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Seven Steps 
of Informed 
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Presented by 
Office of Family Planning 

California Department of Public Health

Presenter
Presentation Notes
On behalf of the California Department of Public Health, Office of Family Planning, I would like to welcome you to the on-line self-study module entitled, “Seven Steps of Informed Consent.”

This module is designed to assist you in understanding the concept of informed consent and ensure that you are familiar with the Family PACT Standard that addresses the seven steps of informed consent.
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Accompanying 
Documents for this 

Module

Presenter
Presentation Notes
Before we begin, let me explain how you can access the accompanying documents for this module.  
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Accompanying Documents 
for this Module

All documents referenced in this 
module, including the module 
evaluation form, are available for you 
to download from the 
www.familypact.org website.
You can print the documents by 
clicking on the list located just below 
the link to the module.
Use arrow keys to manually advance 
or reverse slide.

Presenter
Presentation Notes
All documents referenced in this module, including the module evaluation form, are available for you to download from the www.familypact.org website.  Prior to beginning the module or once you have finished, you can print the documents by clicking on documents from the list located just below the actual module link on the website. If you must interrupt your viewing of this module, you can use the arrow keys on your keyboard to manually advance or reverse slides to get back to the place where you left off.
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Objectives

1. Define Informed Consent
2. Recognize Informed Consent as a 

Family PACT Standard
3. Identify the seven steps of 

Informed Consent as set forth in 
the Family PACT Standards

Presenter
Presentation Notes
There are three objectives that will be covered in this module.  At the conclusion of this module, you will be able to:
Define Informed Consent;
Recognize Informed Consent as a Family PACT Standard; and 
Identify the seven steps of Informed Consent as set forth in the Family PACT Standards.
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What is Informed 
Consent?

http://www.youthlaw.org/publications/minor_consent/

Presenter
Presentation Notes
So, what is informed consent?  When clients give their informed consent for a method, service or treatment, they are saying that:
They have been given the key facts about it;
They understand those facts; and
They freely agree to receiving the method, service or treatment;
In essence, they are giving us permission to help.  In order to do that, they have to know the good, the bad and the ugly.
Why is informed consent important? It’s important for:
Legal reasons,
Ethical reasons, and
Practical reasons.
Who can give informed consent?
The legal age for medical consent is 18.
The age to give consent for STI services is 12.
There is no lower age limit to providing reproductive health services, however, if a youth is young enough, there may be a mandatory report for sexual abuse.  For more information, see www.youthlaw.org.  
When does a client give informed consent?
A client gives consent after receiving all of the information about their options and detailed information about their chosen service, but before they receive that service.
How do you make sure the client really understands?
Make sure your clients have had a chance to find out about all of the birth control methods they can choose from.
Make sure your clients fully understand their chosen method.
Make sure you give clients the information they need in a way that honors their beliefs and values.
Tell your clients all about their chosen method and give them information about it in writing.
Let your clients ask questions and get answers about any of the methods, services, or treatments.
Tell your clients they can stop using a method at any time.
Make sure your clients sign a form that says they understand the information described, and that they give consent to receive the service, treatment or in some cases, method of their choice.
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Informed 
Consent is a 

Family PACT 
Standard

Presenter
Presentation Notes
The Family PACT Program Standards are the framework for the program and set parameters for expected provider performance, service delivery and quality improvement.  As a Family PACT Provider, you have entered into a contract and have agreed to operate your Family PACT Program according to the Program Standards.  “Informed Consent” is the first of seven Program Standards.  A copy of the Family PACT Program Standards is available for download from the list located just below the actual module link on the Family PACT website, www.familypact.org. 
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The Seven Steps 
of Informed 

Consent

Presenter
Presentation Notes
There are seven steps contained in the Informed Consent Program Standard.  If you adhere to each of these steps you will be meeting the Program Standard and ensure that your clients are being accurately informed prior to consenting for services.
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Step 1:

Client 
Participation in 
the Eligibility 

Process

Presenter
Presentation Notes
Step 1 of Informed Consent is to ensure that clients actively participate in the eligibility process and the on-site enrollment process.
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Step 1

• Complete the Client 
Eligibility Certification (CEC) 
Form

• Knowledge of the Family 
PACT Standards and Scope 
of Services

Presenter
Presentation Notes
As a Family PACT provider you have the responsibility for completion of the Client Eligibility Certification (or CEC) form according to program specifications.  The CEC form is completed by the client, but they may need assistance in understanding what is being asked on the form and providers must ensure that all items on the form have been completed.

In addition to being responsible for completion of the CEC Form, Family PACT practitioners must be knowledgeable of the Family PACT Standards and be able to discuss the Family PACT scope of services with clients so that clients are able to understand what services are available to them through the Family PACT Program.  Without an understanding of what services are available to them, the client cannot give proper consent.

So, remember what we said earlier about informed consent: a client needs to understand their options and details about their chosen service – the good, the bad and the ugly.  A copy of the Client Eligibility Certification or (CEC) Form is available for download from the list located just below the actual module link. For more information about how to complete the CEC form, you can listen to the on-Line educational module, Family PACT Client Eligibility Certification (CEC) and Enrollment, which is also available on the Family PACT website, at www.familypact.org.
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Step 2:

Consent for 
Services is 
Voluntary

Presenter
Presentation Notes
The second step of informed consent is to remember that consent for services in the Family PACT program is voluntary.
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Step 2

• No coercion to enroll

• No coercion to participate in 
family planning services

• No coercion to choose a 
particular method

• Freedom to withdraw consent 
at any time

Presenter
Presentation Notes
There can be no coercion to enroll a client in the Family PACT Program, and a client cannot be coerced to participate in family planning services.  Once a client has been informed of all available methods and procedures, a client has the right to choose the method they prefer and cannot be coerced to choose a particular method or procedure.  A client has the right to refuse services.  In addition, a client must be told that they have the freedom to withdraw their consent at any time.
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Step 3:

Consent 
required ONLY 
from individual

http://www.youthlaw.org/publications/minor_consent/

Presenter
Presentation Notes
The third step of informed consent is that consent is required ONLY from the individual receiving family planning services.
This includes minors who have the legal right to self-consent for pregnancy-related services, except as otherwise provided by law.  Remember that in the State of California, a minor of any age may consent to reproductive health services. However, that does not preclude a report to child protective services or law enforcement if their sexual activity is deemed to be coercive or by default is sexual abuse.  Again for more information, see www.youthlaw.org.

It is important to tell all Family PACT clients that they alone may give informed consent for their medical services.  Many of our clients may be from cultures where it is appropriate for another family member to be involved in the consent process, and they do not know that in this country and in this state the decision is theirs and theirs alone.  Be sure to encourage them to discuss their choices with whomever can help them think through their decision, including boyfriends, girlfriends, husbands, wives, spiritual leaders, friends or family; but ultimately the decision is theirs.
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Step 4:

Provided in a 
Language the 

Client Can 
Understand

Presenter
Presentation Notes
Step 4 of Informed Consent requires that the informed consent process be provided to clients in a language they can understand.
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Step 4

• Verbal language the client 
understands

• Written materials the client 
understands

• Consider health literacy

Presenter
Presentation Notes
The process of informed consent must be provided to the client verbally in a language she or he  understands along with supplemental written materials in a language and at a literacy level that the client can understand.

When communicating verbally with clients, it is important to speak the language that your client is most comfortable using, if possible.  There are times when it may be necessary to get translation assistance to communicate with clients that speak a language other than languages spoken by your clinic staff.  It is important to choose the appropriate person to provide translation services.  Especially in reproductive health, it is inappropriate to use the client’s family members to translate potentially highly personal information regarding life choices, reproduction and sexual health.  If no staff are able to speak the language of the client, you can pay to use an outside translation service like Language Line or AT&T Translation.

It is also important that clients be able to understand the written materials that you use.  Free downloadable client education materials on birth control methods and STDs can be found in multiple languages on www.familypact.org.  Languages include: English, Spanish, Vietnamese, Chinese, Korean and Russian.

It is equally important to provide verbal and written information at a level the client can understand.
Most health care providers typically speak at a “college level.”
Most health education materials are written at the 10th grade level or higher.
Most informed consent documents are written at the 12th -17th grade level.
Yet in the United States
20% of adults read below 5th grade level
30% of adults read between the 5th to 8th grade level
If we do not provide information in a way that clients understand, then we are not communicating effectively, and they won’t  really be able to give informed consent.  They also may not be able to use their birth control method well or comply with recommended treatment.  Therefore, all of the downloadable fact sheets at www.familypact.org are written at a 5th grade reading level or below.
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Step 5:

Informed 
Consent and 

Invasive 
Procedures

Presenter
Presentation Notes
The fifth step of informed consent has to do with consent for invasive procedures.
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Step 5

• Consent Form for Invasive 
Procedures

• Can Withdraw Consent at 
any Time

Presenter
Presentation Notes
If the client is going to undergo any invasive procedure performed by a practitioner, they must first sign a consent form for the procedure and they must be told of their freedom to withdraw consent at any time.

Invasive procedures include:
Inserting an IUD
Inserting an Implant
Colposcopy, LEEP or biopsy procedures, and
Sterilization.

Other than Sterilization, Family PACT does not provide standard consent forms.  Providers may develop their own consent forms for the remaining methods and/or procedures.  Any form that includes the information necessary for clients to understand and make an informed choice regarding the use, benefits, risks, possible side effects or complications of the chosen method, or recommended treatment or service is acceptable. The product information that accompanies contraceptive methods as part of the package inserts can be useful for developing consent forms.  There are also consent forms available for purchase from several health care publication agencies or companies.  

Remember, the consent must be signed after they receive information, but before they receive the product, service or treatment.
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Step 6:

Sterilization and 
Informed 
Consent

Presenter
Presentation Notes
Step 6 of the informed consent process specifically addresses sterilization and informed consent.
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Step 6

• Who can Consent to 
Sterilization?

• Completion of the PM330

• Completing the Procedure 
Within the Required Timeframe

Presenter
Presentation Notes
Not everyone who requests sterilization can receive one; however, there are many erroneous beliefs regarding age and other requirements held by providers.  Here are the general requirements:
In California, to legally give consent for sterilization, the client must be at least 18 years of age.  They can give consent if they are less than 18 if:
They are on active duty in the armed forces
They are legally married in any state
They are an emancipated minor

A client does NOT have to have had any children to be eligible for sterilization.  That means a client with no children may give consent for sterilization.

However, a surgeon does NOT have to provide sterilization to a client if they feel it is unethical to do so (for instance, if the client is too young, or is being pressured to become sterilized.  The LAW, however, says it is legal to provide it.

Different than the issue of who can legally give informed consent in California is the question of who pays for the sterilization.

Family PACT is a federally and state funded program, therefore, it must follow federal requirements for how money is spent.  The federal government will not pay for a sterilization for someone younger than 21.  Therefore, while it is LEGAL in California for a client to give informed consent for sterilization if they are less than 21, Family PACT will not PAY for sterilization if the client is less than 21.  
It is important for providers to be very clear with clients about 
What the client may LEGALLY do;
What the individual surgeons will ETHICALLY do; and
What Family PACT will PAY for.

All clients requesting sterilization must sign the federal sterilization Consent Form PM330.  It is important to remember that the Sterilization procedure must take place within the required time frame based on the date of the client’s signature on the PM330.
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Step 6

• A client may not give informed 
consent for sterilization if their 
reasoning is suspect

• 30-day waiting period for 
sterilization in Family PACT

• Sterilization consent forms expire 
after 180 days

Presenter
Presentation Notes
There are specific events when a client’s reasoning for requesting sterilization may be suspect.  Therefore, a client may not give informed consent for sterilization if:
They are under the influence of drugs or alcohol
It is within 24 hours of an abortion
They are in labor

Waiting Period:
Both federal and state requirements insist on a 30-day waiting period from the time of consent until the actual procedure.  The State of California allows clients to waive this 30-day waiting period and receive services after only 72 hours.  The federal requirements do not allow this waiver.  Because Family PACT is federally funded, it must honor federal requirements.  Thus, if a client wants to be sterilized in less than 30 days, they may do so if they pay for it themselves.  If they want Family PACT to pay for it, then they must adhere to the 30-day waiting period.

Pregnant clients must sign the consent form at least 30 days before their scheduled date of delivery.  Note that sterilizations may still be performed in less than 30 days, and Family PACT will pay for it, if within that 30-day period the client has emergency abdominal surgery or if the client has an early delivery.

The sterilization consent form expires after 180 days.  The client may still receive sterilization services, but they must sign a new consent and begin a new 30-day waiting period.  In instances where this occurs, the client should receive appropriate sterilization counseling to help them determine their reasons for not having the procedure initially, and to assure that this is something the client wants to do.

You must order sterilization forms from the State of California, Department of Health Care Services/ Department of Public Health. You can download a sample copy of the sterilization consent form and information about how to order form PM330 from the documents listed below the module link or on the Family PACT website.  For more detailed information about completion of the PM330, an on-line training module entitled, “Sterilization Consent:  A Tutorial on Completing the PM330” is available at www.familypact.org.  
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Step 7:

Family Planning 
Patient Rights

Presenter
Presentation Notes
The seventh and final step of the informed consent process has to do with the Family Planning Patient Rights statement.
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Step 7

• Provide a Copy to Client

• Post at Clinic Site

Presenter
Presentation Notes
Step 7 requires you to either provide a copy of the California Department of Public Health (CDPH) Family Planning Patient Rights statement to all clients or to post the statement in  a prominent place at the site of clinical services.  All clients should be made aware of these rights so that they know what to expect from their visit to your clinic and so that they know what to expect from the Family PACT program. You can download a copy of the Family Planning Patient Rights from the documents listed below the module link or on the Family PACT website.
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Upon exiting this module, if you have 
not already done so, please download 
the Evaluation Form by clicking the 
link below and email the completed 

form to:

familypact@cfhc.org

Or fax the completed form to:
(213) 368-4428

Thank You!

Presenter
Presentation Notes
You have now completed  the “Seven Steps to Informed Consent” module. We hope this has been a useful guide to help you understand the process of informed consent and your responsibilities as a provider.  Upon exiting the module, if you have not already done so, please download the Evaluation Form from the documents listed below the module link or on the Family PACT website.  Email your completed form to familypact@cfhc.org or fax your completed form to 213-368-4428 to receive your certificate of participation.  Thank you!



mailto:familypact@cfhc.org
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