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Protocol Summary
Title:


Objectives:


Patient

Population:

Population Size:


Structure:

Method of

Assignment:
         

Randomization:

Statistical 
Analysis:

1     Introduction
2
Objective

2.1 Primary Objective

2.2 Secondary Objective

2.3 Primary Variable

2.4 Secondary Variables May Include

Secondary variables include the following (see Appendix C):
· Demographics

· Medical History: Symptoms, Past Medical History, Family History, Social History & Medications

· Physical examination

· Radiographic examination

· Scoring Tools

3 Study Design

3.1 Design

3.2 Screening 

3.3 Baseline Data Collection

3.4 Patient Follow-up

3.5 Additional Data Collection

4 Test Articles

5 Patient/Participant Selection

5.1 Inclusion Criteria

Patients enrolled in this study will comply with the following inclusion criteria: 
5.2 Exclusion Criteria

Patients will be excluded from participation in this study if they meet any one of the following criteria:

6 Participant Assignment 

Each patient who is willing to participate in the study and meets the inclusion/exclusion criteria will be enrolled in the study. Each patient will be enrolled after completing the IRB approved consent and listed chronologically on a participant enrollment log. They are assigned a confidential SIN for the duration of the study.  

7 Methods and Procedures

7.1 Informed Consent

All potential participants will be properly informed of the purpose of the study and the potential benefits and risks of participating in the research. The Investigator will retain the original copy of the Informed Consent Form signed by the patient and a duplicate copy will be provided to the patient.  Informed consent forms are stored in a locked filing cabinet in a room that is separate from data.
7.2 Baseline Data Collection

After a person has signed informed consent, baseline data may be collected.  Questionnaires and measures approved by the IRB may be completed and medical records may be reviewed for relevant information (see Appendix C). Variables collected may include:

· Physical examination, symptoms, ability to walk

· Demographics
· Radiographic examination

· Scoring Tools

7.3 Patient Follow-up 

8 Adverse Events
9 Data Analysis and Statistical Plan

9.1 Sample Size

9.2 Analyses Methods

10 Withdrawal of Participants from Study

Participants may be withdrawn from the study for the following reasons:

· Voluntary withdrawal from the study at the request of the participant.

· Patient is unable or unwilling to participate in study follow-ups.

The reason for withdrawal will be documented by research staff and kept on record
.

11 Modification of Protocol

Any amendments to this protocol must be prepared by the Clinical Research Coordinator and Principle Investigator and approved by IRB before implementation.

12 Discontinuation of Study

SAMG Orthopedics Clinic reserve the right to discontinue any study for administrative reasons at any time, for reasons such as but not limited to improper conduct of the study by the Investigator, inability to contact patient for critical follow-up information, or unwillingness to participate.

13 Administrative Requirements and Quality Assurance


13.1 
Reporting and Recording of Data

All data will be collected in accordance with HIPPA regulations.  Researchers receive training to ensure that data is collected in an accurate, consistent manner.  People involved in data collection have completed thorough training regarding confidentiality and have been certified upon completion of either the training course "Protecting Human Research Participants" by the National Institutes of Health (NIH) Office of Extramural Research or the training course "Collaborative Institutional Training Initiative." Those involved in data collection are also carefully instructed about appropriate methods of handling confidential data.  For example, all know that any files that identify participants in any way must be locked in a filing cabinet when not in use.  When in use, the material has to be kept so that others cannot see it. Material that identifies participants in any way cannot leave the hospital.

13.2 Data Storage

All data will be maintained and stored in accordance with HIPPA regulations at both the Coughlin Clinic and the office of the Scientific Officer.  Further, the following measures ensure data integrity:

· Research databases are SPSS files that are not available on the internet.  Access to these databases requires a logon and password.  Logons and passwords are routinely changed.  These databases are located with and managed by the Scientific Officer.

· Patient information is entered into databases according to a participant number.  These numbers are kept in a locked filing cabinet with the Scientific Officer. Back-up storage devices (external hard-drive, back-up CDs) containing databases are also kept in a locked filing cabinet, separate from that which contains consents and data collection forms.

· Participant lists are kept separately, in locked storage, from data collection forms.

· People involved in data collection are also carefully instructed about appropriate methods of handling confidential data.  For example, all know that any files that identify participants in any way must be locked in a filing cabinet when not in use.  When in use, the material has to be kept so that others cannot see it.  Material that identifies participants in any way cannot leave the hospital.

14 Appendix

14.1 Appendix A:  Prospective Studies

POPULATION:

CONFIDENTIALITY:

1. Data is computer recorded and generated according to an assigned number stored separate from the participant's name.

2. Every member of the research team signs confidentiality contracts guaranteeing participant protection.

3. Any publications derived from these data are summary data that do not identify the participants. 

RISKS:

BENEFITS

1. Provides the opportunity to contribute knowledge.  

2. Advances knowledge for intervention and treatment of XXX conditions. 

3. Provides the foundation for a complement of basic and applied research that is critical for successful medically related research.  

4. Furthers the provision of quality care to patients of the XXX clinic
STUDY OUTLINE

	Event
	Event Activities

	Enrollment
	Patients are informed of all aspects of the study and sign informed consent previously approved by this IRB.

Patient completes additional demographics questionnaire and observations are documented during clinical office visit.



	Surgical intervention
	Surgery will occur after participant enrollment.

All procedures and adverse events are documented.

	Research number assigned, patient file initiated, participant added to patient list
	A research staff member assigns the participant the next consecutive research number in accordance with protocol.  A chart including collected information is set-up.  Data is maintained consistent with protocol.

	Data collection
	 A research staff member collects relevant information on data collection sheets. Data collection sheets contain the SIN but no identifying personal information.

	After Data Collection
	Data collection sheets are entered into the database and then filed in a secure locked cabinet. 

	Data check
	A trained research staff member double-checks entered data for accuracy.

	Follow-up contact
	Follow-up observations and questionnaires will be conducted XXX

Note: All questionnaires and measures are approved by the IRB.

	Follow-up check
	A trained research staff member double-checks entered data for accuracy.

	Data analysis
	Data is queried as necessary for preparation of scholarly presentations and papers.


14.2 Appendix B: Case Studies (if you plan to publish separate case studies as a result of this research)
POPULATION
CONFIDENTIALITY:

1. Data is computer recorded and generated according to assigned number stored separate from the participant's name.

2. Every member of the research team signs confidentiality contracts guaranteeing participant protection.

3. Data is stored in both password-protected databases and in locked filing cabinets. 

4. Any publications derived from these data are summary data that do not identify the participants

RISKS:

BENEFITS

1. Provides the opportunity to contribute knowledge.  

2. Advances knowledge for intervention and treatment of XXX conditions. 

3. Provides the foundation for a complement of basic and applied research that is critical for successful medically related research.  

4. Furthers the provision of quality care to patients of the XXX clinic 
STUDY MEASURES
           Data may be collected using the following measures (see Appendix C):

1. Demographics

2. Physical examination
3. Radiographic examination

4. Scoring Tools

CASE STUDIES OUTLINE

	Event
	Event Activities

	Request by PI to follow case/ Enrollment
	Patients are informed of all aspects of the study and sign informed consent previously approved by this IRB.

Patient completes additional demographics and medical history questionnaire and observations are documented during clinical office visit.



	Surgical intervention
	Surgery will occur after participant enrollment.

All procedures and adverse events are documented.

	Research number assigned, patient file initiated, 
	A research staff member assigns the participant a SIN in accordance with protocol.  A chart including collected information is set-up.  Data is maintained consistent with protocol.

	Data collection
	 A research staff member collects relevant information on data collection sheets. Data collection sheets contain the SIN but no identifying personal information.  Data collection sheets are entered into the database and then filed in a secure locked cabinet.

	Data check
	A trained research staff member double-checks entered data for accuracy.

	Follow-up contact
	Follow-up observations and questionnaires will be conducted XXX
Note: All questionnaires and measures are approved by the IRB.

	Follow-up check
	A trained research staff member double-checks entered data for accuracy.

	Data analysis
	Data is queried as necessary for preparation of scholarly presentations and papers.


14.3 Appendix C: Outline of Study Measures 

Below is an outline of the measures that will be used. Each of these measures will be submitted along with this packet for IRB approval. 

1. Demographics

2. Physical examination

3. Radiographic examination
4. Scoring Tools
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