new products in the future.  In this event, DUMC and/or the developers will assert all rights arising from use of the sample.

Secondary uses of specimens.  Your blood samples may be shared confidentially with other investigators for research purposes. The samples may be used for study of disorders unrelated to the one(s) in your family.  Such usage will be strictly confidential, in that no identifying information about you is provided to the researcher. Such usage will in no way compromise the study of the disorder(s) in your family.

Limits of Confidentiality. There is a risk for discrimination against individuals who are at-risk for a medical disorder or have a medical disorder/ condition in their family.  Discrimination may include barriers to obtaining health, life or long-term care insurance, or obtaining employment.  Extensive efforts are made to protect all research subjects from prejudice, discrimination, or uses of this information that will adversely affect them. Specifically, clinical and research information with respect to this study is maintained in a research file separate from hospital medical records and will not be placed in the official DUMC medical record by research staff.  Research data from which you may be identified will not be disclosed to third parties except with your permission or as may be required by law.

Please initial one of the lines below to indicate your choice regarding the additional blood draw.


 Subject Initials
"I agree to have the additional blood draw and to allow my samples to be used for future research on cancer."

Subject Initials
"I agree to allow my sample to be used for future research to study human diseases or disorders other than cancer."


 Subject Initials
"I do not agree to have the additional blood draw."

ARE THERE BENEFITS TO TAKING PART IN THE STUDY?

If you agree to take part in this study, there may or may not be direct medical benefit to you.  We hope the information learned from this study will benefit other patients with your condition in the future.

WHAT ALTERNATIVES ARE THERE TO PARTICIPATION IN THIS STUDY?

Instead of being in this study, you have the following alternatives: 

Please talk to your doctor about these and other options.

WILL MY INFORMATION BE KEPT PRIVATE?

Study records that identify you will be kept confidential as required by law. Federal Privacy Regulations provide safeguards for privacy, security, and authorized access. Except when required by law, you will not be identified by name, social security number, address, telephone number, or any other direct personal identifier in study records disclosed outside of Duke University Health System (DUHS). For records disclosed outside of DUHS, you will be assigned a unique code number. The key to the code will be kept in a locked file in Dr. [PI]'s office.
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As part of the study, Dr. [PI] and [his/her] study team will report the results of your study-related laboratory tests and x-rays to those named below.    These would include laboratory tests such as your blood counts and tests to measure the function of your liver and kidneys, [other study specific tests], and [x-rays or scans of  [   ]]. Some of these blood, urine and x-ray studies would have been done as part of your regular care.  Dr. [PI] will use these test results both to treat you and to complete this research.  These test results will be recorded in your medical record and will be reported to the [research data office at Duke] OR [data coordinating center in…] OR [Sponsor Name]. Results of tests and studies done solely for this research study and not as part of your regular care will [also] OR [not] be included in your medical record.

Your records may be reviewed in order to meet federal or state regulations. Reviewers may include representatives from the Food and Drug Administration, representatives of  [Sponsor Name], the Duke University Health System Institutional Review Board, [add others as appropriate]. If your research record is reviewed by any of these groups, they may also need to review your entire medical record.

The study results will be retained in your research record [for at least six years or until after the study is completed, whichever is longer] OR [forever].  At that time either the research information not already in your medical record will be destroyed or information identifying you will be removed from the study results at DUHS.   Any research information in your medical record will be kept indefinitely.  This information may be further disclosed by the sponsor of this study, [Sponsor Name].  If disclosed by the sponsor, the information is no longer covered by the federal privacy regulations.

While the information and data resulting from this study may be presented at scientific meetings or published in a scientific journal, your identity will not be revealed.

For blinded studies, the following paragraph must be added:

Some information collected about you only for this research study may be kept in a research study record separate from your medical record.  You will not have access to this information until the end of the study.  However, it will be available to your physicians if needed for your care.


WHAT ARE THE COSTS?
[If subject is responsible for costs:]

You or your insurance provider will be responsible for all costs related to your medical care, including the drugs used in this study.  You may wish to contact your insurance representative to discuss this further before making your decision about participating in the study.

[If sponsor is responsible for costs:]

There will be no additional costs to you as a result of being in this study.  However, routine medical care for your condition (care you would have received whether or not you were in this study) will be charged to you or your insurance company.  You may wish to contact your insurance company to discuss this further.

[If sponsor is providing drug/device:]

The sponsor, [Sponsor Name], is providing the [drug or device by name] free of charge to participating research subjects.  At the conclusion of the study, or if you decide to withdraw from the study, you must return all unused study drug to Dr. _________.   Dr. ________ may request that you return for a checkup before you stop your study drug if he/she thinks that stopping the drug suddenly may harm you.  He/she may also ask you to complete the tests that would ordinarily occur when a person completes the study.
Please note: If there are potential additional costs to the subject if they participate in the study (and they are not being compensated for them), you must clearly state this in this section.

WHAT ABOUT COMPENSATION?
You will be reimbursed up to $[ ] for your expenses related to your participation (parking, gas, and time). (please do not use decimal point.  For example, use $25, not $25.00)
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Please note: Compensation must be prorated so that if a subject withdraws from the study, the subject will receive compensation for the parts of the study he/she completed.

WHAT ABOUT RESEARCH RELATED INJURIES?
Immediate necessary medical care is available at Duke University Medical Center in the event that you are injured as a result of your participation in this research study. However, there is no commitment by Duke University, Duke University Health System, Inc., or your Duke physicians to provide monetary compensation or free medical care to you in the event of a study-related injury.  Further information concerning this and your rights as a research subject can be obtained from the Duke University Medical Center Office of Risk Management at (919) 684-3277.

Please note: If the sponsor intends to provide compensation for study-related injuries, please incorporate that information into this section of the consent form.

WHAT ABOUT MY RIGHTS TO DECLINE PARTICIPATION OR WITHDRAW FROM THE STUDY?

You may choose not to be in the study, or, if you agree to be in the study, you may withdraw from the study at any time. If you withdraw from the study, no new data about you will be collected for study purposes unless the data concern an adverse event (a bad effect) related to the study.  If such an adverse event occurs, we may need to review your entire medical record.  All data that have already been collected for study purposes, and any new information about an adverse event related to the study, will be sent to the study sponsor.

Your decision not to participate or to withdraw from the study will not involve any penalty or loss of benefits to which you are entitled, and will not affect your access to health care at Duke. If you do decide to withdraw, we ask that you contact Dr. [PI] in writing and let [him/her] know that you are withdrawing from the study.  [His/her] mailing address is [address].

We will tell you about new information that may affect your health, welfare, or willingness to stay in this study.  

Your doctor may decide to take you off this study if your condition gets worse, you have serious side effects, or your study doctor determines that it is no longer in your best interest to continue.  The sponsor or regulatory agencies may stop this study at anytime without your consent.  If this occurs, you will be notified and your study doctor will discuss other options with you.

WITHDRAWAL OF SAMPLES

If you agree to allow your blood to be kept for future research, you are free to change your mind at any time.  We ask that you contact Dr. [PI] in writing and let [him/her] know you are withdrawing your permission for your blood to be used for future research. [His/her] mailing address is above. At that time we will ask you to indicate in writing if you want the unused blood destroyed or if your samples (having all identifying information removed that would link the sample to you) could be used for other research.

WHOM DO I CALL IF I HAVE QUESTIONS OR PROBLEMS?

For questions about the study or a research-related injury, contact Dr. (insert PI’s name here) at (insert PI’s number here with area code) during regular business hours and at (insert PI’s 24-hour number here with area code) after hours and on weekends and holidays. For questions about your rights as a research participant, contact the Office of Risk Management at (919) 684-3277.

STATEMENT OF CONSENT

"The purpose of this study, procedures to be followed, risks and benefits have been explained to me. I have been allowed to ask questions, and my questions have been answered to my satisfaction. I have been told whom to contact if I have additional questions. I have read this consent form and agree to be in this study, with the understanding that I may withdraw at any time. I have been told that I will be given a signed copy of this consent form."

__________________________________________

___________

Signature of Subject




Date

__________________________________________

___________

Signature of Person Obtaining Consent



Date


DUKE UNIVERSITY HEALTH SYSTEM (DUHS) INSTITUTIONAL REVIEW BOARD

CONSENT FORM CHECKLIST
Principal Investigator Name 







Date 




Study Name 
                                                                







The process of obtaining informed consent with HIPAA authorization must comply with requirements of 45CFR46.116 and 45CFR164.  The documentation of informed consent and HIPAA authorization must comply with 45CFR46.117 and 45CFR164.  The following checklist summarizes the points that must be addressed for obtaining consent and its approval by the IRB.

45CFR​______
ITEM
COMMENTS

GENERAL



46.117(c)(1)

164.508(c)(1)(vi)
Consent Form documents the basis for consent and is the subject's reference.  Requires signature except for waivers for confidentiality and minimal risk research.

HIPAA requires the individual's signature and date - if the authorization is signed by a personal representative, a description of the representative's authority must be provided. 


46.116

164.508(c)(3)
Readability of the form must be understandable to people being asked to participate & avoid scientific jargon and legalese.

HIPAA - The authorization must be written in plain language.


46.116
Avoid use of first person except for the statement of consent.


46.116
Exclude any language that makes or appears to make the subject waive any legal rights.


CORE ELEMENTS OF HIPAA AUTHORIZATION



164.508(c)(1)(i)
The Information - Specific and meaningful description of what will be used or disclosed.


164.508(c)(1)(ii)
Who may use or disclose the information - The name or other specific identification of the person, or class of persons, authorized to make the use or disclosure


164.508(c)(1)(iii)
To whom the information will be disclosed - The name or other specific identification of the person, or class of persons, to whom the covered entity may make the requested use or disclosure.


164.508(c)(1)(iv)
Purpose of the use or disclosure - A description of each purpose of the requested use or disclosure.


164.508(c)(1)(v)
Expiration date or expiration event - An expiration date/expiration event that relates to the individual or the purpose of the use or disclosure.


REQUIRED HIPAA AUTHORIZATION STATEMENTS

164.508(b)(5) &

164.508(c)(2)(i)
Right to revoke authorization - Outline the right of the individual to revoke the authorization in writing, and the limits of that right.


164.508(c)(2)(ii)
Right to refuse to sign authorization


164.508(b)(4)(i)  & 164.508(c)(2)(ii)
Conditional terms - Ability or inability to condition treatment, payment, enrollment or eligibility for benefits on the authorization


164.508(c)(2)(iii)
Redisclosure - Information disclosed to others not subject to the Privacy Rule may be redisclosed by them without the Privacy Rule protections (cannot promise that information will definitely be protected)


COPY TO THE INDIVIDUAL

164.508(C)(3)
The covered entity must provide a copy of the signed authorization form to the individual


ADDED HIPAA AUTHORIZATION STATEMENTS (WHERE APPLICABLE)



164.524(a)(2)(iii)
Temporary denial of access to PHI for a "blinded" study.



164.512(b)(1)(iii)(a)
Adverse event reporting requirement.


PURPOSE/DESCRIPTION

46.116(a)(1)
State clearly if it is a research study.


46.116(a)(1)
Describe procedures to be followed and which are experimental.


46.116(a)(1)
Prominent discussion of purpose of study.



Why the subject qualifies for study.


46.116(a)(1)
Duration of subject involvement.



What treatment is different for the patient if a participant in the study?


46.116(b)(6)
Approximate number of subjects in study.


RISKS AND BENEFITS



46.116(a)(2)
Description of risks or discomforts to subject.


46.116(b)(1)
Description of risks or discomfort to embryo or fetus and limitation for pregnant women or nursing infants.


46.116(a)(3)
Description of possible benefits to subject or future subject.


46.116(a)(6)
Description of voluntary compensation and treatment if the subject is injured related to the research.  Applicable for research posing greater than minimal risks.


ALTERNATIVE TREATMENT



46.116(a)(4)
Alternative Treatment: What alternative is available if subject elects not to participate.


CONDITION OF SUBJECT



46.116(a)(6)
For research involving more than minimal risk: availability of medical treatment or compensation if injuries occur, what services are available and who pays.


46.116(a)(7)
Contacts (at least two) for questions concerning research subject's rights, research project and research-related injury.  (Provide phone numbers with area codes.)


46.116(a)(8)
State clearly that participation is voluntary and refusal to participate or discontinuation results in no loss of benefits to which subject is otherwise entitled.


46.305(a)(6)
For studies of prison population: state that the study participation will not affect their treatment or consideration for parole.


46.116(b)(2)
Why subject's participation may be terminated by principal investigator.


46.116(b)(4)
Consequences of subject's decision to withdraw from research and procedures, if applicable. (Consent prose must reflect specific circumstances of protocol, such as with FDA-regulated product or with outside sponsor versus Duke sponsor.)


46.116(b)(4)

164.508(b)(5) &

164.508(c)(2)(i)
Method for withdrawal of biological samples, if applicable.


46.116(b)(5)
Notification of significant finding(s) that may determine subject's willingness to continue.


CONFIDENTIALITY




46.116(a)(5)
Describe the extent subject's personally identifiable private data will be held in confidence.
 


FDA - 

21CFR50.25(a)(5)
Subjects in FDA-regulated clinical investigations must be informed that the FDA may inspect the records of the study.
 


Does study have (or need) Certificate of Confidentiality.



Will subject be recontacted (such as if the study yields interesting findings, or new risks or late harmful effects are noted)?



If applicable, declare that reports of imminent harm to the subject will be reported to appropriate authorities.


FINANCIAL CONSIDERATION




46.116
Compensation to subject must not provide an undue influence to participate based on the amount or method of distribution.  Compensation must be pro-rated if multiple visits.



46.116(b)(3)
Disclose any potential costs to subject.




DUHS and/or PI being paid by Sponsor to conduct this research (where applicable).


English Informed Consent Template - NCI

http://cancer.gov/clinical_trials/doc_header.aspx?viewid=5fca4dc5-b6a7-4272-be96-b489f23022e5&docid=3fccc228-0fe5-4d3a-a3b7-5eb825724da4#english

NOTE: 

· Model text is in bold. 

· Instructions are in [italics]. 

· ___________ Indicates that the investigator should fill in the appropriate information. 

STUDY TITLE

This is a clinical trial (a type of research study). Clinical trials include only patients who choose to take part. Please take your time to make your decision. Discuss it with your friends and family. 

[Attach NCI booklet: "Taking Part in Clinical Trials: What Cancer Patients Need To Know"] 2
You are being asked to take part in this study because you have __________________ (TYPE OF ) cancer.
[Reference and attach information about the type of cancer (and eligibility requirements, if desired).]
WHY IS THIS STUDY BEING DONE?

The purpose of this study is to _________________________________________________________.
[Applicable text:]
Phase 1 studies:
Test the safety of __________________ (DRUG/INTERVENTION) and see what effects (good and bad) it has on you and your __________________ (TYPE OF) cancer. or 

Find the highest dose of a __________________ (DRUG) that can be given without causing severe side effects. 
Phase 2 studies: 
Find out what effects (good and bad) _____________________ (DRUG/INTERVENTION) has on you and your __________________ (TYPE OF) cancer. 
Phase 3 studies:
Compare the effects (good and bad) of the __________________ (NEW DRUG/ INTERVENTION) with __________________ (COMMONLY-USED DRUG/INTERVENTION) on you and your __________________ (TYPE OF) cancer to see which is better. 
This research is being done because __________________________.
[Explain in one or two sentences. Examples are: "Currently, there is no effective treatment for this type of cancer," or "We do not know which of these two commonly-used treatments is better."]
HOW MANY PEOPLE WILL TAKE PART IN THE STUDY?

[If appropriate:]
About _________ people will take part in this study.
WHAT IS INVOLVED IN THE STUDY?

[Provide simplified schema and/or calendar.]
[For randomized studies:]
You will be "randomized" into one of the study groups described below. Randomization means that you are put into a group by chance. It is like flipping a coin. Which group you are put in is done by a computer. Neither you nor the researcher will choose what group you will be in. You will have an __________________ (EQUAL/ONE IN THREE/ETC.) chance of being placed in any group.
[For nonrandomized and randomized studies:]
If you take part in this study, you will have the following tests and procedures:
[List procedures and their frequency under the categories below. For randomized studies, list the study groups and under each describe categories of procedures. Include whether a patient will be at home, in the hospital, or in an outpatient setting. If objectives include a comparison of interventions, list all procedures, even those considered standard.]
· Procedures that are part of regular cancer care and may be done even if you do not join the study. 

· Standard procedures being done because you are in this study. 

· Procedures that are being tested in this study. 
HOW LONG WILL I BE IN THE STUDY?

We think you will be in the study for __________________ (MONTHS/WEEKS, UNTIL A CERTAIN EVENT).

[Where appropriate, state that the study will involve long-term followup.]
The researcher may decide to take you off this study if _________________________________________________________.
[List circumstances, such as in the participant's medical best interest, funding is stopped, drug supply is insufficient, patient's condition worsens, new information becomes available.]
You can stop participating at any time. However, if you decide to stop participating in the study, we encourage you to talk to the researcher and your regular doctor first.
[Describe any serious consequences of sudden withdrawal from the study.]
WHAT ARE THE RISKS OF THE STUDY?

While on the study, you are at risk for these side effects. You should discuss these with the researcher and/or your regular doctor. There also may be other side effects that we cannot predict. Other drugs will be given to make side effects less serious and uncomfortable. Many side effects go away shortly after the ______________________________ (INTERVENTION/DRUGS ) are stopped, but in some cases side effects can be serious or long-lasting or permanent.
[List by regimen the physical and nonphysical risks of participating in the study in categories of "very likely" and "less likely but serious." Nonphysical risks may include such things as the inability to work. Do not describe risks in a narrative fashion. Highlight or otherwise identify side effects that may be irreversible or long-term or life threatening.]
Risks and side effects related to the ___________________________ (PROCEDURES, DRUGS, OR DEVICES) we are studying include:
[List risks related to the investigational aspects of the trial. Specifically identify those that may not be reversible.]
Reproductive risks: Because the drugs in this study can affect an unborn baby, you should not become pregnant or father a baby while on this study. You should not nurse your baby while on this study. Ask about counseling and more information about preventing pregnancy.
[Include a statement about possible sterility when appropriate.]
[Attach additional information about contraception, etc.]
For more information about risks and side effects, ask the researcher or contact ___________________________________________________.
[Reference and attach drug sheets, pharmaceutical information for the public, or other material on risks.]
ARE THERE BENEFITS TO TAKING PART IN THE STUDY?

If you agree to take part in this study, there may or may not be direct medical benefit to you. We hope the information learned from this study will benefit other patients with __________________ (TYPE OF CANCER) in the future.
[For Phase 3 studies, when appropriate:]
The possible benefits of taking part in the study are the same as receiving __________________ (STANDARD DRUG/INTERVENTION) without being in the study.
WHAT OTHER OPTIONS ARE THERE?

Instead of being in this study, you have these options:
[List alternatives including commonly-used therapy and "No therapy at this time with care to help you feel more comfortable."]
[If appropriate (for noninvestigational treatments):]
You may get __________________ (STUDY TREATMENTS/DRUGS AT THIS CENTER AND OTHER CENTERS) even if you do not take part in the study.
Please talk to your regular doctor about these and other options.
[Reference and attach information about alternatives.]
WHAT ABOUT CONFIDENTIALITY?

Efforts will be made to keep your personal information confidential. We cannot guarantee absolute confidentiality. Your personal information may be disclosed if required by law.
Organizations that may inspect and/or copy your research records for quality assurance and data analysis include groups such as:
[List relevant agencies like the National Cancer Institute, Food and Drug Administration, study sponsor, etc.]
WHAT ARE THE COSTS?

Taking part in this study may lead to added costs to you or your insurance company. Please ask about any expected added costs or insurance problems.
In the case of injury or illness resulting from this study, emergency medical treatment is available but will be provided at the usual charge. No funds have been set aside to compensate you in the event of injury.
You or your insurance company will be charged for continuing medical care and/or hospitalization.
You will receive no payment for taking part in this study.
[If appropriate:]
If, during the study, the __________________ (STUDY DRUG) becomes commercially available, you may have to pay for the amount of drug needed to complete the study.
WHAT ARE MY RIGHTS AS A PARTICIPANT?

Taking part in this study is voluntary. You may choose not to take part or may leave the study at any time. Leaving the study will not result in any penalty or loss of benefits to which you are entitled.
We will tell you about new information that may affect your health, welfare, or willingness to stay in this study.
[Or when a Data Safety and Monitoring Board exists:]
A Data Safety and Monitoring Board, an independent group of experts, will be reviewing the data from this research throughout the study. We will tell you about the new information from this or other studies that may affect your health, welfare, or willingness to stay in this study.
WHOM DO I CALL IF I HAVE QUESTIONS OR PROBLEMS?

For questions about the study or a research-related injury, contact the researcher __________________ (NAME{S}) at __________________ (TELEPHONE NUMBER).

For questions about your rights as a research participant, contact the__________________ (NAME OF CENTER) Institutional Review Board (which is a group of people who review the research to protect your rights) at __________________ (TELEPHONE NUMBER ). [And, if available, list patient representative (or other individual who is not on the research team or IRB).]
WHERE CAN I GET MORE INFORMATION?

You may call the NCI's Cancer Information Service at:
1 800 4 CANCER (1 800 422 6237) or TTY: 1 800 332 8615
Visit the NCI Web site:

· http://www.cancer.gov/ 

You will get a copy of this form. You may also request a copy of the protocol (full study plan).
[Attach information materials and checklist of attachments. Signature page should be at the end of package.]
SIGNATURE

I agree to take part in this study.

Participant ________________________________

Date _____________________

Authorization (Permission) to Use or Disclose (Release)

Identifiable Health Information for Research
Participant’s Name: 


Birth Date: 

1. 
What is the purpose of this form?

The American College of Surgeons Oncology Group (ACOSOG) is an organization that conducts research to learn about the causes of cancer, and how to prevent and treat cancer. Researchers would like to use your health information for research. This information may include data that identifies you. Please carefully review the information below. If you agree that researchers can use your personal health information, you must sign and date this form to give them your permission. 

2.
What personal health information do the researchers want to use? 

The researchers want to copy and use the portions of your medical record that is needed for their research. If you enter an ACOSOG research study, information that will be used and/or released may include the following:

●
the history and diagnosis of your disease;

●
specific information about the treatments you received, including previous treatment(s) you may have had; 

●
information about other medical conditions that may affect your treatment;

●
medical data, including laboratory test results, tumor measurements, CT scans, MRIs, X-rays, and pathology results;

●
information about side effects (adverse events) you may experience, and how these were treated;

●
long-term information about your general health status and the status of your disease; 

●
data related to tissue and/or blood samples that may be collected from you; and 

●
numbers or codes that identify you, such as your social security number and medical record number.

You may request a blank copy of the ACOSOG data forms from the study doctor or research staff to learn what information will be shared.

3.
Why do the researchers want my personal health information?

[Insert Name of Site] will collect your health information and share it with the American College of Surgeons Oncology Group  if you enter a cooperative group research study sponsored by them. ACOSOG will use your information in their cancer research study.

ACOSOG study title and study number: 


4.
Who will be able to use my personal health information?

[Insert Name of Site] will use your health information for research. As part of this research, they may give your information to the following groups taking part in the research. [Insert Name of Site] may also permit these groups to come in to review your original records that are kept by [Insert Name of Site] so that they can monitor their research study. 

●
the American College of Surgeons Oncology Group; 

●
the Cancer Trials Support Unit (CTSU), a research group sponsored by the National Cancer Institute that supports the research of the American College of Surgeons Oncology Group; 

●
Public Health agencies and other government agencies (including non-U.S.) as authorized or required by law;

●
other people or organizations assisting with American College of Surgeons Oncology Group research efforts; and

●
central laboratories, central review centers, and central reviewers. The central laboratories and review agencies may also give your health information to those groups listed in the five bullets above. 

5.
How will information about me be kept private? 

ACOSOG will keep all patient information private to the extent possible and only researchers working with ACOSOG will have access to your information. ACOSOG will not release personal health information about you to others except as authorized or required by law. However, once your information is given to other organizations that are not required to follow federal privacy laws, we cannot assure that the information will remain protected.

6.
What happens if I do not sign this permission form?

If you do not sign this permission form, you will not be able to take part in the research study for which you are being considered. 

7.
If I sign this form, will I automatically be entered into the research study?

No, you cannot be entered into any research study without further discussion and separate consent. After discussion, you may decide to take part in the research study. At that time, you will be asked to sign a specific research consent form.

8.
What happens if I want to withdraw my permission?

You may change your mind at any time and withdraw your permission to allow your personal health information to be used in the research. If this happens, you must withdraw your permission in writing. Beginning on the date you withdraw your permission, no new personal health information will be used for research. However, researchers may continue to use the health information that was provided before you withdrew your permission.

If you sign this form and enter the research study, but later change your mind and withdraw your permission, you will be removed from the research study at that time.

To withdraw your permission, please contact the person below. He/she will make sure your written request to withdraw your permission is processed correctly.

Contact Person

Name:



Address: 


Phone Number (with area code):


Fax Number (with area code): 


9.
How long will this permission last?

If you agree by signing this form that researchers can use your personal health information, this permission has no expiration date. However, as stated above, you can change your mind and withdraw your permission at any time.

10.
What are my rights regarding access to my personal health information?

You have the right to refuse to sign this permission form. You have the right to review and/or copy records of your personal health information kept by [Insert Name of Site]. You do not have the right to review and/or copy records kept by ACOSOG or other researchers associated with the research study.

Signatures

I agree that my personal health information may be used for the research purposes described in this form.



Date:


(Signature of patient or patient’s legal representative)

Printed name of patient or legal representative:


Representative’s authority to act for patient:


Printed name of person obtaining permission: 




Date:


(Signature of person obtaining permission)
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