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Explanation
To help investigators draft the documents needed for their projects, the IHS IRBs devel oped the attached

10 model volunteer documents for different hypothetical situations. The situationsinclude 7 research
protocols typically seen in IHS, aprotocol typical in tertiary-care (#5), and 2 EPI-AID protocols (#9,
#10). The protocols, and thus the documents or sheets, range from complex (#1, #3, #5, #8) to simple
(#4, #9). The specific hypothetical situations are:
1] arandomized, double-blind, placebo-controlled, Phase Il clinical trial of an Investigational New

Drug vaccine, i.e., with "greater than minimal" biomedical risk;

ascreening by lab testing of a population for diabetes;

asurvey about domestic violence, i.e., with "greater than minimal" social risk;

asimple questionnaire survey of users of aclinic for health service research;

ageneric open-label single arm protocol to use and assess ribavirin for hantavirus;

a"youth risk behavior survey" (YRBS);

community-based participatory research, using qualitative research methods, on the highly

sensitive, emotionally-distressing, topic of miscarriage;

genetic research into a complex syndrome of colon and ovarian cancers, HNPCC; and
, 10] information sheets for investigations of ssmple (7) and complex (8) epidemics.
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The last page lists those elements in consent documents required by regulations 45 CFR 46 (marked by
@), or needed by only some protocols (unmarked). The regulation's section for each element is cited.
Thelist isfrom alarger checklist used by IHS Area and National IRBs.

| wrote the 8 model Volunteer Consent Documents and 2 information sheets to be understandable by most
people. The National Adult Literacy Survey (NALS), whose results were released in early September,
1993, guided they the documents were written.  Let me describe the NALS briefly, and show how it is
relevant to consent documents.

In 1992, NAL Stested avalid sample of 13,600 US adults for 3 types of applied literacy:

- proseliteracy, using new stories, articles about health, etc.;

- document literacy, using payroll forms, transportation schedules, maps, etc.; and

- Quantitative literacy, asking them to balance a checkbook, complete an order form, etc.
The results of testing applied prose literacy were relevant to devel oping consent documents.

NALS divided the resultsinto 5 "Levels" of prose literacy.

1: unableto read; or "read arelatively short text to locate a single piece of information."”

2: "integrate two or more pieces of information to compare and contrast easily identifiable
information"; locate a single piece of information but the passage had several "distractors’
("plausible but incorrect pieces of information").

3: "make matches that require low-level inferences’; "integrate information from dense or lengthy text
that contains no organizational aids such as heading."

4. "integrate or synthesize information from complex or lengthy passages’; "[c]onditional information
is frequently present.”

5: "search for information in dense text which contains a number of plausible distractors': readers
must "use specialized background knowledge" to understand part of the text.

Levels4 and 5 describe many consent documents we have all seen, and written! How many US adults
could be expected to understand Level 4 or 5 consent documents? See the graph below.

Apparently only 20% of US adults would understand the dense and complex consent documents we are
familiar with. How can consent documents be made understandable to more people?

Kirsch IS, Jungeblut A, Jenkins L, Kolstad A. Adult literacy in America: afirst look at the results
of the National Adult Literacy Survey. Washington, DC: National Center for Education Statistics,
US Dept. Education; 1993.
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One possible approach would reverse or omit those factors that contributed to decreased comprehension
in the texts used by NALS. Those factorsincluded the following.

Factorsthat decr ease comprehension of prose material used by NALS
Increase in number of items or categories of information
Decrease in the closeness of relationship of the text to the information being tested
Increase in length and density of the text
Increase in amount of background infor mation needed by reader to understand the text

Increase in number of distractors (information apparently similar to, but actually
different from, the information being tested)

6. Decrease in the or ganization aids of the format of the text.

S ES SIS

To reverse these factors above associated with fewer people understanding the NALS material, the Model
Volunteer Consent Documents try to meet the following 6 criteria.

1. Bebrief, but have complete basic information. [Affectsfactors1, 2, 3.]

Thefirst factor cannot be eliminated entirely, because 45 CFR 46 requires more than a dozen items of
information. However, omitting unnecessary or irrelevant items of information will help minimize
factor 1, and help reverse factors 2 and 3.

Many potential volunteers do not read long consent documents or information sheets. The longer the
document, the fewer the people who read it in its entirety, and the smaller the fraction of the document
that isread by therest. Thus, trying to be more comprehensive by adding more information may result
in less information actually transmitted.

The model documents include only the basic information needed by potential volunteers. We
researchers have abias. we tend to include too much scientific detail, and to minimize or omit some
required elements of 45 CFR 46. The models are designed to counter that bias; they do not try to
answer every conceivable scientific question. For example, the first model, for the experimental

Reading Skills of U.S. adults
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vaccine, does not have information about how the vaccine was made. (That would be "basic

information” only if it were controversia, e.g., made by tissues from aborted fetuses.) But the models
do include al items required by the regulations. We tried to make the model documents include only

=
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information closely related to the core information needed to be understood, analyzed, thought over,
and remembered by potential volunteers.

"Non-basic information” can be given in a separate handout, perhaps in a Question-and-Answer
format. We suggest including alist of questions at the beginning of the handout, to permit peopleto go
directly to those questions they are most interested in.

2. Belessdensg, i.e., have easy readability, for most people. [Affectsfactors 3 and 4.]

All of us have encountered quite dense material that is difficult to read and to understand. Readability
measures one aspect of density. Several computer programs have 1 or more readability formulas,
usually expressed in school "grade" level. The readability formulas are usually alinear relationship of:
the average number of words per sentence, and the average number of syllables or letters per word.
Thus, a consent document with "ninth grade readability” means that the relationship between words-
per-sentence and syllables-per-word of the consent document is similar to that in material read and
understood by ninth graders.

Unfortunately, words-per-sentence and syllables-per-word sometimes have little to do with

understandability. Rare short words in short sentences may have a mathematical similarity to material

read in the lower grades, but be understood only by rare people. Beyond short words and short

sentences, ways to improve readability include the following.

- Use active voice rather than passive voice verbs ("We did" rather than "It was done").

- Use common wordsin general.

- Make clear the links of logical sequences and of cause-and-effect, even if doing so makes the
sentence much longer. ("We will do this, because that happened.™)

The readability of the Model Documents #1, #3, #5, and #8 is 8th grade, in spite of their complex
topics. Readability for #6 and #9 is 6th grade; that for all othersis 7th grade.

3. Beclear and provide the background information needed. (Use familiar terms, explain unfamiliar
terms and concepts, and organize into logical sequences.) [Affects factor #4.]

The models try to omit specialty terms and concepts not essential for being informed to make a
decision, and to define and explain all new terms needed. The documents strive to be understandable,
not scientifically precise. Also, people can comprehend organized new material better than
unorganized new material. Thus, organizing new material into succinct blocks, and putting the blocks
inalogical clear sequence, helps maximize comprehension. Writers of consent documents should ask
"What potential volunteer's questions are we trying to answer? What background information does
g/he not have, but needs, to understand this?"

4. Useonly 1 meaning for important terms; eliminate " distractors." [Affectsfactor #5.]

Distractors include the same word with different meanings; the multiple meanings confuses people.
Many consent documents have two such distractors: [1] "risk"; and [2] "benefit.”

"Risk" means the harms inherent in the research, and also sometimes the risk factorsto come down
with disease that the research is dealing with. | suggest "risk” be used only in the former sense, i.e., the
direct inherent possible risks of the research for volunteers and community. "May get disease" or a
similar phrase can be used for "risk factors.”

"Benefits' means advantages inherent in the research, but also benefits not to be foregone in the non-
coercion disclaimer. "Benefit" may even mean payment given for participation. | suggest that
"benefit” be used only in the first sense, i.e., the direct inherent possible benefits of the research for
volunteers and community. "Care or services' can be used in the non-coercion disclaimer;
"reimbursement™ or "payment"” can be used for participating.

5. Have aformat that helps people comprehend and remember theinformation. [Affects factor 6.]




Format can help people comprehend and remember complex material. Research has shown that certain
elements of format help improve comprehension. Good format includes:

- Headings;

- indents,

- key wordsin bold or underlined;

- vertical lists (instead of run-on listsin long sentences);

- extraspacing between topics;

- short paragraphs, with only one major thought per paragraph;

- repetition (repeat important, difficult-to-understand, points);

- reasonable-size type (not small print to minimize pages);

- lower case, NOT UPPER CASE; and

- plenty of margins and empty spacein general. (Think of the daunting insurance-policy statements
with their wall-to-wall and top-to-bottom writing in small print.)

These elements of format help the reader to:
A] recognize the organization of the consent document;
B] recognize, know, and remember the key points; and
C] go back later to the document to retrieve important information, such as telephone number of the
doctor to call if injury occurs.

6. Serveasascript for the face-to-face discussions with the potential volunteers. [Thiscriterionis
not related to the above factors suggested by the NALS]

Face-to-face discussions between investigators and potential volunteers are the most important part of
the process of informed consent. These model documents are intended to be both the written consent
documents and the script for the verbal explanation by the investigators. If the verbal explanationis
amost the same as the written document, each will reinforce the other and avoid inconsistency. Thus,
each model is actually a combined document-script.

One benefit is this approach is that the document-script prompts investigators to use simple language
for the verbal explanation. Another benefit is that the same document-script can be used for potential
volunteers who have difficulty reading, have low literacy, or need atranglation--which also increases
consistency of explanation among al volunteers. Investigators need develop only one document-
script, not two, to permit people of al literacy levelsto be potential volunteers. The document-script
could also be used to videotape the explanation.

The model document-scripts reinforce both the oral discussion and visual reading. For instance, the
bolded headings are the key "take home" points of the information to be transmitted. The document-
script approach should result in two editorial benefits.

1] Bolded headings attract attention and are remembered. By having key points as headings, the
reader more likely will remember the key points. (Bolded headings that are just titles or questions
attract attention, but unfortunately are not intended to be remembered.)

2] Thelengthisshorter. Thereislittle or no unnecessary verbiage.

Exemplary consent documents are not sufficient for informed consent.
Researchers and IRBs should go beyond the consent document in two ways.

First, the quality of the interpersonal communication in the process of consent--the two-way sharing of
information by researcher and potential volunteer--is more important that the quality of written
documents. The sharing should be two-way; the researcher needs to impart information, as well as
find out the level of understanding by potential subjects and elicit questions they may have. IHS IRBs
have not devised waysto assure high quality in the process of communication. One way may be that
the researchers, the tribal government or personnel from the tribal health department, Health Boards,
and IRBs work out consent processes as partners that are culturally sensitive and respectful of each
person.
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Second, because some research protocols are so distant from the background information possessed by
most people, the amount of totally new information required to be in consent documents for those
protocols may overwhelm even maximum clarity of writing. The model documents for the ribavirin
trial (#5), and for the genetics study (#8), are examples. In such circumstances, 3 added steps may
help.

1] Allow and encourage 24 hours or more for discussion and adecision. Simply having the person
take the consent document home overnight can increase comprehension.  What people learn from
written material varies by the background information they have about the subject. © Hence, a
researcher could try to increase the background information of potential volunteers before they
could understand enough to make an informed decision. E.G., one could discuss the information
in 2 stages, at least aday apart. Thefirst stage would focus on the basic information about the
purpose; the second stage would summarize and answer questions about the purpose, and then
focus on procedures. This approach is feasible when timeis not critical, unlike the ribavirin
protocol.

2] Educate people before they are asked to participate, by publicizing and discussing the protocol
repeatedly in the media. One should use as many media channels as possible, e.g., radio,
newspaper, TV, district or chapter house meetings, churches, etc. This approach isfeasible when
the community has high interest in the research.

[3] For one-on-one discussions with potential volunteers, use mediain addition to the printed page,
e.g., videotapes, interactive computerized video discussions, etc.

In summary, we should follow the principles of effective written communication, i.e., reverse the 6
factors leading to poor comprehension. We should write consent documents understandable by 70%-80%
of the adult population. Even with more than 12 important items required by 45 CFR 46, Level 2 consent
documents are achievable for most protocols.

" Morrow G, Gootnick J, Schmale A. A simple technique for increasing cancer patients knowledge of informed consent
to treatment. Cancer 1978; 42:793-799.

@ Mosenthal PB, Kirsch IS. Learning from exposition: using knowledge modeling as a basis for assessing student's
knowledge. J Reading. 1992; 35:668-678.
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IHS Model Volunteer Consent Document, #1

Background: a randomized, placebo-controlled, Phase Il clinical trial of an Investigational New Drug
vaccine.

In all model documents, harms or risks are written as 'some people have gotten ...." [or similar wording.
Many people understand the typical wording of 'the vaccine may cause ...." or 'you may get ...." asbeing a
forecast of what will happen to the person, not a statistical statement.

Goodvacc Vaccine Resear ch Study.

We ask you to take part in research for a new vaccine for Sever e disease.

The NoName IHS Service Unit, Topdrug Pharmaceutical Company, and Academia University are
doing this study. The study has 2 purposes:

1] toseeif Goodvacc vaccine prevents Severe disease; and

2] toseeif thevaccineis safe.

Goodvacc is an experimental vaccine. 2,500 adults have received it without problems.

Goodvacc isan "Investigational New Drug," because it is still being studied. That is, it has not been
licensed by the FDA (Food and Drug Administration) for general use. The FDA may use this study to
decideif it should be licensed.

Goodvacc has been given to more than 2,500 adults. Almost all of them made antibodies to Severe
disease. (Antibodies are what the body makes to fight infections.) So far, no serious side-effects were
seen in any of the people given the vaccine.

Thereisno other way to prevent Severe disease.

Severe disease is an infection that hits mostly elders. About one-third of elders with Severe disease die
even though we give them the best medical treatment known. So we want to prevent the disease from
hitting the elders, but thereis no way known to prevent it now. If Goodvacc vaccine works, it would
be the only way to prevent it.

Wewant to find out if thisvaccine works, and to be sureit is safe.
This study will find out if Goodvacc, and the antibodies it produces, do prevent Severe disease. We
also want to check for side-effects. We are testing Goodvacc vaccine here because many elders of
NoName Reservation get Severe disease, and more than one-third of them die from Severe disease.
Thereare several stepsto thisstudy.

We ask all patients age 60 or older, who come to NoName Clinic, if they want to take part in this
study. We will check to seeif thereisamedical reason that they should not take part.

6



If you take part, we will give you a shot of either Goodvacc vaccine, or sterile water (a
" placebo") that does not produce antibodies.

If you volunteer to take part, we will put you in one of 2 groups. Groups are assigned by chance
or randomly, as by aflip of acoin. Peoplein one group will get a shot of Goodvacc vaccine.
Ppeople in the other group will get ashot of sterile water ("placebo™). Y ou will not know which
shot you get, the vaccine or the water. All shots are given by trained nurses.

Then we will draw one tube of blood three different times.

A skilled lab tech will draw one tube of blood (about two teaspoonfuls). We will draw the blood
before the shot, in 1 month, and in 1 year. We use the blood teststo see if you already have, or
make, antibodies to Severe disease. To draw the blood from you, we will ask you to come back to
the NoName Clinicin 1 month and 1 year.

When you come back, anurse will ask you afew questionsto find out if you had any side-effects
after the shot, and if you had Severe disease. The questions take about 10 minutes. The nurse will
also check your medical chart at the Clinic to seeif you had Severe disease.

We will give you $10 for today's blood draw, and $20 each for the second and third draw, to pay

for time, gas, and other expenses.

Schedule:
Date Type of visit What will be done
Today Clinic health questions; blood draw; shot; $10
1 month  appointment with us health questions; blood draw; $20
1 year appointment with us health questions; blood draw; $20

Thevaccine may have side-effectsfor some people.

So far, the side-effects of the 2,500 people given Goodvacc vaccine have been the following.
Local reactions at the shot: General reactions:
redness or soreness or swelling. fever for about 1 day.

Lessthan 4% (1 person in 25) of the people who received the vaccine had any of those reactions.

Aswith all blood draws, you may get a bruise where the blood was taken. It isvery rareto get an
infection at the site of the blood draw.

The vaccine may haverisksthat we do not know about.

Goodvacc may have a side-effect or reaction that we do not know about. A very few people who got
other vaccines had rare severe reactions, or even death.



The vaccine may benefit some people who get it.

Some people who get the Goodvacc vaccine shot may be protected from Severe disease. We hope
Goodvacc vaccine protects against the disease, because it protected animalsin tests. However, we do
not know for sureif it protects human beings from Severe disease. The purpose of this study isto find
out if it does protect.

If you get the "placebo” shot, you will not get benefit now. But if this study shows that Goodvacc
protects against Severe disease and is safe, we will offer to give you the vaccine immediately.
NoName Reservation may also benefit from this study. If the vaccine protects elders from Severe
disease, NoName elders will be the first to be protected. When we get the results of the study, we will
report them to the Tribal Council first, before releasing the information to the general public.

Wewill guard your privacy.

We protect all information about you and your taking part in this study as much aswe can. We have
trained all staff not to tell anyone outside the study anything about people in the study. Medical
records are held in a secure room. The FDA may examine our records of those who take part in the
study. It ispossible but unlikely that a court order may force usto reveal medical records to other
people, asistrue for all medical records.

In caseof injury or reaction, call Dr.ldaH. Serviceat - -
If you have an injury or reaction that may be caused by your shot or study procedures, please call Dr.
Service immediately. Her telephone numberis - - . You may use the NoName Clinic
phone, or call collect, to make the call.

The NoName Clinic will provide medical care for any injuries or reactions caused by the Goodvacc
vaccine or study procedures. The Topdrug Pharmaceutical Company will pay for needed medical care
that IHS does not provide.

If you have questions about theresearch, call Dr. Serviceat - - or writeher:
NoName Clinic, NoName Indian Nation
1000 Named Street
NoName City, XX 12345-6789
Y ou may use an NoName Clinic phone for the call.

You haverightsasaresearch volunteer.

Taking part in thisstudy isvoluntary. If you do not take part, you will have no penalty and lose no
care or services by IHS or others. Y ou may quit at any time, with no penalty or loss of any care or
service for which you are qualified.

We may contact you later about taking part in other studies related to Goodvacc vaccine or Severe
disease. You may choose to take part or not at that time. Y our decision to take part or not in the future
will not affect any care or services by IHS or others.
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You may stop taking part in thisstudy at any time. You will be reimbursed for each blood draw
taken. We may end your participation in this study at any point if we feel it isin your best interests for
your health. We will tell you any information we find that may affect how willing you are to continue
in the study.

If you have acomplaint, grievance, or other concerns, cal or write Ed Ethics:
NoName IRB, NoName Tribal Office
1000 Happy Ave
Happy City, XX 12398-7654
(telephone /[ )
Y ou may use an NoName Clinic phone for the call.

| agreetotakepartin The Goodvacc Vaccine Research Study. My questions have
been answered. | received a copy of thisform.

Signature: Date: , 1993
[or thumb-print]

Witness: Date: , 1993

[Note:  Thereadability of this Volunteer Consent Document is 8th grade. Thetext is 1,258 words.]



IHS Model Volunteer Consent Document, #2

Background: Thisisa hypothetical protocol for thiscommunity based diabetes prevalence study. A
team of service unit health care workers and local tribal members wants to determine the prevalence of
diabetes in the community. The ultimate purpose isto determine which geographic or demographic (age
and gender) groups have the highest rates of undiagnosed diabetes, which will lead to screening and
intervention focussed on those groups. High random serum glucose will identify community members
needing more definitive workup and final diagnosis. The team obtained technical assistance for project
design and sample size calculations. General Methods:. The teamwill determine prevalence of diabetes
in a stratified random sample of community members. The sampling will use a list of tribal members
maintained by the tribal census office. Thislist will be sorted by sex and age. After a random selection of
the first person, every nth name on the list will be selected aswell. A field worker will visit the homes of
all selected people and ask them to participate in the study. Anyone positive on a random serum glucose
will be asked to go to clinic for definitive testing and diagnosis.

Isan " Informed Consent" document necessary? Isthistruly " research"?

Screening for diabetesis part of clinical care; a detailed process of informed consent is not usually done
when screening for diabetesin clinical care. One may therefore ask, isthis project really clinical care
with community outreach, and not "research”?

Although the project includes clinical care, it isalso research, dueto its use of sampling and to the
purpose of the project. Sampling is done to ensure that the prevalence rates found are valid for the entire
community. But sampling is a method of research, not of clinical care. The primary purpose of the
project is to determine the prevalence rates of undiagnosed diabetes, and how the rates vary by
geography and demography. That primary purposeis research, although the research results will be then
used to plan better clinical care.

Informed Consent by potential volunteers.

Informed consent must be obtained before a person's participation. Although finding undiagnosed
diabetes will likely benefit such people, making the diagnosis hasrisks. (For instance, driver license and
insurability may be adversely affected by a diagnosis of diabetes.) The consent must describe all benefits
and risks.



Community Diabetes Research Project: Informed Consent for Volunteers.

We ask you to take part in resear ch for the Community Diabetes Project.

The Project is sponsored by the Tribal Health Program and IHS. We want to find out how many
peopl e have diabetes but do not know it.

Diabetes means that a person has too much sugar in the blood. Many peoplein this Tribe have
diabetes. Although many people with diabetes are diagnosed in the Clinic, some people may not know
they haveit. If we know where most of those people live, we can set up stations to screen for diabetes
in those Districts.

We want to check 200 adults from all parts of the Reservation. We picked the people randomly from
the Tribal Census, like picking bingo numbers out of a drum.

We want to check your height and weight, and do a blood test for sugar.

If you agree to take part, we will ask some questions about your health and how you are feeling. We
then will check your height and weight, and get a drop of blood from you by afinger-stick. We will
test your blood for sugar right away, and tell you the results. All this takes about 15 minutes of
your time.

When we get back to the Clinic, we will put all the resultsin your chart, for the doctors to see.

If your test shows high blood sugar, we will ask you to go to the Clinic.

The test today does not diagnose diabetes. High blood sugar on the test today means just that you may
have diabetes or tend to haveit.

If the test today is high, we will make a Clinic appointment for you. You can get thefinal teststo
check for diabetesthere.

People and the community may benefit if you agreeto take part.

People may benefit because they may learn if they have diabetes or not. If you have diabetes but do
not know it, the Clinic can help you stay healthy. Our community may benefit because we will be able
to plan for better health services.

Wewant you to know therisksfor taking part, aswell.

The finger-stick will sting for a couple of seconds.

Some people may worry alot if the test today is high. But a high test today does not mean a person
has diabetes for sure. The Clinic will do those tests. And for people who have diabetes, the Clinic
can help them return to good health.



If you have diabetes, you may need to have the Clinic OK your Driver's License each year. Having
diabetes a'so meansit is more difficult to get insurance. (But most insurance companies test for
diabetes when people apply, anyway.)

Wewill keep all your information private.
All results go right to your Clinic chart for your doctor's use. After that, the Community Diabetes

Project will remove all names. Because there are no names, no-one can know what your results are
from the Project.

If you have questions about this Project, please call Mary Doeswell at -

Y ou may use aDistrict or Clinic phone for the call. You can visit also her at Tribal Headquarters.

visit him in the Tribal Office. Y ou may use a District or Clinic phone for the call.

If you have acomplaint, grievance, or other concerns, please call Ed Ethicsat - - , Or

Taking part in thisstudy isvoluntary.

If you do not take part, you will have no penalty and will lose no care or services by IHS, Tribe, or
others. You may quit at any time, with no penalty or loss of any care or services for which you are
qualified.

We will give you a copy of thisform.

| agree to take part in the Community Diabetes Research Project. It will check my blood
for sugar, and put the resultsin my Clinic chart.

[Note:  Thereadability of this Document is 7th grade. Thetext isonly 646 words.]



IHS Model Volunteer Consent Document, #3

Background: This consent document is for a survey of adults of sensitive and risky information. Thus, the survey
has greater than minimal social risk. The hypothetical research is about domestic violence. Research about
stigmatized, incurable, genetic, or sexual diseases, or illegal behavior such as substance abuse or prostitution, all
have similar risks.

This hypothetical research isin and by a hypothetical Family Crisis Center, serving battered womenin arural
reservation community. It provides drop-in counseling services; shelter is provided by a network of " Safe Homes."
Theresearchisin two phases: [1] usethe existing data of theinitial care interview by the counselor; and [2] do
follow-up interviews at 1 and 6 months. If the data in the first phase were anonymous, the phase could be exempt
from IRB review by "using existing data anonymously." However, the researchers want to reinforce the

empower ment of the women. Thus, they chose to ask for consent to use even that existing data. The benefits, risks,
and management of risks for participating in the research for the potential volunteer are primarily the same as
those for the woman going to the Center for help, and had been covered extensively in the discussion between
counselor and woman.

Afirst planning step for any researcher doing "greater than minimal social risk" research isto outline fully all the

potential social and physical risks. In this kind of research, risks often include:

- loss of confidentiality about the identity of the volunteers,

- loss of confidentiality about the information given by the volunteers,

- triggering internal conflicts within volunteer-respondents, e.g., emotional reactions or needs,

- triggering external conflicts of social, stigmatizing, or physical damage against volunteers, e.g., assault by
abusing partnersor legal action by authorities, if study participation in the study became known. In some
research (e.g., about fetal alcohol syndrome), the people at risk include not only the subjects of the research but
third-parties (e.g., the mothers) aswell.

The next step is to ensure that the research methods minimize the risks to the volunteers and any others. The
researcher must try to ensure confidentiality; we suggest relying on anonymity whenever possible. To minimize
emotional riskstriggered by the research itself, the interview time must include extended listening, ventilating,
discussing, and referral to counseling services. (Cooperation of counseling services must be obtained before
approving theresearch.) If the research concernsillegal behavior, e.g., a study of HIV and risk factors among
prostitutes, the researcher may need to have the cooperation of local legal authorities. If thereisa risk of
triggering violence by abusing partners, the researcher must ensure that nothing given can identify a person asa
respondent. Risk to the community must be minimized, often by researchers and community agreeing about
publication, e.g., whether to identify the community.

Researchers should also maximize benefits of the research to each volunteer and community. They must ensure
availability of services to the volunteers. For a survey of fetal alcohol syndrome, for instance, researchers should
link to established, or help establish, real services of prevention and treatment.

Resear ch involving emationally-vul nerable subjects should avoid ingtitutional pressure by caregivers. Many
patients who are dependent on caregivers help may feel that refusing to take part will lead to loss of the care they
need, in spite of the written "non-coercion disclaimer” in consent documents. One way to avoid the problemisto
emphasize repeatedly the freedom to refuse. Another isto have at least the consent, and sometimes the research as
well, done by people other than the caregivers. (In this hypothetical project, the researchers did not want to
introduce a stranger into the relationship, due to extreme vulnerability of victims of domestic battering; thus, they
felt that the counsel ors should be the people to solicit consent and do the follow-up research. But both the
counselors doing the verbal explanation and the document repeatedly emphasized the freedomto choose.) Inan
actual project similar to this hypothetical research, several women did refuse to take part, indicating true freedom.

Please note a specific aspects of the hypothetical research and model Volunteer Consent Document. The need for a
Certificate of Confidentiality depends on: 1] the questions asked; and 2] if the Federal Privacy Act applies. In this
hypothetical case, 1] the survey includes legally sensitive answers about the subject and third-parties, and the
survey retains identifiers for the longitudinal survey; and 2] the Family Shelter is not a federal facility. Thus, the
researchers got a Certificate. The explanation about the Certificate should be short and under standable, not long
and in legalese.



Volunteer Consent to a Study about Domestic Violence.

The NoName Family Crisis Center asksyou to take part in resear ch about violence in families on
the NoName Res.

The study will help us understand the type and severity of violence that occurs in NoName homes.
The Crisis Center will use the study to plan better programs to prevent domestic violence, and to treat
the family victims of violence including children.

We are asking to interview all women seen by the Center. Please understand that you will always
get care by the Family Crisis Center whether or not you agree to take part!

If you agreetotake part, your counselor will put some of your story into the study. Neither you nor
anyone will be named or identified.

Y ou told the counselor your history already. If you agree, she will use the facts of your history for the

study. She may ask afew more questions, to complete your history. An IHS doctor will also review
your chart for injuries you had that may be related to problems with your partner.

She will also want to talk with you in 1 month and 6 months.

She will ask you how you are doing. Y ou can tell her then what you thought about the Crisis Center,
and what should be done to help you and other women, families, and children.

She knows that your partner may be angry if he found out you talked with us. So, she will ask you

what is the best way to contact you to set up atimeto talk. She will contact you only by the way you
want. The Family Crisis Center is a safe place to come and talk.

The benefitsto you taking part are seeing your counselor on a scheduled basis.
She will help you think through your situation, like she did today. Y ou both can discuss your needs
then. She may suggest programs or people that can help you then.

If you take part, however, the main benefit isto the community.
The Crisis Center will use the results of the survey to improve programs to help families, women,

children, and partnersin need. Y ou and your family are not alone! More than 1 out of every 5
NoName families have suffered violence.

Some people have felt discomfort by taking part.

Y ou and the counselor have aready talked about things full of emotion for you. In her talk with you in
1 and 6 months, she will listen and spend as much time with you as you want. Most women feel better
after talking like that.



The Family Crisis Center hastried to prevent any risk to you.

No-one in the Center tells anyone who has come here to talk or for help. If your partner finds out from
others that you were here and asks you what you did, you can say we gave you help about "women's
issues." They included child care and transportation to Clinic.

We will give alist of services and peopleto call for help about violence in the home. To avoid making
any woman's partner angry, that list contains other numbers and programs aswell. Infact, itisalist of
every socia program in the NoName community. Thereisno sign that thelist is related to violence in
the home.

Y ou do not have to sign avolunteer consent form to take part. Y ou can agree to take part just by
telling us, if you want. You can take a copy of this volunteer consent form with you, but we suggest
you do not, to avoid triggering violence by your partner.

The Family Crisis Center triesto make sure no-one else can know what you say.

Y our name is not on the study form with your answers. Only a special code number isthere. You
counselor will keep your code number and name locked up with the Center's records.

For even more protection, the Crisis Center also has a Certificate of Confidentiality from the federal
government. It was made to protect all information from disclosure, even that ordered by a court,
without your written consent. That is, it was made to keep the information private, like your medical
record.

No reports about the survey will contain your name or the name anyone in the study.

If you tell the counselor that someone, you or your children, isin danger of great physical harm, she
will tell the Clinic to provide protection. The same thing would happen if you gave the same
information to a doctor, nurse, or counselor in the NoName Clinic.

Taking part isvoluntary.

If you do not take part, you will lose no care or services from the Family Crisis Center, IHS, or
anything else. The Crisis Center will continue to give you help. You may refuse to answer any
guestion, but we hope you answer as many guestions as you can. Y ou may also refuse to take part in
theinterviews at 1 month and 6 months from now, but we hope you will take part then.

If you have questions about this study, please contact Mary Doeswell, phone - , or in her
office at the Center.

If you have acomplaint, grievance, or other concerns, please contact Jane Goodlawyer. Sheisa

staff attorney for the Noname Legal Defense Office (NLDO). Sheis also amember of the NoName

Institutional Review Board (IRB). Callherat - orvisit her at NLDO. You may useaClinic
phone to make the calls.



Thank you for helping build a better NoName community for all families.

We will report the results of this study at the NoName Nation's Annual Meeting, in May 1994. A
summary will be available at the Center shortly before the meeting. Y ou can also discuss the results
with any Center counselor.

| agreeto take part in the NoName Family Crisis Center study about violencein the
home. My questions have been answered. | will continue to receive help by the Center
whether | agreeto take part or not. | may refuse to answer any question | want. | have
received a list of helping programs and people, and their telephone numbers.

[Note: Thereadability of this Volunteer Consent Document is 8th grade. The text isonly 1,031 words, yet it meets all requirements
for consent documents for complex research that is greater than minimal social risk.]



IHS Model Volunteer Consent Document, #4

Background: Thisanonymous survey of adults asks for no sensitive information. The research isno
more than minimal risk and does not involve vulnerable subjects; thus, it may be exempt from IRB review.
Nonethel ess, the consent process should minimize institutional pressure to participate possibly found in
IHS settings; this document assures potential volunteersthat their IHS services are totally unrelated to
their choice of participation.]

NoName Health Service Research Study.

The NoName Indian Health Board asksyou to take part in resear ch about what services IHS Clinic
patients need.

We will use the results of the study to plan for better services for all of us. The Health Board wants to
know what things are done well, what things need to be improved, and what new services are needed.

We ask all adult patients seen by the IHS Clinic, and parents of children, to fill out the form. We know
of no risksto you to taking part, because the survey is anonymous. That is, no-one can know who
filled out aform, because no names are on it. It takes about 10 minutes to finish.

The NoName Tribe will benefit if most patients answer the survey and give their ideas!

Taking part isvoluntary.

If you do not answer the survey, you will have no penalty and will lose no care or services by IHS or
others. You may leave any question blank, but we ask you to answer as many questions as you can.

If you have questions about the survey, please contact Mary Doeswell, phone - or at the
NoName Tribal Office. If you have acomplaint, grievance, or other concerns, please contact Ed
Ethics, Chair, NoName IRB. Cal himat - orvisit him at the Tribal Office. You may use a
Clinic phone to make the calls.

Please leave the survey form in the boxes by pharmacy, lab, or medical records.

Please take this cover sheet of explanation with you. Medical records and Mary Doeswell also have
copies of the cover sheet and survey.

Thank you for helping build a healthier world.

We will report the results of this survey at the Nation's Annual Meeting, May 2. Please attend!

[Note:  Thereadability of this Volunteer Consent Document is 7th grade. The text is only 292 words and 1/2 a page, yet it meets all
requirements for consent documents.]

IHS Model Volunteer Consent Document, #5

Other collaborators for this generic consent document were: Drs. Louisa Chapman [CDC], Greg Mertz
[UNM], and Ray Reid [a Navajo physician-researcher with Johns Hopkins U].

Ribavirin Treatment of Hantavirus lllness Acquired in the United States.
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We offer ribavirin asatreatment for the" Mystery IlIness.”

"Mystery lliness' is an infection caused by atype of hantavirus. Theillnessisnow called
"Hantavirus lliness." Thishantavirusisatiny germ, avirus. It comesfrom amouse. Some people
infected with hantavirus get sick but get well. Since May, more than half of people sick with
hantavirusillness have died.

There are different types of hantaviruses. We are not sure of away to treat the type here. But

ribavirin may be atreatment. A study suggested that ribavirin may help cureillness caused by a
related hantavirus.

Theuseof ribavirin to treat hantavirusillnessis experimental.

There is no medicine now to treat this type of hantavirusillness. Ribavirin isamedicine used in the
U.S. When given by breathing it in, it helps cure asevere viral lung infection in children. But we do
not know if ribavirin can treat the hantavirusillness. Wefeel ribavirin may be able to treat your
illness. Becauseribavirin isexperimental for hantavirus, it can be used only in research.

The purpose of theresearch isto seeif ribavirin can treat the hantavirusillness.

We also will check the side-effects and safety of ribavirin.

Dr. Infection Doctor, School of Medicine, isin charge of the study.

Doctorsin the hospital can use ribavirin under the research plan by Dr. Doctor.

For the treatment, we will giveribavirin injections by vein for 10 days.

Wewill give it every 6 hoursfor 4 days, then every 8 hoursfor 6 more days. Thefirst dose will start
right away. We will give bigger dosesin the 4 days, and smaller doses the last 6 days. Those are the
same doses used for many years to treat other viruses.

Wewill get lab testsevery day.
Before we give the first dose, we will get some urine to test for hantavir us and check your kidneys.
We will get 3 tubes of blood to check your blood, liver, and kidneys. If you are awoman, we will ask

you if you are pregnant. We will do aurine or blood test for pregnancy, as a check.

While you get ribavirin, we will get 3 tubes of blood each day to check your blood count, liver, and
kidneys. Wewill get 1 tube of blood a month from now, asafinal check.

We want to learn how to better diagnose and treat the hantavirusillness. We will save some blood
and urine samples to do that research.



Therearepossibleriskswith ribavirin. Only peoplewith hantavirusillness should get it.

We think you are infected with hantavirus. But if we find out by our tests that you are do not have
hantavirusillness, we will stop the medicine. If theribavirin causes damage to you, we will stop the
medicine.

We cannot giveribavirin to women who ar e pregnant.
When tested in pregnant animals, ribavirin caused severe birth defects or death of the unborn animals.
Thus, if given to a pregnant woman, ribavirin may cause severe birth defects, or the unborn baby may
die. So, wewill not giveribavirin to pregnant women. That iswhy we test women for pregnancy,

and ask about the history of last menstrual period.

Women who receiveribavirin must not become pregnant for 3 months.

The medicine can stay in the body for 3 months. Because it can harm an unborn baby, women
should not get pregnant for 3 months after finishing it. If you are a woman, you must not get
pregnant for 3 months.
Ribavirin may cause minor changesin the blood.
Most people treated with ribavirin elsewhere got a mild anemia, or low blood count. The low blood

count did not cause permanent damage. After the 10 day treatment, the blood count returned to
normal.

Also, about 1 of every 50 patients who received ribavirin had slightly higher bilirubin in the blood.
Bilirubin can cause some people's skin to look yellow. The bilirubin returned to normal after finishing
the medicine.
Lessthan 1 of every 250 patients had a small increase in uric acid for awhile. It returned to normal.
Ribavirin may have other risks we do not know about.
It may have arare side-effect or reaction not known now. Any medicine can, very rarely, cause death
from an allergic reaction.
Ribavirin may have benefits, too. We hopeit will help you.
Thereis now no other medicine for hantavirusiliness. We hoperibavirin will treat this hantavir us,
because a study suggested that it may help cureillness by arelated virus.

If you decide not to takeribavirin, we will give you the best standard treatment we can.

We will give all patients the best care we can, whether they take ribavirin or not.
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We will guard your privacy.
We will keep information about you, and your taking part in this study, private to the best of our
ability. Wewill not use your name outside this study. If you take part, the U.S. Centers for Disease
Control and Prevention, and the U.S. Food and Drug Administration, may check your medical records.
A court could order us to show medical records to other people, but that isnot likely.

All reportsto the Tribe, community, other doctors, and medical journals will not have any patient
name.

If you later have questions about the study, call Dr. Doctor at () -

Cal Dr. Doctor inat - between [times]. All other hours, call ( ) - and ask for Dr.
Oncall.

If you have aninjury or reaction that may be caused by ribavirin or procedures, please call Dr.
Doctorat - right away. The Hospital will give you all the care you need.
Theribavirin isgiven to you free.

Thereis no charge for the medicine.

Wewill provide careto you for any adver se affects of ribavirin.

Thereis no program to pay patients for adverse affects.

You haverightsasaresearch volunteer.

Taking part in thisstudy isvoluntary. If you do not take part, you will have no penalty and lose no
care or services. You may quit at any time, with no penalty or loss of care or services for which you
are qualified.

You may stop taking ribavirin at any time. We may stop it if we feel stopping is best for your
health. We will tell you any information we find that may affect your willingness to keep getting the
medicine.

We may contact you later about taking part in afollow-up study related to ribavirin or the hantavirus

illness. Y ou may choose to take part or not at that time.

For answersto your questions about a complaint, grievance, or other concerns, call the University
Institutional Review Board (IRB)at () -

| agreeto take part in the research Ribavirin Treatment of Hantavirus|liness. My
guestions have been answered. | received a copy of thisform.
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Signature: Date: , 1993
[or thumb-print]

Witness: Date: , 1993

[Note:  The readability of this Document is 8th grade, in spite of the research's complexity. Thetext is 1,161 words.]



IHS M odel Parental Permission Document (Youth Risk Behavior Survey) #6

Background: Many states, Tribes, and school districts want to measure or monitor the levels of various
risky behaviors of the adolescents in middle and high schools by a Youth Risk Behavior Survey (YRBS).
Thereisa version of YRBS by the Centers for Disease Control and Prevention (CDC); the University of
Minnesota have another version. Most YRBSs ask about risky behaviors such as sex (both protected and
unprotected), drug and alcohol use, violence (both receiving and giving), and emotional health (such as
desiresto commit suicide). The purpose of the YRBSis that the school district, Tribe, or state use the
information to do appropriate interventions for problemsidentified, if any. (The data fromthe YRBS
usually must activate the citizens of the district, Tribe, or state to demand interventions for major changes
to occur.)

Many states in the past have conducted their YRBS without IRB review or sometimes even Tribal review.
Most school districts have reviewed the YRBS and usually had the option of not participating (i.e.,
disapproving the YRBSin their district). Most YRBSs are done by "passive consent,” in which if the
parents do not send back to the school a signed document refusing to let their adolescent child take part,
the YRBS "assumes' that the parent has given permission.

IHS considers every YRBSto be research, because the YRBSis a "systematic investigation ... designed to
develop or contribute to generalizable knowledge" [45 CFR § 46.102(d)] about, in this case, the
behaviors of studentsin the district, Tribe, or state. Usually the protocol of YRBS should ensure
anonymity of the individual adolescent. According to Subpart D (research with children) of the DHHS
regulations 45 CFR 46 about ethical research, the exemption from IRB review, of survey research that is
conducted anonymously, does not apply to research involving children. (The Department of Education
has proposed almost identical regulations for itself.) Therefore, the YRBS must be reviewed and
approved by the local | RBJ[g].

"Passive consent” does not meet the definition or standards of informed consent (in this case, informed
parental permission). An IRB can waive some or all elements of informed permission-consent by 45 CFR
§46.116(d), if four conditions are met: [1] the YRBSinvolves no more than minimal risk to the children;
[2] the waiver will not adversely affect the rights and welfare of the parents or children; [3] the YRBS
could not practicably be done without it; and [4] the subjects will be given pertinent information after the
YRBSisdone. Thus, for the YRBSto be done using "passive permission,” local IRB[s] must determine
that the survey meets those four conditions. (Condition [1] can be met by procedures to ensure rigorous
anonymity, and to prevent stigmatization of students who choose not to participate or whose parents
prevent participation. Condition [4] usually means reporting the results to the school district in public.
Conditions[2] and [3] are judgment calls by the local IRB[ ] .)

In a separate document, | have outlined a possible set of procedures for doing the YRBS under which a
local IRB might want to waive full informed parental permission. The document was a presentation to the
ARENA meeting in 1992, and is available from the IHS Research Program.

This model document #6 assumes full permission. The document can easily be adapted to serve as
"passive permission” if the local IRB[ ] approve the waiver of permission. The assent document for
students can be adapted from the permission document. To fully ensure anonymity, the assent document
should be an information sheet, neither signed nor collected. As with the permission document, it should
have the name and tel ephone number of counselors for students.

To ensure a good response rate with "active permission,” the school will probably have to send it out
three times, perhaps by both mail and as a take-home by the students, and with multiple announcements
in multiple media and settings. To ensure that "passive permission” in fact reaches every parent, the
school should also do three distributions with multiple announcements. Those activities will also help
establish a receptive framework in the community for the results.




The NoName School's Youth Risk Behavior Survey.

The NoName Tribe and School District ask that you give permission for your child to take the
Youth Risk Behavior Survey.

This research survey asks students in grades six to twelve about risky behaviors they may do. The
survey ask about the following.

Drug and alcohol use, if any -- what drugs, how often.

Auto passenger and driving habits -- seat belt use, driving while intoxicated.

Sex, if any -- how often, protection used.

Violence, if any.

Feeling down, thoughts of suicide.

The purposeistotry to prevent unhealthy behaviors among our kids.

We will use the results of the survey to seeif many students have problems with these. The Tribe and
School will let you know the results. We may need to improve programs of prevention, or develop
NEw Ones.

You can look at the survey, if you want, to see what the questionsare.

Copies of the survey arein the schooal, in the front office.

The survey will have no name of any student. It will take stepsto make surethe survey is
anonymous.

The survey will be handed out in each class on Friday morning, May 1. Each student will be free to
take or not take the survey. Each student can not answer any or all questions. A booklet about Tribal
history will also be given out in the same envel ope.

The survey takes less than one hour to finish. At the end of the hour, each student will seal the survey
in ablank envelopes, and put them in alarge box. The school will send all sealed surveysto the Area
Indian Health Board for analysis.

If you do not let your child do the survey, he or she will receive a survey with no questions and the
history booklet. He or she will hand in the blank sealed survey, like the other students.

The survey haslittlerisk for your child.

The steps will prevent anyone from knowing which survey was handed in by any student. The survey
may make some students want to talk to a student adviser about their behaviors or concerns. Students
can talk with Mary Leader or Al Mentor at the school, phone -

Each student will not directly benefit by doing the survey.
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However, the NoName Tribe and School may benefit from finding out what problems our kids are
having. That may lead to helping our kids be more healthy.

Taking part isvoluntary.
If you do not give permission, you and your child will have no penalty. If you give permission, your
child may leave blank any or all questions. Y ou and your child will lose no care or services by the
school or anyone else.
If you have questions about the survey, please contact Mary Leader, phone - , a the School.
If you have acomplaint, grievance, or other concer ns, please contact Ed Ethics, Chair, NoName
IRB. Call himat - or visit him at the NoName Tribal Office. Y ou may use a school phoneto
make the calls.

Please sign this permission form, if you agree. Then send it with your child to the school.

Y ou may also mail the form in the attached envelope. Please keep the copy of this sheet.

Thank you for helping our kidskeep healthy.

We will report the results of this survey at the first PTA meeting next fall, and in the NoName
Newspaper.

| agreeto let my child, , take the Youth Risk Behavior Survey, if
he or shewantsto. | can read the survey at the schoal, if | want.

[Note:  Thereadability of this Parental Permission Document is 6th grade. The text is only 592 words.]



IHS Model Volunteer Consent Document (" CBPR.," Qualitative) #7

Background: Some researchers think that qualitative research cannot harm anyone. That is not correct.
As shown by this example, of feelings experienced by women who had a miscarriage, significant harms
are possible. In psychologically-sensitive research, minimizing harms dependsin part on the
interpersonal skills of the researcher. The consent document also has arole; for instance, the lay word
"miscarriage” is used, instead of the medical terms " spontaneous abortion” or "early fetal death” that
would be harsh and severe to the women being asked.

Some medically-oriented IRBs feel unsure about how they can judge the possible scientific benefit of
qualitative research. Onearticlein particular,
- "Assessing quality in qualitative research™” in 1999 BMJ (2000; 320:50-52),
http: //www.bmj.convcgi/content/full/320/7226/50,
can help IRBs under stand and recognize good qualitative research with the potential for scientific benefit.
The article also has a set of good references.

This example is also community-based participatory research (CBPR). Some IRBs have little experience
with CBPR. Two articles can help IRBs understand and review CBPR protocols:
- "Participatory research maximises community and lay involvement” (BMJ 1999; 319:774-778),
http: //www.bmj.convcgi/content/full/319/7212/774 -- the references are a good set of additional
sources to understand CBPR, and it describes a Community Advisory Board; and
- "Using qualitative methods in health related action research” (BMJ 2000; 320:178-181),
http: //www.bmj.convcgi/content/full/320/7228/178 -- also is about qualitative research.

An expanded set of references about " Qualitative Research for IRBsS" is available; if you want it, please
send me an e-mail to request it.

Feelings about Miscarriagein the NoName Tribe.

Thisis a modification of the consent document for an actual research project, by: Kristen M. Svanson,
RN, PhD, FAAN; Professor and Chair, Dept. of Family and Child Nursing; University of Washington,
Box 357262; Seattle, WA 98195; 206 543 8228, fax 206_543 6656.
| am First Lastname, aresearcher and a nurse.

| have worked for many years with people who have had miscarriages.
| am asking you to take part in aresearch project.

I would like you to talk with me and share your story about miscarriage and healing. | want to learn
what miscarriage and healing has been like for the NoName people.

| have two purposes with this project.

1] 1 want to help the NoName people. In my work asanurse, | have found that people who
miscarried often feel better after talking about it.

2] | adso want to teach nurses and others how one community dealt with many pregnancy losses.
They may then be better able to care for women and families with miscarriage.

Thisisboth aresearch and a healing proj ect.

It is different from most research, because one purpose is to help the NoName people deal gently and
respectfully with the miscarriage of their children.



It isdifferent, also, because tribal members help plan the project. This project will try to help tribal
members themsel ves address the pregnancy losses with respect. The Tribe and | hope to learn together
how best to deal with these experiences.

I would like to ask you a few questions and listen to you.
If you agree to take part, we will set up atimetotalk. | can meet with you alone, or in asmall group.

I will keep apersonal journal about this project. | will write down what | learn each day. | will also
summarize talks that are shared with me. | will not show my journal to anyone from the community.

I will come to the NoName Tribe once or twice a month for several months. | will stay two days each
time. If you want to talk with mewhen | come, pleasecall meat - - . You can use the

Clinic phoneto do so. Or, you can ask Clinic Person to call me. Or, you can e-mail meat .

If you agree to take part, | may ask you later for reactionsto what | think | have learned. That is, | will
want to check with you, to make sure | haveit 'right.'

You, the Tribe, and others may benefit by this project.
Some people may feel better after talking with me about their experience. | have helped people for
many years to care for themselves, their feelings, their memories, and those they love after a
miscarriage.
The Tribe and Health Program may learn good ways to deal with pregnancy loss. The Tribe has
named a Community Advisory Board to help plan the project. The Board will help increase the
benefits of the project to the Tribe.

The Tribe's experience may teach nurses and others how pregnancy loss affects people, families, and
communities, and how to care for them.

| want you to know about possible harms, aswell.
Taking part may bring up hard feelings in some people who talk about their miscarriages. To help deal
with that, | will giveyou alist of local counselorswho can help. If | think you need help, | will refer
you for counseling.
Some people may want to talk more about the miscarriages after | leave. They may feel lonely. To
help prevent that, | will let you know about other women in the Tribe who would like to listen and
share experiences.

If you take part, other people in this small acommunity may wonder what you are up to. To help
prevent that, | and others will inform the Tribe about the project.

Some research has harmed communities. To prevent that, the Community Advisory Board has hel ped
plan this project. That Board will review all articles and presentations before | make them. The Tribal
government has approved this project.

You can get help, if you want it, without taking part in this project.

If you do not take part in this project, you still can get counseling from the Health Program if you
want. | will not be the person you will talk to, however.

I will try to keep all information confidential.

| will keep all material in alocked file cabinet in the School of Nursing.



I will not give or tell your name to anyone. No names or identifierswill be in any article or
presentation. Even so, some people who know you may think they recognize you, when | describe
some things that happened to people. To help prevent that, | will try to disguise those reports. Review
by the Community Advisory Board may help prevent that, as well.

If you have any questions about this project, please call me at - -

Y ou can use a Clinic phoneto call me. You can also ask questionsto Clinic Person.

Please ask me now any questions you have about this project. After all your questions are answered,
you can decide if you want to talk with me or not.

If you have a concern or grievance about this project, please call IRB Person at - -

Sheisat the School of Nursing. She answers complaints by people in research. Sheisnot part of this
project. You can use aClinic phoneto cal her.

Y ou can also talk to amember of the Community Advisory Board. Clinic Person can give you their
names.

If you think you have been injured or hurt by this project, please call IRB Personat - -

Being in thisproject isup to you.

If you do not wish to bein this project, it is perfectly ok. If you do not take part, you will not lose any
rights to health care or any other benefits that you already have.

If you start to take part in this project, you can change your mind later on. You can stop being in the
project at any time. If you want, you can also ask me to delete all your stories and facts from the
project. If you do so, you will not lose any rights to health care or other benefits.

When you and | sign thisform, we agreeto treat each other with respect.
| promise to honor what you have shared with me. | promise to treat your personal story with the
dignity that you and your memories deserve. | promise to write about your experience so that your
identity is hidden.
| will give you acopy of thisform.

| agreeto take part in the research into feelings about miscarriage.

My questions were answered. | received a copy of thisform.

[Note:  Thereadability of this Volunteer Consent Document is 7th grade. Thetext is 1,109 words.]



IHS Model Volunteer Consent Document (Genetic Research) #8

[Background: Genetic research is sensitive for many Native American people and tribes. Parts of the
document are one of many valid choices. An example isthe page-long 'l understand' summary at the end-
-vs. an also valid 3-sentence summary; however, a long summary should include possible harms, the most
frequent being psychosocial. Many projects let the person decide future uses; this limits future use
without personal consent, and IRB and tribal approval. As always, harms or risks are written as events
that 'some people have gotten-felt-(etc.).]

Genetic research about cancer in families. Hereditary Nonpolyposis Color ectal Cancer.
Thisis a modification of the consent document for an actual research project, by:
Henry T. Lynch, MD; Creighton University School of Medicine.

We ask you to take part in research about genesthat lead to the Her editary Nonpolyposis
Colorectal Cancer (HNPCC) disease.

We are asking many people in the NoName Nation to take part. All people asked have atype of
cancer, or have HNPCC cancersin their family. To take part in the study iswholly voluntary.

Dr. Longtime Researcher, of the Cancer Research Center, heads the study.
Many people with HNPCC have come down with cancer of the colon (large bowel), rectum, womb,
ovaries, or other cancers.

"Colorectal cancer” is of the colon and rectum. It isacommon cancer in humans.

HNPCC colorectal cancer runsin families. That means colorectal cancer in at |east two generationsin
afamily, in several family members, and at younger ages than usual.

Some HNPCC family members have come down with other cancers, such as of the womb, ovary, or
stomach.
Some people with a HNPCC gene get one of those cancers.

A change from the usual in one of four genes seemsto cause HNPCC. We call that an "HNPCC
gene.”

In HNPCC families, the HNPCC gene is passed down from parent to child.

An HNPCC gene can be found by a genetic test of blood or other tissues. "Genetic test” isalso called
a"DNA test."

One purpose of thisstudy isto see who hasan HNPCC gene. Another purposeisto see what kind
of HNPCC genes are present in NoName familieswith HNPCC.

The study will draw blood from people who take part. We then will do a genetic test to seeif an
HNPCC geneis present.
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If we have already found a specific HNPCC gene in other members of the person's family, we will test
the blood for only that gene.

This study has several steps.

First, we will discuss with you the pros and cons of getting tested. That step is part of asking for your
consent for this study.

Then we let you take time to decide. Some people want to go home and talk with their family before
deciding. Some people decide to take part, while other people decide not to.

Then, if you want to take part, we will take amedical history here in the NoName Clinic. Wewill also
do a"family tree,” of your relations. This may take up to one hour.

Then we will draw about 14 teaspoons (seven tubes) of blood, by a standard blood draw. If you are
having surgery, the surgeon may use a small piece of the tissue removed for the test, instead of blood.

Then a certified genetics lab will make a sample called a"living cell line" from the blood draw or
tissue. Inaliving cel line, the cells grow for ever in the lab. We get the DNA we need to test from
these living cell lines. That way, we do not have to ask people over and over to do another blood draw.
The Center will store the sample.

Then the certified lab will test the DNA for HNPCC genes. Due to the time needed to run the tests, we
can not say when we can give you your test results.

When your results are ready, we will contact you for a meeting to give them to you. You can bring
other family members or friends with you if you want.

In that meeting, we will first describe again what the HNPCC is. We will discuss what are the options
to prevent HNPCC and other cancers.

Then we will discuss the pros and cons of receiving the test results. Some people decide to get the
results, while other people decide not to get the results.

Then, if you want to get your results, we will ask your consent to do so. We will also ask you to sign a
second consent form.

Then we will give you a copy of your genetic test results. We will also explain the meaning of those
results.

We may want to contact people in the study later, for new requests. We may ask to do other testson

the stored sample or to update the medical history. We will do so only after the person agrees. We ask
people who take part to tell usif they move.

We also discuss the study and HNPCC with families.



Family members may also discuss the study with us. We will explain the pros and cons to the family
of the test. We will also explain what the test means. We will not give the results of your test to any
family member without your permission.

Twice ayear we invite HNPCC patients and family members to meet with us. We explain HNPCC.
We talk about the findings of the study, and what we and other researchers have learned about
HNPCC. And we discuss how to prevent cancer. We do not mention any person or family by name.

We discussthe study and HNPCC with the NoName Tribe, too.
We discussed this study with the Tribal Council. The Council approved this study. We update the

Council about the study once a year.

We also discussed this program with the NoName Health Department. We update it every year, as
well.

Wewant to answer all your questions.

Many people think of new questions later. So you or your family may call to talk with usin the future.
We will also give you alist of local genetic counselors, if you or your family want to talk with
someone else.

It isimportant to know befor e getting tested what the results will mean.

It isvery unlikely that the results of this genetic test will bein error.

A positive genetic test, that the person hasan HNPCC gene, meansthese points.

Out of 20 people with an HNPCC gene, about 16 to 18 may get colorectal cancer. About three to
four of them may get other cancers, too, of the womb, stomach, ovary, and others.

Some people may get emotional distressif they learn they are more likely to get cancer, dueto
having an HNPCC gene. Some people get spiritually troubled.

If you take part, we will discuss with you the meaning of your results. We will also recommend
cancer screening, and give choices for cancer prevention and management. We will give you a
written summary.

A negative test meansthese points.

People with no HNPCC gene do not have an increased risk to get colorectal cancer. They have the
same risk to get colorectal cancer as everyone else. About one out of 20 people with no HNPCC
gene may get colorectal cancer. We advise that all people follow the advice of the American
Cancer Society to prevent cancer. We will give you awritten summary.

People with no HNPCC gene can not give their children any HNPCC gene.
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Some people may get emotional distress or spiritually troubled if they learn they are different from
family members with an HNPCC gene, who are more likely to get cancer.

The meaning of resultsislimited, however.

Some people with an HNPCC gene have never developed cancer. Having an HNPCC gene does
not mean that the person will surely get cancer.

Some people with no HNPCC gene have developed colorectal or other cancer. They still have the
risk of the general population for al cancers. We recommend that people with no HNPCC gene
follow the advice of the American Cancer Society advice about cancer screening.

A few people have test results that we can not interpret. We will discuss such results with each
person. We then may ask for another blood test.

We may not know some future consequences of genetic testing.

We plan storeyour "living cell line" sample permanently, at the Cancer Research Center.

The Center, however, may dispose of your sample after 15 years. The Center will handle your sample
carefully, but thereisasmall chance of accidental loss or destruction. All samples will be disposed
with respect.

We may do mor e research, but only about HNPCC.

If we do not find a specific HNPCC genein your family, in the future we may test for other genes that
may become known.

We may send DNA from your sample to other researchers. The sample will have only a code number,
no name. They will only test for changesin the HNPCC genes under study. When they are finished
testing, the sample will be disposed or returned to the Center. All disposed samples will be treated
with respect.

Only researchers at Center who are doing the present study can access the stored samples. The Center
will do no tests on the stored samples other than the tests noted in this consent, unlessit first obtains
another specific consent.

No sample from this study will be used for any other research or purposes, unless the NoName Tribe

agrees and the person consentsto it. The NoName, Center, and |HS Institutional Review Boards
(IRBs) oversee this study. They must also approve that use.

Wetry to keep private every person's medical history, testing, and results.

We also try to keep private who took part in this study.



We store all data only with code numbers, no names. The labs keep the samples only with code
numbers. We keep the list of each person’'s code number and name only in a separate, locked, file.

We store all data and samples at the Center. Only researchers in this study can access the data and
samples.

All publications or talks about this study will not identify any person, family, or Tribe. They all will
be reviewed and approved by the Tribe, to make sure that the Tribe can not be known.

Wetry very hard to keep private all data about each person. Our records, however, could be
subpoenaed by acourt of law. To prevent arelease of our records, the Center has a Certificate of
Confidentiality. We got it from the federal government, Department of Health and Human Services.
(The Certificate is not an endorsement of this study by the Department.) It protects us from giving
anyone's name to any Federal, State, or local court. It also protectsusin al civil, criminal,
administrative, legislative, or other actions. It lets us keep private al datain this study. It gives
permanent protection. The protection continues even after death of a person. If you want a copy of the
Certificate, please ask usfor one.

The Certificate does not protect data from this study that isin amedical record by a health care
provider. It does not protect information voluntarily given out by you or the researchers.

Certain audits, reviews, or program evaluations may look at the data. The Food and Drug
Administration, and the National Institutes of Health, can review records of peoplein this study. The
NoName, Center, and IHS IRBs can review records of people, if needed for their oversight. All people
doing such reviews are required to not reveal any person's name.

If you want, we will givethe resultsof your genetictest to your personal doctor. You must first ask
usto do so.

Please be aware that once your doctor has your results, we can not protect your privacy asfully. Our
Certificate does not cover your doctor. If the doctor records your resultsin your chart, other health
care people, and health or life insurance carriers, may learn your genetic status. They may also learn
your status if your doctor screens or does preventive treatments for HNPCC.

Some people want their personal doctor to know their test results, but to keep those results from others.
If s0, please ask your doctor not to record in your medical record your test results or that you had a
genetic test done.

There may be some potential direct benefitsfor some people, if they take part.
We will give each person advice about how to prevent cancer, based on their gene status.
Some people get relief from the uncertainty about their gene status, no matter what their result.

People with a negative test will not need to see the doctor to prevent cancer more often than
recommended for the general population.

But some people who take part may get no personal benefit from the study.
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There may be some potential benefitsfor families.
People in your family may learn important information about their risk for HNPCC, based on your
results. They then may seek genetic counseling, tests, or advice for cancer prevention. It isyour
choice whether to tell them about your results. You can ask usto tell your family members about your
results, if they want to hear about them. (To do so, you must give written consent to give them your
results.)

Members in some families come closer to each other.

There may be some potential benefitsfor other people.

We hope to learn more about HNPCC, to better help all people and families with this condition.

There may be some potential physical harmsfor some peopleif they take part.

The physical risks of having blood drawn are small. Some people have had local discomfort or
bruising at the blood draw site. Rarely has anyone had a clot, an infection, or pain.

There are some potential personal, familial, social, and tribal harms, too.
Some people have suffered personal harms.

Some people with a positive test have felt distressed due to anxiety, worry, or depression. Some
people have gotten spiritually troubled.

Some people with a negative test have devel oped feelings of guilt because they are more fortunate
than othersin their family.

Please consider carefully your own possible reactions to positive and negative results before
agreeing to this genetic test.

If any of that happensto you, please let us know. We have counselors who can help
people handle those problems.

Some people have suffered harmsin their family.

A few people with a positive test have been shunned by some family members who hear about the
results. It isyour choice whether to tell your family about your results. Y ou also can ask usto tell
family members about your results, if they want to hear about them.

The genetic test may reveal that family relationships are different than had been assumed. For
instance, a genetic test may show that a parent could not be a biologic parent of a son or daughter.
This information may disrupt the person or family. Our policy is not to tell anyone of those
results, however.



Some people who learn about their genetic status change their ties with family members. Before
deciding to get tested, many people find it helpful to discuss possible testing with their family.
That discussion could be with parents, sisters, brothers, spouse, and children. The discussion
could include the meaning for the family of positive and negative test results.

If any of that happensto you, please let us know. We have counselors who can help
families handle those problems.

Some people have suffered harmsfrom their friends or society.
A few people with a positive test have been shunned by friends. It isyour choice whether to tell
other people about your results. If you tell your resultsto even just one person, the results often
get passed on to other people.
L oss of secrecy about a positive test has cause bad things to some people. Some people have been
hurt or stigmatized by others. Some have been discriminated against in hiring, job retention, or
promotion. Some have been refused health or life insurance.

If any of that happensto you, please let us know. We have counselors who can help
people handle those problems, and fight discrimination.

A few tribes have suffered disruption, as well.

Many tribes are worried that other studies may use the stored samples without the tribe's
permission.

We have promised the Tribe, and promise you, that NO study will ever be done on the
samples we collect without the Tribe's permission.

A few tribes have been stigmatized by society because they have a"genetic problem.” A few
tribal members have felt badly about their tribes because some families have a genetic disease.

If any of that happens, please let us know. We will help the Tribe handle those
problems, and fight discrimination.

A few tribal people have felt that geneticsis smply not a good thing to do or learn about, or that it
isagainst tradition.

We will discuss those concernswith anyone.

Some people may experience benefits or harmsin the future we do not know about now.

We will let you know if we learn about new potential benefits or harms.

You have an alternativeto being in this study.

Y ou can choose not to be tested, or not to receive your test results. If you do, we will still discuss how
to screen for and prevent cancer, based on what we know from your family tree.
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You are aso invited to the meeting of HNPCC patients and families we hold twice a year.

People will not have any money costs from the study.
No-oneishilled for the sample, testing, or counseling. We can not pay for genetic counselors outside

the study. The IHS will do all recommended steps to screen for and prevent cancer for IHS-eligible
people.

The study will not give a money payment to peopleto take part.

You can see all your personal data from the genetic tests donein this study.
Y ou may not see the results of tests of other family members, however, unless we receive their
permission.

You can refuseto take part, without penalty to you.

All people who do not take part will not lose IHS care, or other care for which they qualify.

You can also change your mind after you start in the study, without penalty to you.
Y ou can refuse any more genetic testing.
Y ou can quit the study.
Y ou can have us destroy your stored sample. Y ou can have us remove unused medical data about you
from our records. We will keep the data we have used before to your decision to quit or have sample
destroyed.

After peoplewho take part are deceased, their guardian or next of kin control the samples.
They can let us keep the stored samples, to continue the tests. Or they can ask usto destroy the
samples. Or they can request that we send the samplesto the IHS hospital, to be disposed there.

IHS will give medical carefor any injuries dueto the study.

The care will be at no expense to the person injured.

The study does not compensate for injuries from taking part in this study. The study does not give
payment for lost wages or other losses due to those injuries.



If you have any question about the resear ch, please call us.
Youcancal Dr. Longtime Researcher,at - - . You can use the Clinic phone, or call collect.

You can also cal Dr. Local Doctor at the Clinic, - -

If you think you have been injured by the study, please call Dr. Local Doctor.

Please call right away. Her telephone numberis__ - - . Itisanswered 24 hours aday.

If you arenot satisfied with this study, please call an IRB.

If you have a grievance or complaint, please call an IRB. The NoName, Center, and IHS IRBs oversee
with this study. Their telephone numbers are asfollows.

Y ou can use the Clinic phone, or call collect.

Wewill giveyou a copy of this consent.

| was offered a trandlation of this consent into the NoName language. | have () have
not () used such trandation.

| understand that | am being asked to take part in genetic research. It will find out if |
have an HNPCC gene.

| understand that some people benefited from the testing. The teststold the doctorsthe
best way to prevent cancer. Some families benefited, too.

| understand that some people with positive test results were distressed or troubled.
Some people with negative results felt guilty that they do not have the HNPCC gene.
Some families were disrupted by the results. The study has staff to help people and
families deal with those problems.

| understand that | can refuse to take part with no penalty, or loss of IHS care or other
carefor which | qualify. | can also change my mind later, and quit the study.

| understand that the study may store my " living cell lin€" sample permanently, even
after my own death.

| understand that the Cancer Research Center may contact mein the future to ask for
my consent to use my stored sample or medical data.



All my gquestions have been answered to my satisfaction. | understand that | can ask
any question in the future.

| volunteer for thisresearch.

[Note:  This Consent Document is about a quite complex topic, and must cover much information. Nevertheless, its readability is
8th grade. Thetext is 3,480 words, almost 3 timeslonger than the next longest model document.]
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IHS Model Permission Documents, #9 and #10

Background: These 2 model information sheets are for public health investigations, the first of a simple
outbreak, the second of a new, complex, serious epidemic. These investigations are "public health care,”
not "research.” Both investigations involve a survey and a blood draw.

Because initial public health ("EPI-AID") investigations are not research:

- compliance with 45 CFR 46, including review by an IRB, is not required;

- the word "research" should not be used in the information sheet; and

- a signature need not be required.
[That latter point isimportant because simply requiring a signature reduces the participation rate by
about 15% among people already fully informed who agree to participate before being asked to sign a
consent document (Snger E. Am Soc Review 1978; 43:144-162).]

Information sheets for public health studies should have 7 elements:

1] purposes of the study;

procedures;

benefits to the community and individual;

risks, if any;

confidentiality;

reporting results; and

] whom to call with questions.

Sheets with these 7 elements both inform potential volunteers and increase the participation rate.

NO OB N,

Thefirst hypothetical investigation is of a simple outbreak such as gastroenteritis; it does not involve
unusual or strong concerns by potential volunteers. The sheet gives "basic" information.

The other hypothetical investigation is of a new severe disease. It involves all possible strong concerns of
volunteers, i.e., asking about sensitive information [ e.g., sexual behavior, drug use or other illicit
behavior, sexual orientation, etc.], testing blood for stigmatizing diseases, and doing the study in the

wor kplace with the secondary concern of possible affect on employment. Because the sheet addresses
almost all possible major concerns, it gives"maximal” information.

Some EPI-AID investigations involve concerns more than "basic" but less than "maximal." [For
instance, a study might involve only non-sensitive questions, but be done in the workplace.] The relevant
sentence(s) in the "maximal” sheet [in the example cited, about employment] can simply be added to the
"basic" model sheet.

Many Indian communities have a high prevalence of mistrust of studies; people perceive and remember
studies as "taking away information" about the community without anything of value being returned to the
community. Thus, reporting the results to the Tribal Government and the affected districts of the
reservation -- and telling potential volunteers about that reporting -- also will increase participation.
Because reporting isimportant to people in non-Indian communities as well, it should be included in most
or all sheets, referring to the local government.

The "basic" sheet has a 6th grade readability level, the "maximal” has 7th grade. Making information
under standable helps engender a feeling of reciprocity between the investigator and the potential
volunteer. In addition, the inclusion of the name and tel ephone number of people to call with questions
also increases the feeling of reciprocity. The increased feeling of reciprocity, of being respected and
sharing the endeavor, helps increase the participation rate.

These model information sheets suggest that giving complete information is not a barrier, but rather isan
aid, to fuller participation in public health studies. People who refuse to participate only because they
have not been told sufficient information in an under standable way, or because their concer ns have not
been answered, are lost to the study. They also have not been permitted to make a truly informed
decision, or to contribute to the public health.
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"Basic" IHS Model Information Sheet, #9

The study of a Mystery outbreak.

The Centersfor Disease Control ask you to help find the cause of a Mystery outbr eak.

An outbreak of Mystery struck 50 people of the NoName Reservation last week. We are doing this
study to find the cause. We ask all people affected to answer some questions, and let us draw blood.
The questions will take about 20 minutes. They ask what you did just before you got sick. We will
also draw atube of blood, to test for possible Known disease.

The study may tell usthe cause of the Mystery outbreak and how to prevent it.

Only CDC will see the answers and blood test results. The blood draw may sting for a second. We
know of no other risksto you by taking part. We will tell the NoName community what we find out.

Taking part isvoluntary.

If you have questions about the study, please ask them now. Y ou may ask questions later by calling
Dr.ClaraD. Clark in Atlanta,at - - ,orlocally Dr.ldaH. Service,at - . You

may use a Clinic phone to make the calls.

Thank you for helping.

[Note: Thereadability of this"basic" Information Sheet is 6th grade. Thetext isonly 188 words and 1/3 a page, yet it hasall 7 key
elementsto be informed.]



"Maximal" IHS Modd Information Sheet, # 10

The Search for the Cause of the Mystery Disease.

The NoName Tribal Government, Council of Elders, NoName Service Unit, and Centersfor Disease
Control ask for your help. They arefighting the Mystery Disease. We need you to take partin a
study to find the cause of the Mystery Disease.

The Mystery Disease struck 25 people of the NoName Reservation in the past month. We do not know
the cause. Thisstudy will try to find out the cause. From that, we hope to prevent it from striking
more people.

We ask all adults living in NoName Town to answer some questions and let us draw blood. The
questions will take about 20 minutes. They ask what you did in the past month. We hope you will
answer all questions. A trained person will draw 2 tubes of blood in your home, just like in the Clinic.
We will test the blood for infections you had in the past. We may use your blood later to do other tests
about the Mystery Disease. We also may want to ask you afew other questions later.

This study may help the NoName community, your family, and you.

Everyone's answers, and their blood tests, may tell us what causes the Mystery Disease. We will tell
the community what we find out, and how to prevent the disease. We will let you know if we find out
anything about your health from your tests.

Only CDC will see the answers and blood test results. Y our employer will not see your answers or test
results. Taking part or not will not affect your employment.

Y our answers and tests are protected like amedical record. They are private, under the federa
government's Privacy Act. CDC has studied more than 100,000 people in several thousand outbreaks
in the past 40 years. It has maintained the privacy of al those people.

The blood draw may sting for a second. We know of no risksto you by taking part.
Taking part isvoluntary.

If you have questions about the study, please ask them now. Y ou may ask questions later by calling
Dr.ClaraD. Clark in Atlanta,at - - ,orDr.ldaH. Servicelocaly,at - . You

may use a Clinic phone to make the calls.

Thank you for helping the NoName Reservation get well again.

[Note:  Although the subject of the study touches many serious concerns of potential volunteers, this Information Sheet's readability
is 7th grade, and itstext only 380 words. Yet it hasall 7 information elements for a public health response to an epidemic,
and directly answers those serious concerns.]

@ Itemsrequired by regulation [45 CFR 46.116(a)] Yes n/a No
@ [(a)(1)] A. A clear statement that the study is "research" L
@ [(a)(1)] B. All theresearch purposes [i.e., research objectives| clearly stated
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[(b)(6)]
@ [(@)()]
@ [(@)()]
@ (@3]
@ (3]

[(d)(D)]

@ [(@)()]
@ (@]
[(0)(4)]
[(0)(4)]

b)(2)]

[(0)(G)]

@ [(@)(®)]

Q@

Q@

@ [(A(B)& (7]

@ [

@ [(a(E)]

@ (@)
[(D)3)]

[.109(b)]

@ [(@)(®)]

r oG m m O O

M.

3) whom should a volunteer contact with injury or adverse affect?

N.

S.

T.

How and why prospective volunteers are selected
Expected duration of the volunteer's involvement

Procedure(s) or treatment(s) to be done

Reasonably expected benefits to volunteer and others

Reasonably foreseeable discomfort & risks--including al in protocol

Especialy for experiments, a statement that the treatment(s) or procedure(s)

"may involve risks that are currently unforeseeable’
Which procedures or treatments are experimental--say experimental
The alternatives to the research's diagnostic method or treatment

Procedure for the orderly termination of a volunteer's participation

1) Consequences of a volunteer's withdrawal from the research
2) When may the researcher terminate a volunteer's

participation without the volunteer's consent

Plans to inform volunteers of significant research findings during or after the

study relevant to their continued participation or treatment

If > minimal risk: "In case of injury or severe adverse affect..."

1) will medical care for adverse affects be given? who? where?

2) iscompensation for adverse affects available? how?

Who will answer questions about the research itsalf?

How confidentiality (_ ) or anonymity (__) are maintained .

Who on IRB will answer other concerns, complaints, or grievances?

Financial factors (extra costs of, or compensation for, participation)

Other elements a reasonabl e person would want to know

If a Certificate of Confidentiality, an appropriate description .
Non-coercion disclaimer. "Taking part isvoluntary. You may refuse to take

part without any penalty or loss of care or services by IHSor others. You

may quit at any time, without penalty or loss of care or services for which you

are qualified.”




