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A.
JUSTIFICATION
1.
Circumstances Necessitating Information Collection


The Food and Drug Administration (FDA) regulates the labeling of food products under the Federal Food, Drug and Cosmetic Act of 1938 as amended by the Nutrition Labeling and Education Act of 1990 (NLEA).  Food allergies affect approximately 4% of the general United States population
. Ninety percent of food allergies can be accounted for by 8 major foods or food groups: milk, eggs, fish, crustacean shellfish, tree nuts, peanuts, wheat, and soybeans. Since there is no cure for food allergies, allergic individuals must avoid the food(s) to which they are allergic
.


In August 2004, Congress passed the Food Allergen Labeling and Consumer Protection Act (FALCPA) (Public Law 108-282). Title II of FALCPA requires, among other issues related to food allergens, that food labels be modified to make it easier for food allergic people and their caregivers to understand and use the food label with respect to food allergens. In particular, FALCPA amends FDA’s previous allergen labeling authority by adding section 403(w) to the FFDCA, which requires that packaged foods containing any one of the eight major food allergens indicate the food source of the allergen the product contains (FFDCA, section 403 (w)(1)(A)).  This may be achieved by either (1) the use of a separate list of those allergens prefaced by “CONTAINS:” that follows or is adjacent to the ingredients list; or (2) the use of parentheses around the allergen within the ingredient list, placed adjacent to the common or usual name for the food source from which the allergenic ingredient is derived (FFDCA, section 403 (w)(1)(A) and (B)).  Discretion for deviating from this requirement is left to the Secretary of Health and Human Services.


In addition to amending FDA’s food labeling authority with respect to allergenic ingredients, FALCPA also requires the Secretary of Health and Human Services to submit to Congress no later than February 2, 2006, a report that contains, among other information about allergens in foods, a description of  “. . . how consumers with food allergies or the caretakers of consumers would prefer that information about the risk of cross-contact be communicated on food labels as determined by using appropriate survey mechanisms.”  (Sec. 204(4) of the FALCPA). 


The authority for FDA to collect the information for this experimental study derives from the FDA Commissioner's authority, as specified in section 903(d)(2) of the FFDCA (21 U.S.C. 393(d)(2)) (Attachment A).

2. How, By Whom, Purpose of Collection
The information objectives for this proposed study are:
1. Determine consumer preferences for a number of food allergen advisory labeling statements.
2. Determine consumer preferences for a number of food allergen source labeling statements.

3. Determine effectiveness of a number of food allergen advisory labeling statements.

4. Determine effectiveness of a number of food allergen source labeling statements.

5. Determine consumer preferences for a number of Food Allergen Source Labeling formats.
6. Determine the effectiveness of a number of Food Allergen Source Labeling formats.

“Food allergen advisory labeling statements” are those statements that advise consumers of the possibility that one of the eight major food allergens might be in the food. These statements are commonly called “may contain” statements. The study will also gather data on source labeling: parentheticals (name of allergen’s food source appears in parentheses next to its common or usual name within the ingredients list) and contains statements (name of allergen’s food source appears in a separate statement immediately following or adjacent to the ingredients list).
The proposed study consists of two projects: a survey and an experiment.  Data for the survey (hereafter called Project 1) would be collected via the Internet from a Web-based consumer panel maintained by the research firm Knowledge Networks, which will be subcontracted by the research firm Synovate.  Panel members would receive an invitation to participate.  Project 1 will include visuals of mocked-up food labels for respondents to view and respond to.  Images of the food label would be available on the screen as respondents answer the study questions.   

Knowledge Networks’ Web-Enabled Panel consists of households who actively participate in research.  The panel was selected using a list-assisted, random digit dialing telephone methodology. The sample consists both of people who had internet capabilities at home and those who did not – all of whom were provided with the same equipment to allow them to participate in internet surveys. The sample very closely matches the U.S. population on age, race, Hispanic ethnicity, geographical region, and employment status and is weighted to adjust to U.S. Census demographics.  Most households in the panel will respond to mail or telephone surveys, as well as Internet surveys like this one.
This project also has an experimental component (hereafter called Project 2) which will be administered on-line using a different Web-based panel of consumers collected by Synovate.  Panel members will receive an invitation to participate in the study and a screener. The screener divides the respondents into two groups: 1) Medically diagnosed food allergic people and caregivers to people with medically diagnosed food allergies and 2) people who do not meet the criteria for Group 1.  Within a week of being screened, respondents receive the instrument, which will consist of one of five mock-up food labels, about which they will respond to questions.  

This proposed data collection would be one-time only.  No successive related data collections are planned.  

3. Consideration Given to Information Technology
This proposed study would use two separate consumer Web panels for data collection, one for Project 1 and the other for Project 2.  Members of each panel would receive an e-mail invitation to participate.  Respondents respond at a time of their choosing.  The respondents would view the product labels and study questions on their computer screen and would register their responses using their keyboard and mouse.
The Internet data collection is expected to minimize burden while being cost effective.  Everyone who receives an invitation to participate has an expressed interest in sharing their opinions on consumer issues.  Participation is voluntary.  Each respondent would see only one label and answer a brief series of questions.  
4. Identification of Information
During the summer of 2003, the Agency conducted focus groups with consumers who self-identified as food allergic to gauge consumer perception of current food labels with respect to allergenic ingredients.  These eight focus groups, conducted in four U.S cities, produced some important findings about how consumers may perceive information differently depending on how food allergen information is presented on the food label. 
Major findings were: 

· Plain English labeling in parentheses next to the referent term in the ingredients list on the food label will provide allergic consumers with the information they need to make informed food choices. 

· Focus group participants liked having a list of allergenic ingredients below the ingredients list, but not at the expense of having the parenthetical, plain English term next to the referent term within the ingredients list. 

· The focus group participants indicated that phrases “Manufactured or produced in a facility. . . “ or “Manufacturered or produced on a line which also ...” clarifies the advisory labeling statement – as opposed to “May contain . . . “ The information was helpful for deciding whether or not  to purchase the food. Participants said they were more likely to purchase the food when they saw these statements than when they saw the more ambiguous “may contain ingredient” statement. 
In sum, the focus group findings suggest that allergen-related labeling statements can be more or less effective depending on how they are worded and how they are presented.  The proposed experimental study would help to answer unresolved questions about the effectiveness of and consumer preference for allergen labeling and is necessary to be able to include in the report to Congress information required by section 204(4) concerning “how consumers with food allergies or the caretakers of consumers would prefer that information about the risk of cross-contact be communicated on food labels as determined by using appropriate survey mechanisms.”  In addition to FDA’s own focus group research, the Agency has reviewed consumer research on allergen labeling. The research currently available does not answer the questions of interest for this study.  

5. Small Businesses


No small businesses would be involved in this data collection.  

6. Less Frequent Information Collection
If these data were not collected, the Agency would not be able to provide to Congress the information on consumer preference concerning food allergen advisory labeling mandated by FALCPA in section 204(4).  This study is also an important way for the Agency to help ensure that allergen source labeling pursuant to FALCPA has the intended public health benefit.
The proposed data collection is one-time only.  There are no plans for successive data collections relative to allergen labeling of food products. 
7. Information Collection Circumstances
As described in more detail below, FDA will utilize two consumer Internet panels to collect data for this research. A potential disadvantage of using Internet panels for data collection is the risk that the Internet panel’s constituency may not adequately represent the general population, lessening its potential to provide generalizable quantitative estimates. 

8. Public Comments and Consultations with Persons Outside FDA

In accordance with 5 CFR 1320.8(d), on January 26, 2005 in Volume 70, No. 16, pages 3711-3712, a 60-day notice for public comment  was published in the Federal Register.  FDA received two comments, both from the same consortium of food allergy interested organizations: The American Academy of Allergy, Asthma & Immunology (AAAAI); the American College of Allergy, Asthma & Immunology (ACAAI); and The Food Allergy & Anaphylaxis Network (FAAN). The comments were identical and are addressed below. 


The comments applauded FDA’s goals for the research. The comments suggested that to improve the quality of the study and analysis, the Agency should a) consider using FAAN’s membership rolls to draw the samples, b) screen the sampling frame to maximize the likelihood of recruiting truly food allergic individuals, c) acknowledge that some households have multiple individuals who are food allergic, d) recognize that some individuals do not have Internet access, e) consider using advisory labeling that is currently found in the marketplace, f) collaborate closely with appropriate representatives from their organizations.

The Agency has considered the offer to use FAAN’s membership rolls to draw the study samples and has determined that the high likelihood of bias would render results not generalizable. The Agency does not agree that using FAAN’s membership rolls will yield a better sample than can be acquired by using established Internet panels. 

FDA will utilize two consumer Internet panels to collect data for this research. One of the advantages to using Internet panels is the small ratio between the cost of the research and the quality of the data collected. Another advantage is the minimal amount of field time needed to collect the information. This is an important consideration because of the FALCPA requirements for providing the informational report to Congress. A potential disadvantage of using Internet panels for data collection is the risk that the Internet panels’ constituency may not adequately represent the general population, lessening its potential to provide generalizable data. A description of each panel follows.


The Food Allergen Survey will utilize Knowledge Networks’ (a private research firm) Web-enabled panel. Knowledge Network’s panel consists of 40,000 households who have agreed to participate in research studies conducted through the Internet.  Knowledge Network’s Web-enabled panel was constructed using random digit dialing procedures rendering samples drawn from them, in theory, generalizable to the general population. Both Internet and Non-Internet users were recruited. Both groups received equipment that allows them to participate in research over the Internet. While Knowledge Networks’ Web-based panel may have been constructed using random sampling procedures, the cumulative response rate associated with using the panel is low, and the results may not provide a nationally representative estimate. However, even given the limitations, the panel provides better estimates than other methods (e.g., FAAN membership draw) given the constraints (e.g., the need to reach a small segment of the population; the short amount of time within which the survey may be conducted; and, the limited resources which may be applied).

The sample for the Allergen Labeling Experiment is Synovate, Incorporated’s (a private research firm) Internet panel. Synovate’s panel consists of 500,000 households who have agreed to participate in research studies conducted through the Internet.  This panel was not constructed using random digit dialing procedures but rather by recruiting through multiple media. The panel was designed to closely match the general population on major demographic characteristics. The panel represents a convenience sample and the results do not yield nationally representative estimates.  However, the Synovate panel will be used to test experimental conditions on a sufficient number of people with food allergies or their caretakers to make valid statistical comparisons and measure differences in effect.

The Agency agrees that it is important to implement rigorous screening requirements in order to obtain samples of truly food allergic individuals. Many people believe that they have a food allergy when, in fact, they have an intolerance to a particular food or they have celiac disease. While these two conditions can produce symptoms that are similar to those sometimes seen with food allergies, the physiological mechanisms producing the reactions are entirely different.  The Agency has designed a screener that all panel members will receive in which they would be asked first whether or not they have a food allergy or if they regularly prepare food for someone with a food allergy, and then whether or not they have been medically diagnosed as food allergic. Then they are asked to state which diagnosis method was used. 

The Agency agrees that some households have multiple members who are food allergic. As described above in the discussion on the screener, Internet panel members are asked whether or not they or someone that they regularly prepare food for has a food allergy. The reason we made the “prepare food for someone with a food allergy” distinction is to be able to categorize the respondent as a caregiver to someone with a food allergy. It is important to point out that the study will also recruit individuals who do not meet the criteria for food-allergic individual or caregiver. The non-food allergic group will be analyzed separately from the food allergic group. The Agency believes it is important to acknowledge that the population of food allergic individuals is not static and that at any time someone can become a member. These individuals must be able to immediately use the food label to determine whether or not it is safe for them to consume the food. 

The Agency agrees that some individuals do not have access to the Internet. As discussed above, the Internet panel that will be used to draw the survey sample was constructed using random digit dialing procedures, and those without Internet access were supplied with equipment which allows them to access the Internet and to participate in consumer research.


The Agency agrees that it is important to use advisory labeling that is currently found in the marketplace. The Agency has used the FAAN list of advisory statements and another list created by an informal market survey, and has classified the statements into groupings of similar statements. The statements that appear most often in each of the groupings were chosen for analysis in the study.

The Agency agrees that for the research to be of the highest quality and utility that collaboration with appropriate representatives from their organization is important and has already implemented this collaboration.

In the Federal Register of May 9, 2005 (70 FR 24603), FDA published a 30-day notice for public comment.  FDA received one letter in response from the Grocery Manufacturers of America, containing one or more comments.  These comments are addressed below. 


Citing FALCPA as supporting its position, the comment contended that no part of the experimental study that focuses on Source Labeling should be conducted and that no questions regarding food allergens other than the eight major food allergens should be asked.  In addition, the comment suggested changes to a Source Labeling Statement question on the survey and questioned the usefulness of asking consumers where on the label they think allergen information should be located.


FDA disagrees that information on Source Labeling should not be collected from consumers. Section 203 of FALCPA discusses Source Labeling and provides manufacturers with two methods for displaying food source information. FALCPA does not prohibit manufacturers from including both source labeling methods on the food label. Furthermore, FALCPA also allows the Secretary to modify any part of the requirements if it is found to be in the interest of the public health. FDA believes information on Source Labeling may be useful if it decides to develop guidance on the topic. Source Labeling statements tested in the survey are derived from statements that are currently found on food products in the marketplace.

FDA disagrees that no questions regarding food allergens other than the eight major food allergens should be asked.  The Agency believes that it is important to know how consumers understand both Source Labeling Statements and Advisory Labeling Statements and believes that asking questions about food allergens other than the eight major food allergens will provide information on whether or not consumers might be misled by either kind of statement. 


As to the suggested changes to the Source Labeling Statement question on the survey, the Agency agrees that consumers may think that no one Source Labeling Statement is more useful than another and will therefore add an option for respondents to choose a variant of “Any of the above/All of these statements is equally useful.”  

FDA disagrees that it would not be useful to ask consumers where on the label they think allergen information should be located. While FALCPA did state that Source Labeling statements must be listed immediately after or adjacent to the ingredients list of a food product, it makes no such statement about Advisory Labeling. Also, FALCPA does not disallow manufacturers from putting information about food allergies in places other than near the ingredients list. The Agency believes it is important to know where on the label consumers expect to find information about food allergies.  
9. Payment or Gift


There would be no payments or gifts directly associated with these projects.


Knowledge Networks’ Web-based Panel is routinely sent inexpensive gifts to show appreciation for their efforts in answering the questionnaires. 


Synovate's Consumer Opinion Panel pays an incentive to any respondent who completes a questionnaire longer than four pages. Members of the consumer opinion panel are routinely sent inexpensive (approximately $2.00 in value) gifts to show appreciation for their efforts in answering the questionnaires. No Synovate panel member is paid to join the panel. 
10.  Confidentiality Provisions
All respondents would be provided with the assurance of confidentiality.  The study would include information explaining to respondents that their information will be kept confidential.  An independent contractor for the FDA, Synovate, would collect these data and would not provide FDA identifying information on the respondents.  
The subcontractor, Knowledge Networks, has procedures in place to prevent unauthorized access to respondent information.  The firm stores Internet panel members’ personal identifiable information on separate servers from survey response data, uses firewalls to secure its servers, maintains audit records of log-ins, file accesses and other security incidents, and conducts its work in a high security building.  
All electronic data would be maintained in a manner consistent with the Department of Health and Human Services ADP Systems Security Policy as described in DHHS ADP Systems Manual, Part 6, chapters 6-30 and 6-35.  All data would also be maintained in consistency with the FDA Privacy Act System of Records #09-10-0009 (Special Studies and Surveys on FDA Regulated Products).
11. Privacy
This data collection would not include sensitive questions.  The complete list of questions is attached in Appendix B.  


12. Burden of Information Collection

The total annual estimated burden imposed by this collection of information is 3,815 (893 for Project 1 and 2,922 for Project 2) hours for this one-time collection (Table 1 plus Table 2).
Table 1.  Estimated Annual Reporting Burden for Project 11
	Activity
	No. of Respondents
	Annual Frequency per Response
	Total Annual Responses
	Hours per Response
	Total Hours

	Screener
	500,000
	1
	500,000
	.0055
	2750

	Pre-test
	30
	1
	30
	0.167
	5

	Survey
	1,000
	1
	1,000
	0.167
	167

	Total
	
	
	
	
	2922


1There are no capital costs or operating and maintenance costs associated with this collection of information.

Table 2.  Estimated Annual Reporting Burden for Project 21
	Activity
	No. of Respondents
	Annual Frequency per Response
	Total Annual Responses
	Hours per Response
	Total Hours

	Screener
	40,000
	1
	40,000
	.0055
	220

	Pre-test
	30
	1
	30
	0.167
	5

	Experiment
	4,000
	1
	4,000
	0.167
	668

	Total
	
	
	
	
	893


1There are no capital costs or operating and maintenance costs associated with this collection of information.
These estimates are based on FDA’s experience with previous consumer studies.  There is no recordkeeping burden associated with this experiment.    

13.  Costs to Respondents
There are no costs to respondents.


14. Costs to Federal Government

The estimated cost to the federal government is $120,700 ($76,500. for Project 1 and $44,000 for Project 2).  This includes the costs paid to the contractor to program the study, draw the sample, collect the data, and create a database of the results.  This cost also includes FDA staff time to design and manage the study, to analyze the resulting data, and to draft a report.  

15. Reason for Change


This is a new data collection.  


16. Statistical Reporting

Project 1 (Survey): The N of 1000 will comprise two groups of people, 1) food allergic individuals and caregivers to food allergic individuals, and 2) people who do not qualify for group 1. At least half of group 1 (N=250) will be food allergic individuals. The planned sample size will be more than adequate to enable us to make statistical comparisons, with moderate effect sizes in mean differences with an alpha of .05 and beta of 0.2.

Project 2 (Experiment): A power analysis hypothesizing a moderate effect size in mean differences with an alpha of .05 and a beta of 0.2 renders a minimum N per cell of 64. Therefore, the planned cell size of 100 respondents would be more than adequate to detect the hypothesized effects.

Portions of the results from the survey and experiment will be provided to Congress in a report required by Section 240(4) of FALCPA. Also, FDA will disseminate the results of this study, strictly following FDA’s ‘Guidelines for Ensuring the Quality of Information Disseminated to the Public,’ and will include specific discussion of the limitations of the results.
Table 3 outlines the time plan for data collection and analysis. 
Table 3. Project Schedule for the Allergen Labeling Study
	Date
	Activity

	Within 1 day after receipt of OMB approval of collection of information
	
Notification to contractor to proceed with data collection activities

	Within 35 days after notification to contractor
	
Completion of data collection and delivery of data by contractor

	Within 60 days after notification to contractor
	
Completion of preliminary analyses

	Within 90 days after notification to contractor
	
Completion of final analyses and report



17. Display of OMB Approval Date

          No exemption is requested.


18. Exceptions to “Certification for Paperwork Reduction Act Submissions”
          No exceptions are requested. 

B.
Collections of Information Employing Statistical Methods 


1.
Potential Respondent Universe and Sampling Selection

a. Project 1 - Survey

The universe for Project 1 is food allergic individuals, caregivers to people with food allergies, and the U.S. population.  Currently, about 4% of the U.S. population has food allergies. Knowledge Network’s Web-enabled panel will be used to procure a study sample for the survey.
Knowledge Networks’ Web-enabled panel consists of 40,000 households who actively participate in research.  The panel was selected using a list-assisted, random digit dialing telephone methodology. The sample consists both of people who had Internet capabilities at home and those who did not – all of whom were provided with the same equipment to allow them to participate in Internet surveys. The sample very closely matches the U.S. population on age, race, Hispanic ethnicity, geographical region, and employment status and is weighted to adjust to U.S. Census demographics.  Most households in the panel will respond to mail or telephone surveys, as well as Internet surveys like this one.

Knowledge Networks screens their panel members three times a year on a variety of health and behavior related questions. Panel members prescreened on having allergies will be screened for food allergic status. Food allergic individuals will receive an invitation to participate in the survey. A random sample of panel members would receive a short, respondent appropriate screener that will include questions on whether or not they regularly prepare meals for someone with a food allergy and an invitation to participate in the survey. Respondents who meet all the allergy criteria will be assigned to Group 1.  Because of the small population incidence of adults with food allergies, it is anticipated that all identified food allergic individuals will be retained. A randomly selected group of those screener respondents who do not meet the food allergy criteria will be assigned to a nonallergen group for analytical purposes.


b. Project 2 - Experiment
The universe for Project 2 is food allergic individuals, caregivers to people with food allergies, and the U.S. population, the same universe as for Project 1. Synovate, Incorporated’s Internet panel will be used to procure a study sample for the experiment. 
Synovate’s panel consists of 500,000 households who have agreed to participate in research studies conducted through the Internet.  This panel was not constructed using random digit dialing procedures but rather by recruiting through multiple media.  The panel was designed to closely match the general population on major demographic characteristics. 

Synovate screens their panel quarterly on a variety of health and behavior related questions. Synovate panel members will have been screened on food allergic status. Food allergic individuals and a random sample of the rest of the panel members would receive an invitation to participate in the survey. Respondents who meet all the allergy criteria will be assigned to Group 1.  Because of the small population incidence of adults with food allergies, it is anticipated that all identified food allergic individuals will be retained.  A randomly selected group of those screener respondents who do not meet the food allergy criteria will be assigned Group 2, the nonallergen group. 

2.
Procedures for the Collection of Information
The data collection instrument for each project will be pre-tested on-line using their respective panels with up to 30 screened respondents each.  After the appropriate revisions, screened participants will receive an e-mail that will include a link to the data collection instrument.  For Project 2, each participant will have been randomly assigned to a label condition based on their group membership.  Respondents will read the introduction and the directions and then answer the questions by using their computer mouse to point and click on their responses.  Responses are automatically recorded to a pre-programmed database.

3.
Methods to maximize response rates and to deal with issues of non-response
These projects would use existing Web-enabled/Internet panels to draw respondents.  Both panels include people who have expressed interest in sharing their opinions via the Internet and do so regularly.  To help ensure that the response rate is as high as possible, the Agency would:
· Design a protocol that minimizes burden (short in length, clearly written, and with appealing graphics);

· Test the draft protocol in a pretest to ensure that it minimizes burden and refine as appropriate;

· Administer the study over the Internet, allowing respondents to answer questions at a time and location of their choosing.  

· E-mail a reminder to the respondents who do not complete the protocol after beginning the study.  

· Provide contact information on where to get help for respondents who may have questions as they complete the data collection instrument.  

4.
Test Procedures

a.   Project 1 – Survey
The sample size for Project 1 is 1,000.  Each respondent is assigned to one of two groups for analytical purposes: the food allergy group and non-food allergy group.  Respondents will receive a short survey accompanied by mock-up product labels, which will appear on the screen as they answer the questions.  Data analysis will consist of frequencies and Chi-Square tables.  

The products used in Project 1 will be a box of saltine crackers. 

b.   Project 2 – Experiment
The sample size is 4,000.  Each individual is assigned to one of two groups and then is randomly assigned to experimental conditions.  Conditions consist of one of two products, one of five advisory labeling statements or one of five source labeling formats.  The experiment consists of a total of 40 cells with 100 subjects in each.  A between-subjects analysis of variance will be used to analyze the data. 
The products used in Project 2 will be (1) a chocolate candy bar and (2) a seafood casserole. 


5.  Individuals Involved in Statistical Consultation and Information Collection
The contractor, Synovate, would collect the information on behalf of the FDA as a task order under the Quick-Turn-Around Research Services contract.  Leigh Seaver, Ph.D., is the Senior Study Director for Synovate, telephone (703)790-9099.  Analysis of the information would be conducted primarily by staff on the Consumer Studies Team, Division of Market Studies, CFSAN, FDA, and coordinated by Linda Verrill, PhD, telephone (301) 436-1765.

Attachment A: FDA Commissioner’s Authority
Sec. 393. Food and Drug Administration 

*  *  * 
· (d) Commissioner 

· (1) Appointment 
There shall be in the Administration a Commissioner of Food and 
Drugs (hereinafter in this section referred to as the 
''Commissioner'') who shall be appointed by the President by and 
with the advice and consent of the Senate. 

· (2) General powers 
The Secretary, through the Commissioner, shall be responsible 
for executing this chapter and for - 

· (A) providing overall direction to the Food and Drug 
Administration and establishing and implementing general 
policies respecting the management and operation of programs 
and activities of the Food and Drug Administration; 

· (B) coordinating and overseeing the operation of all 
administrative entities within the Administration; 

· (C) research relating to foods, drugs, cosmetics, and devices 
in carrying out this chapter; 

· (D) conducting educational and public information programs 
relating to the responsibilities of the Food and Drug 
Administration; and 
(E) performing such other functions as the Secretary may 
prescribe. 

*  *  * 

Attachment B: Participant Screener

Attachment C: Study Protocol
Attachment  D: Labels
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