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IRB AUTHORITY and RESPONSIBILITES

The Dartmouth Committee for the Protection of Human Subjects (CPHS) has written policies and procedures which include the elements of the VA Manual M-3, Part I, Chapter 9, and are inclusive in the requirements for 38 CFR 16 and 45 CFR 46.  Portions of VA policy found in M-3, Part 1, Chapter 9, and the DRAFT VHA Handbook 1200.5, are restated and localized here.

1.
DETERMINATION of EXEMPT RESEARCH 
a. Exempt categories.  Research activities in which the only involvement of human subjects will be in one or more of the minimal risk categories listed in M-3, Part 1, Chapter 9, Appendix 9A, are considered exempt from the requirements of that chapter.  (Attachment A)

b. Determination of exemption.  An investigator wishing to have a research proposal exempted from IRB review shall present a request in writing, along with the research proposal, to the IRB. The request will be justified by showing that the proposed research falls into one or more of the categories listed in Appendix 9A.  Once the IRB determines exempt status, the correspondence is copied to the VA Research and Development Committee for review and approval.

c. Documentation of Committee action.  The IRB shall review all requests for exemption in a timely manner, record its decision along with the basis of the decision, and communicate the decision in writing to the investigator and the Research and Development Committee. Both the IRB and R&D Committees must approve the exempt status.

2.  EXPEDITED REVIEW

a.  Circumstances for Expedited Review.  An IRB may use the expedited review procedure to review either or both of the following:


(1) Eligible categories.  Any of the categories of research as noted in 63 FR 60364-60367, (November 9, 1998) (Attachment B) and found by the IRB and R&D Committees to involve no more than minimal risk.


(2) Approval of minor changes.  Minor changes in previously approved research during the period (of 1 year or less) for which approval is authorized.

b.  Procedures.  Under an expedited review procedure, the review may be carried out by the IRB chairperson or by one or more experienced reviewers designated by the chairperson from among members of the IRB.


(1) In reviewing the research, the reviewers may exercise all of the authorities of the IRB except that the reviewers may not disapprove the research.


(2) A research activity may be disapproved only after review in accordance with the non-expedited procedure.

c.  Record Keeping.  Each IRB which uses an expedited review procedure will adopt a method for keeping all members advised of research proposals which have been approved under the procedure.

3.  PROTOCOL REVIEW  Protocol review by the CPHS is performed utilizing the “CPHS Study Plan,”  (Attachment C), formally referred to as the CPHS Protocol.   Review also includes evaluation of the consent form following VA requirements as described in M-3, Part 1, Chapter 9, Section 9.09 (See Attachment D, “CPHS Consent Template”):

a. Minimization of Risks.

b. Reasonable Risk/benefit Ratio.

c. Equitable Selection of Subjects.

d. Securing Informed Consent.

e. Documenting Informed Consent. 

f. Monitoring Safety. 

g. Privacy and Confidentiality. 

h. Protection of Vulnerable Subjects (e.g., children, prisoners, pregnant women, mentally disabled persons, or economically or educationally disadvantaged persons)

4.  PROCEDURES FOR OPERATIONS The IRB will maintain written procedures:

a. For conducting its initial and continuing review of research and for reporting its findings and actions to the investigator and the R&D Committee.

b. For determining which projects require review more often than annually and which projects need verification from sources other than the investigators that no material changes have occurred since previous IRB review; and

c. For ensuring prompt reporting to the IRB of proposed changes in a research activity, and for ensuring that such changes in approved research, during the period for which IRB approval has already been given, may not be initiated without IRB review and approval except when necessary to eliminate apparent immediate hazard to the subject.

5.  PROCEDURES FOR REPORTING NONCOMPLIANCE.  The IRB will prescribe written procedures for ensuring prompt reporting by investigators to the IRB, appropriate medical center officials, and appropriate VA Central Office officials for:

a. Any unanticipated problems involving risks to human subjects or others;

b. Any instance of serious or continuing noncompliance with this policy or the requirements or determinations of the IRB; and

c. Suspension or termination of IRB approval.

6.  MONITORING ONGOING PROJECTS  The IRB shall conduct continuing review of research covered by this policy at intervals appropriate to the degree of risk, but not less than once per year, and will have authority to observe or have a third party observe the consent process and its research.

7.  IRB RECORDS

a.  The IRB, shall prepare and maintain adequate documentation of IRB activities, including the following:

(1) Proposals and evaluations.  Copies of all research proposals reviewed, scientific evaluations, if any, that accompany the proposals, approved sample consent documents, progress reports submitted by investigators, and reports of injuries to subjects.

(2) Minutes.  Minutes of IRB meetings which will be in sufficient detail to show:

(a) Attendance at the meetings;

(b) Actions taken by the IRB;

(c) The vote on these actions including the number of members voting for, against, and abstaining;

(d) The basis for requiring changes in or disapproving research; and

(e) A written summary of the discussion of controverted issues and their resolution.

(3) Ongoing review.  Records of continuing review activities.

(4) Correspondence.  Copies of all correspondence between the IRB and the investigator.

(5) Membership list
(a) A list of IRB members identified sufficiently to describe each member's chief anticipated contributions to IRB deliberations, such as:


a.  Name.


b.  Earned degrees.


c.  Representative capacity.


d.  Indications of experience such as board certifications, licenses, etc.

(b) Any employment or other relationship between each member and the medical center will be noted.

(6) Procedures.  Written procedures for conducting reviews, monitoring ongoing  projects, and identifying and reporting problems with regard to compliance with the provisions of this chapter.

(7) New findings.  Statements of significant new findings provided to subjects.

b. All records will be accessible for inspection and copying by authorized representatives of VA at reasonable times and in a reasonable manner.

8.  INVESTIGATOR RESPONSIBILITIES

a.  Obtaining Informed Consent.  Investigators wishing to involve human beings as subjects in research covered by this chapter will obtain legally effective informed consent of the subject or the subject's legally authorized representative.  The basic elements of informed consent are listed in M-3, Part 1, Chapter 9, Appendix 9C (Attachment E).

b.  Informed Consent for VA research must be documented utilizing the VA form 10-1086 (Attachment F). The form is available from the R&D office.  The signed original should be reproduced as needed to insure appropriate records are retained in the following areas:

(1) Patient chart (original)

(2) Research protocol files retained by the Principal Investigator

(3) Pharmacy records for investigational drugs of protocols for phase II

(4) Copy to Patient

c.  Studies utilizing investigational drugs or devices must have the appropriate FDA approvals and the investigational drug information record (VA Form 10-9012) completed by the PI.  See Research Policy #151-8.

d.  The PI is responsible for maintaining complete and accurate records of the research protocol, reporting adverse events to the IRB and the R&D Committee immediately after occurrence and filing annual renewals of the protocol to both IRB and R&D Committee as requested.

e.  Documenting Informed Consent

(1) Written consent form.  Except when the requirement for a signed consent is waived by the IRB, informed consent will be documented by the use of a written consent form and signed by the subject or the subject's legally authorized representative.  The original signed consent form must remain in the patient's chart and copies must be retained in the experimental/research file under conditions of confidentiality.  If the signed original is scanned into the patients’ electronic medical record, the original hard copy will be maintained in the Principal Investigator files.

(2) Two alternatives. Except when the requirement for a signed consent is waived by the IRB, the consent form may be either of the following:

(a) Written consent document.  A written consent document that embodies the elements of informed consent required by appendix 9C.  NOTE:  VA Form 10-1086, VA Research Consent Form, shall be used to meet these requirements.  VA Form 10-1086, may be read to the subject or the subject's legally authorized representative, but in any event, the investigator will give either the subject or the representative adequate opportunity to read it before it is signed; or

(b) Written consent document (short form).  A short form written consent document stating that the elements of informed consent required by appendix 9C have been presented orally to the subject's legally authorized representative.  When this method is used, there will be a witness to the oral presentation.  This process includes the following:

1.  The IRB will approve a written summary of what is to be said to the subject or the representative.

2.  Only the short form itself is to be signed by the subject or the representative.

3.  The witness will sign both the short form and a copy of the summary, and the person actually obtaining consent will sign a copy of the summary.

4.  A copy of the summary will be given to the subject or the representative, in addition to a copy of the short form.

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

(a) 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

(b) 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 research.  (Approved by the Office of Management and Budget under Control Number 9999-0020.)

9.  RESEARCH ON HUMAN SUBJECTS WITH SURROGATE CONSENT


a.  Policy.  Under appropriate conditions, investigators may obtain informed consent from the legally authorized representative of patients (surrogate consent).  Such consent may be obtained not only from health care agent appointed by the patient in a DPAHC or similar document, court-appointed guardians of the person but also from next-of-kin in the following order of priority:  Spouse, Adult child (18 years of age or older), Parent, Adult sibling (18 years of age or older).


b.  IRB Procedure.  The IRB shall make a determination based on M-3, Part 1, Chapter 9, Section 9.12.  If these criteria are met, the IRB may approve the inclusion of incompetent subjects in research projects on the basis of informed consent from authorized representatives or next-of-kin.

10.  PAYMENT OF SUBJECTS  Payment of subjects to participate in research is prohibited when the research is part of normal integrated medical care. When the patient is expected to have special demands placed upon him or her for time, travel, inconvenience, and the research does not directly intend to enhance treatment or diagnosis, the payment of patients is allowable. A list of the appropriate situations for payment is available in the VA Research Manual M3, Part I, Chapter 9.
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CATEGORIES OF EXEMPT RESEARCH

(Manual 3, Part I, Chapter 9, Appendix 9A)


Research activities in which the only involvement of human subjects will be in one or more of the following categories, are exempt from review by VA (Department of Veterans Affairs) Subcommittees on Human Studies and other IRBs (Institutional Review Board) used by VA investigators:

1.  Research conducted in established or commonly accepted educational settings, involving normal educational practices, such as:


a.  Research on regular and special education instructional strategies, or


b.  Research on the effectiveness of or the comparison among instructional techniques, curricula, or classroom management methods.

2.  Research involving the use of educational tests (cognitive, diagnostic, aptitude, achievement) survey procedures, interview procedures or observation or public behavior, unless:


a.  Information obtained is recorded in such a manner that human subjects can be identified, directly or through identifiers linked to the subjects; and


b.  Any disclosure of the human subjects' responses outside the research could reasonably place the subjects at risk of criminal or civil liability or be damaging to the subjects' financial standing, employability or reputation.

3.  Research involving the use of educational tests (cognitive, diagnostic, aptitude, achievement), survey procedures, interview procedures or observation of public behavior that is not exempt under paragraph 2, if:


a.  The human subjects are elected or appointed public officials or candidates for public office, or


b.  Federal statute(s) require(s) without exception that the confidentiality of the personally identifiable information will be maintained throughout the research and thereafter.

4.  Research involving the collection or study of existing data, documents, records, pathological specimens, or diagnostic specimens, if these sources are publicly available or if the information is recorded by the investigator in such a manner that subjects cannot be identified, directly or through identifiers linked to the subjects.
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5.  Research and demonstration projects which are conducted by or subject to the approval of department or agency heads, and which are designed to study, evaluate, or otherwise examine:


a.  Public benefit or service programs.


b.  Procedures for obtaining benefits or services under those programs.


c.  Possible changes in or alternatives to those programs or procedures.


d.  Possible changes in methods or levels or payment for benefits or services under those programs.  NOTE:  This exemption was not originally intended for research conducted in a hospital setting.  Although included in the exemption list, VA policy requires that prior approval of its use be approved by the Associate Chief Medical Director for Research and Development (12).

6.  Taste and food quality evaluation and consumer acceptance studies:


a.  If wholesome foods without chemical additives are consumed, or


b.  If a food is consumed that contains a food ingredient at or below the level of safety and for a use found to be safe, or agricultural chemical or environmental contaminant at or below a level found to be safe, by the Food and Drug Administration or approved by the Environmental Protection Agency or the Food Safety and Inspection Service of the U.S. Department of Agriculture.
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Categories of Research That May Be Reviewed by the
Institutional Review Board (IRB) through an
Expedited Review Procedure1

Source: 63 FR 60364-60367, November 9, 1998.
Applicability

(A) Research activities that (1) present no more than minimal risk to human subjects, and (2) involve only procedures listed in one or more of the following categories, may be reviewed by the IRB through the expedited review procedure authorized by 45 CFR 46.110 and 21 CFR 56.110. The activities listed should not be deemed to be of minimal risk simply because they are included on this list. Inclusion on this list merely means that the activity is eligible for review through the expedited review procedure when the specific circumstances of the proposed research involve no more than minimal risk to human subjects.

(B) The categories in this list apply regardless of the age of subjects, except as noted.

(C) The expedited review procedure may not be used where identification of the subjects and/or their responses would reasonably place them at risk of criminal or civil liability or be damaging to the subjects= financial standing, employability, insurability, reputation, or be stigmatizing, unless reasonable and appropriate protections will be implemented so that risks related to invasion of privacy and breach of confidentiality are no greater than minimal. 

(D) The expedited review procedure may not be used for classified research involving human subjects.

(E) IRBs are reminded that the standard requirements for informed consent (or its waiver, alteration, or exception) apply regardless of the type of review--expedited or convened--utilized by the IRB.

(F) Categories one (1) through seven (7) pertain to both initial and continuing IRB review.

Research Categories
(1) Clinical studies of drugs and medical devices only when condition (a) or (b) is met.

(a) Research on drugs for which an investigational new drug application (21 CFR Part 312) is not required. (Note: Research on marketed drugs that significantly increases the risks or decreases the acceptability of the risks associated with the use of the product is not eligible for expedited review.)

(b) Research on medical devices for which (i) an investigational device exemption application (21 CFR Part 812) is not required; or (ii) the medical device is cleared/approved for marketing and the medical device is being used in accordance with its cleared/approved labeling.
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(2) Collection of blood samples by finger stick, heel stick, ear stick, or venipuncture as follows:

(a) from healthy, nonpregnant adults who weigh at least 110 pounds. For these subjects, the amounts drawn may not exceed 550 ml in an 8 week period and collection may not occur more frequently than 2 times per week; or

(b) from other adults and children2, considering the age, weight, and health of the subjects, the collection procedure, the amount of blood to be collected, and the frequency with which it will be collected. For these subjects, the amount drawn may not exceed the lesser of 50 ml or 3 ml per kg in an 8 week period and collection may not occur more frequently than 2 times per week.

(3) Prospective collection of biological specimens for research purposes by noninvasive means.

Examples: (a) hair and nail clippings in a nondisfiguring manner; (b) deciduous teeth at time of exfoliation or if routine patient care indicates a need for extraction; (c) permanent teeth if routine patient care indicates a need for extraction; (d) excreta and external secretions (including sweat); (e) uncannulated saliva collected either in an unstimulated fashion or stimulated by chewing gumbase or wax or by applying a dilute citric solution to the tongue; (f) placenta removed at delivery; (g) amniotic fluid obtained at the time of rupture of the membrane prior to or during labor; (h) supra- and subgingival dental plaque and calculus, provided the collection procedure is not more invasive than routine prophylactic scaling of the teeth and the process is accomplished in accordance with accepted prophylactic techniques; (i) mucosal and skin cells collected by buccal scraping or swab, skin swab, or mouth washings; (j) sputum collected after saline mist nebulization.

(4) Collection of data through noninvasive procedures (not involving general anesthesia or sedation) routinely employed in clinical practice, excluding procedures involving x-rays or microwaves. Where medical devices are employed, they must be cleared/approved for marketing. (Studies intended to evaluate the safety and effectiveness of the medical device are not generally eligible for expedited review, including studies of cleared medical devices for new indications.)

Examples: (a) physical sensors that are applied either to the surface of the body or at a distance and do not involve input of significant amounts of energy into the subject or an invasion of the subject=s privacy; (b) weighing or testing sensory acuity; (c) magnetic resonance imaging; (d) electrocardiography, electroencephalography, thermography, detection of naturally occurring radioactivity, electroretinography, ultrasound, diagnostic infrared imaging, doppler blood flow, and echocardiography; (e) moderate exercise, muscular strength testing, body composition assessment, and flexibility testing where appropriate given the age, weight, and health of the individual.
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(5) Research involving materials (data, documents, records, or specimens) that have been collected, or will be collected solely for nonresearch purposes (such as medical treatment or diagnosis). (NOTE: Some research in this category may be exempt from the HHS regulations for the protection of human subjects. 45 CFR 46.101(b)(4). This listing refers only to research that is not exempt.)

(6) Collection of data from voice, video, digital, or image recordings made for research purposes.

(7) Research on individual or group characteristics or behavior (including, but not limited to, research on perception, cognition, motivation, identity, language, communication, cultural beliefs or practices, and social behavior) or research employing survey, interview, oral history, focus group, program evaluation, human factors evaluation, or quality assurance methodologies. (NOTE: Some research in this category may be exempt from the HHS regulations for the protection of human subjects. 45 CFR 46.101(b)(2) and (b)(3). This listing refers only to research that is not exempt.)

(8) Continuing review of research previously approved by the convened IRB as follows:

(a) where (i) the research is permanently closed to the enrollment of new subjects; (ii) all subjects have completed all research-related interventions; and (iii) the research remains active only for long-term follow-up of subjects; or

(b) where no subjects have been enrolled and no additional risks have been identified; or

(c) where the remaining research activities are limited to data analysis.

(9) Continuing review of research, not conducted under an investigational new drug application or investigational device exemption where categories two (2) through eight (8) do not apply but the IRB has determined and documented at a convened meeting that the research involves no greater than minimal risk and no additional risks have been identified.

_______________________

1 An expedited review procedure consists of a review of research involving human subjects by the IRB chairperson or by one or more experienced reviewers designated by the chairperson from among members of the IRB in accordance with the requirements set forth in 45 CFR 46.110.

2 Children are defined in the HHS regulations as "persons who have not attained the legal age for consent to treatments or procedures involved in the research, under the applicable law of the jurisdiction in which the research will be conducted." 45 CFR 46.402(a).

Source: 63 FR 60364-60367, November 9, 1998. 
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CPHS Study Plan 

www.dartmouth.edu/~cphs/cphs_protocol.htm
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ATTACHMENT D

CPHS Consent Form Template 

Consent Form

General Instructions:  The consent form is one part of an ongoing dialogue between researchers and participants.  Please describe the consent process in item #23 of the CPHS Study Plan.

•  The consent form should be written at an eighth grade level.  Avoid dense paragraphs using lengthy sentences.  Use 'bullets' and tables to clearly explain topics such as what the study involves and financial considerations. All medical terms ands acronyms must be followed in parentheses.

•  Suggested wording is contained in the consent template below. Please carefully review all the language to ensure correct information specific to your project is relayed to potential participants. 

• The bold questions are to be kept as part of the consent form.  The information after the question should be edited/deleted/revised to be specific to your project.

•  The signed consent form must be filed in the general circulation medical record and a copy must be given to the participant.  For VA participants, the original signed consent is to be scanned in the electronic medical record, attached to a research consent progress note.  The original consent is then maintained in the PI files.  A copy of the signed consent is provided to the participant.  Contact the VA R&D office for assistance (x5370).

•  Please number the pages of the consent form as in this template. 

• Use 14 point Palatino font as is used in this template.

•  The CPHS office will 'pre-review' a consent form at anytime via email. Please email to Rebecca Carson Rogers.

• This consent form template language focuses on clinical treatment related research.  Please edit wording as appropriate for your study.  Contact Rebecca Carson Rogers at the CPHS Office if you need help.

CONSENT TO PARTICIPATE IN  RESEARCH

Dartmouth-Hitchcock Medical Center or Dartmouth College or VA (For VA, you must send the text to the R&D office to be placed on the “VA form 10-1086”)
Introduction:  You are being asked to participate in a research study.  Your participation is voluntary.  

Note:  if the study includes minors - add the sentence:  "You" in this study may refer to your child to be enrolled in the study.  If the study involves minors only use "Your child "throughout the consent form.  (VA does not conduct research involving children.)

You are being asked to participate in this study because …(complete as appropriate, e.g. you have been diagnosed with…)

Your decision whether or not to participate will have no effect on the quality of your medical care, academic standing, job status, etc. (whatever phrase is appropriate).    Please ask questions if there is anything you do not understand.

What is the purpose of this study?

The purpose of the study is to learn about ......explanation in lay language the basic purpose of the study.

Suggested conclusion wording, if applicable:

In order to learn about xxxxx, half the participants in this study will receive xxxx and half the participants in this study will receive a placebo (no medication). 

Are there any benefits from participating in this study?
First sentence as appropriate to the specific study: choose one of the following:

You will not benefit from being in this research study. 

There is little chance you will benefit from being in this research study.

You may not benefit from being in this research study. 
Second sentence, if applicable: 

We hope to gather information that may help people in the future.

What does this study involve?

Include a sentence indicating length of time of study for participation: 
Your participation in this study may last up to _____.  You will be asked to return to the clinic _____ times. 
Briefly explain in lay language the visits, procedures, therapies, tests, etc. involved in this study. When applicable, clearly describe:

• whether or not the drugs or devices are being used in ways that are not FDA approved

• the use of placebo- if placebo is used, throughout the consent form use terms such as  study pills/study tablets/study solution/study gel.  Do NOT say study drug or study treatment, since not all participants will get the study drug or treatment.

• whether or not all participants will receive the same therapy,

• and the process of randomization.

Please avoid describing study procedures in lengthy narrative form. If study procedures are very lengthy and complex, consider generating a separate page which can be attached to the consent (e.g., something like a lay version of the schedule of events from sponsor protocol) to describe study visits in detail for the patient. The body of the consent form should summarize the procedures in table format. 

OR

 If procedures are all to be listed in the consent form and there are multiple visits  - use headers and bullets as follows:

Screening visit (Visit 1): approximately one hour

• review and sign  consent form

• chest xray

• blood draw

• etc, etc

Treatment Visit (Visit 2): approximately three hours

• brief physical exam

• etc

 If there are multiple study groups, clarify this by listing the groups as follows:

If you decide to enroll into this research study you will be assigned by chance to one of the following groups: 

Group A - receives  xxx

Group B - receives xxx

Neither you nor you doctor can determine or will know into which group you will be assigned.  Your doctor may obtain this information if needed.

How is this different from what will happen if you do not participate in this research? 

For treatment consents:

1) The standard of care (common treatment plan) for your condition is… (complete as appropriate).

2) Include a list of the additional tests/visits/procedures to be performed for research purposes only: 

If you enroll in this study the following additional tests or procedures will be performed: (this information should correspond to item #6, # 7 in CPHS study design)

3) Explain whether or not the research therapy can be obtained off study: 

The therapy offered in this research project is available to you without enrolling in this study . 

Because it is experimental, this therapy is only available to you in the context of a research study

4) Briefly explain alternative therapies in lay language.   

What are the risks involved with being enrolled in this study? 

sample wording:

We cannot be sure how your body may respond to the (medications or procedures) used in this study. The researchers will discuss possible difficulties and the chances that they will happen. Unknown problems may happen.  Problems may range from a minor inconvenience or may be so severe as to result in death (indicate highest severity leve,l if death is not applicable).  You should report any problems to your doctor or to the director of this study: (PI name and phone number).

Do not list every possible side-effect or complication that could occur. Comprehension is usually inversely related to the amount of information presented, so include only the things that you think are important for a potential participant to remember.

With drug studies involving a multi-drug regimen, list the problems associated with the entire regimen rather than providing separate information for each individual medication. Whenever possible, you should estimate the probability that a problem will occur.  Words such as "common," "unlikely," "occasionally," or "rare" may be used when it is not desirable to use numerical estimates.  Whenever possible, use a table format to summarize risk information. 

 Be sure to include risks of being in a placebo or observation group.

Note:  When research involves therapy or procedures that would be recommended if medical care is delivered outside the setting of a research protocol, it is appropriate to explain that the risks associated with such therapy will not be avoided by electing not to participate in the study.

Example of table format:

RISKS/SIDE EFFECTS OF XXX DRUG(e.g. tamoxifene) 

    OR XXX PROCEDURE (e.g. blood draw) - use as many of these headers as needed for all of the drugs and/or procedures in the study

Common 

• use bullets to list 

Occasionally

• use bullets to list

Rare

• use bullets to list

if applicable:

RISKS OF PLACEBO

• use bullets to list

if applicable include the following section using suggested wording as appropriate:

Pregnancy:

The risks of name of drug   to an unborn child are unknown.  Pregnant women may not take part in this research study.  Pregnancy tests will be conducted on all women of child bearing potential.....every....xxx ......  The sponsor - or your insurance company (indicate which one) will pay for pregnancy tests.

All women of child bearing potential are required to use a medically approved method of birth control in order to take part in this research study.  Please discuss options with the researcher.

If you or your partner become pregnant, you should notify (name to notify) immediately. 
Other important items you should know:

Complete each section as appropriate:

• Withdrawal from the study: Describe appropriate potential withdrawal for this study. See below: 

You may choose to stop your participation in this study at any time.  {if withdrawal could affect medical treatment describe how, here} . Your decision to stop your participation will have no effect on the quality of medical care, academic standing, job status, etc. (whatever phrase is appropriate).  

• if applicable add here information about possibility of termination by investigator without participant consent.

• if applicable add here information about the consequences of a participant's decision to withdraw from the research and procedures for orderly termination of participation.

•In data collection studies, describe how/if  data can be removed from the study once collected.

• New Information: To the best of our ability, any significant new findings during this research study will be made known to you.  You can then decide if you want to continue in this study. 

• Confidentiality:  Every effort will be taken to protect the names of the participants in this study.   (describe methods to be used:  coding,  certificate of confidentiality,  etc.)  However, there is no guarantee that the information cannot be obtained by legal process or court order.  Dartmouth Hitchcock Medical Center authorities and certain federal agencies such as the Food and Drug Administration, the add as appropriate: National Cancer Institute, and Cancer and Leukemia Group B and the sponsor of this study, XYZ Co., will have access to records related to this research.  For VA participants add: The Department of Veterans Affairs, and other agencies such as the Office of Research Compliance and Assurance, and the National Council on Quality Assurance, may also access your medical records related to this research.

• Funding: name of sponsor provides funding to the Dartmouth-Hitchcock Medical Center (or VAMC) for this research. This section of the consent form will also be used to describe any other information deemed necessary to relay to potential participants related to financial disclosure as requested in item #29 of the CPHS Study Plan.

• Number of participants: We expect (## of) participants to enroll in this study here and (##) nationwide. (These numbers should correspond with those on the Human Subject Review Form and in the CPHS Study Plan.)

Who should you call with questions about this study?

Questions about this study may be directed to your doctor or to the researcher in charge of this study: Dr. xxx at (603) 650-xxxx during normal business hours.  

If Dr. xxx is not available, other members of the section of xxxxx will be available to answer your questions during normal business hours.   

Please provide here a 24 hour contact number for treatment relates research projects.

If you have general questions about being a research participant, you may call the Office of the Committee for the Protection of Human Subjects at Dartmouth College (603) 646-3053 during normal business hours. 

What about the costs of this study?

Clearly explain who will be responsible for the costs of the care described in this consent, i.e., sponsor, department, patient, insurance.    Use suggested wording as applicable:

This information should correspond with items # 6 and #7 in the CPHS Study Plan.
The (study medication) will be supplied free of charge. 

All additional tests/visits/procedures as described in the “How is this different” section will be paid for by xxxxxx (e.g., sponsor, dept, or patient). 

Insurance companies or other third party payers will not be billed for research procedures that are not standard of care.

The rest of the medical care that you will receive in this study is considered standard care for your situation and thus would be recommended regardless of your decision to participate in research. These costs will be billed to you or your insurance carrier. 

Will you be paid to participate in this study?

yes or no.  if yes describe payment schedule / travel reimbursement etc. This information should correspond to #22 in the CPHS Study Plan.

What happens if you get sick or hurt from participating in this study?

SPONSOR (SPONSOR NAME) POLICY: The sponsor of this research is XYZ Company.  If you develop an illness or an injury happens because you are in this research study the XYZ Company will........enter the appropriate information regarding the level of liability the sponsor will assume in case of research related injury or illness.

For VA studies, do not use the template after this point.  

The VA “last page” includes the VA policy on treatment for 

research-related injuries, and signature blocks.

(Please read the “signature options” note below.)
SIGNATURE  OPTIONS -  Note:  The Principal Investigator is responsible for ensuring all participants enrolling in this study have provided informed consent.  The PI may authorize other appropriately trained individuals to obtain informed consent and sign as 'designee.'  These individuals must be listed in the CPHS Study Plan (item #23), AND have completed human subjects’ protection training at the VA.  The individual signing below should be the individual obtaining consent.

DHMC POLICY: It is the Dartmouth Hitchcock Medical Center policy that if you are injured or become ill as a result of research procedures, medical treatment will be provided to you but DHMC will not pay for this treatment.
If you have any questions about the legal responsibility of DHMC, please call the Mary Hitchcock Memorial Hospital Office of Risk Management at 603-650-7864 between the hours of 8:00 A.M. and 5:00 P.M. on Monday through Friday.  At all other times call 603-650-5000 and ask for Beeper #7864.

CONSENT  - Signature lines need to directly follow the statements below.
I have read the above information about (complete title of study) and have been given an opportunity to ask questions.  I agree to participate in this study and I have been given a copy of this consent document for my own records.

=== Option 1 if study includes competent participants only ================
Participant's Signature and Date




PRINTED NAME 

Researcher or Designee Signature and Date


PRINTED NAME 

=== Option 2 if study may include incompetent participants ==============
If your study receives CPHS approval to include incompetent participants, include the following lines to signature section as the CPHS has indicated is appropriate. CPHS approval is required to add Next-of -Kin option - complete item #18 in CPHS Study Plan.

Participant's Signature and Date

/ 


PRINTED NAME 


If participant is not competent to provide informed consent, please sign as appropriate:


Durable Power of Attorney for Health Care / 
PRINTED NAME


or


Legally Court-Appointed Guardian


PRINTED NAME


or


Next-of-kin






PRINTED NAME

Researcher or Designee Signature and Date


PRINTED NAME 

=== Option 3 if study may include minors===========================  

If study may include minors add the signature line for assent.  The parent or legal guardian should sign as Legally Authorized Representative and the minor should sign the Assent line.

I have explained to this child what participating in this study will involve and have answered any questions that he or she has asked.

Researcher or Designee Signature and Date



PRINTED NAME 

Assent of minor (age x-x as appropriate for your study)
PRINTED NAME




Legally Authorized Representative and Date



PRINTED NAME
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PROCEDURES FOR OBTAINING INFORMED CONSENT

(Manual 3, Part I, Chapter 9, Appendix 9C)

1.  No investigator may involve a human being as a subject in research unless the investigator has obtained the legally effective informed consent of the subject or the subject's legally authorized representative.  NOTE:  See paragraph 9.06 for exemptions.


a.  An investigator will 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.


b.  The information that is given to the subject or the representative will be in language understandable to the subject or the representative.


c.  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.

2.  Basic elements for informed consent


a.  Except as provided in subparagraphs 2c and 2d, in seeking informed consent the following information will be provided to each subject:


(1)  A statement that the study involves research.


(2)  An explanation of the purposes of the research and the expected duration of the subject's participation.


(3)  A description of the procedures to be followed.


(4)  Identification of any procedures which are experimental.


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


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

NOTE:  An explanation will be provided as to whether compensation and/or medical treatment is available if injury occurs and, if so, what it consists of or where further information may be obtained.
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(7)  A disclosure of appropriate alternative procedures of courses of treatment, if any, that might be advantageous to the subject.


(8)  A statement describing the extent, if any, to which confidentiality of records identifying the subject will be maintained.


(9)  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.


(10)  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.


(11)  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.


(12)  A statement that a veteran-subject will not be required to pay for treatment received as a subject in a VA research program.  Investigators should note; however, that veterans in the "discretionary work load" category are subject to making a copayment if so indicated by a means test (M-1, pt. 1, Ch. 4, par. 4.30).  The veteran subject will receive medical care and treatment for injuries suffered as a result of participating in a VA research program, in accordance with Federal law.


b.  Additional elements of informed consent.  When appropriate, one or more of the following elements of information will 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, consistent with the Federal laws concerning veterans' eligibility for medical care and treatment.


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


(7)  A verbatim statement:


"I authorize the use of my bodily fluids, substances, or tissues.";

NOTE:  Required if the researcher believes that bodily fluids, substances or tissues of a research subject could be part of or lead to the development of a commercially valuable product.


(8)  A statement regarding any payment the subject is to receive.


(9)  A verbatim statement:


"I have been informed that because this study involves articles regulated by the FDA (Food and Drug Administration), the FDA may choose to inspect research identifying me as a subject of this investigation."  NOTE:  Required if research involves a drug with an IND (Notice of Claimed Investigational Exemption for a New Drug) or a medical device with an IDE (Investigational Device Exemption).


c.  An IRB may approve a consent procedure which does not include, or which alters, some or all of the elements of 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:


(a)  Public benefit of service programs;


(b)  Procedures for obtaining benefits or services under those programs;


(c)  Possible changes in or alternatives to those programs or procedures; or


(d)  Possible changes in methods or levels of payment for benefits or services under those programs.


(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;
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(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 shall be provided with additional pertinent information after participation.


e.  The informed consent requirements stated 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.  (Approved by the Office of Management and Budget under Control Number 9999-0020.)
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