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A. Justification

1. Circumstances of Information Collection
The Food and Drug Administration (FDA) plans to

conduct a survey to determine the rate of compliance with
its recommendations pertaining to Health Care Facilities
and to determine the success rate at preventing medical gas
mix-ups from occurring. FDA received reports of medical
gas mix-ups occurring during the past 7 years. These
reports involved hospitals and nursing home facilities and
involved 7 deaths and 15 injuries to patients who were
thought to be receiving medical grade oxygen, but instead
were actually receiving a different gas that had been
mistakenly connected to the facility’s oxygen supply
system.

2. Purpose and Use of Information

To assess the effectiveness of implementing FDA’s
recommendations on the prevention of medical gas mix-ups at
hospitals, nursing homes, and health care facilities.
Implementing all of the recommendations will result iIn
increased protection of the public health by assuring that
the employees of hospitals, nursing homes and health care
facilities receive adequate training iIn understanding the
hazardous associated with handling medical gases. This

should provide a higher degree of certainty that only



medical grade oxygen is connected to an oxygen supply

system.

3. Use of Improved Information Technology

Even though advanced technologies for the gathering
and reporting of data possibly do exist, iInvestigators
collect this information during their usual and customary

investigators workday.

4. Efforts to ldentify Duplication
This assignment is unique iIn that there are no

regulatory requirements for health care facilities.
However, hospitals, nursing homes, and health care
facilities were requested to voluntarily implement our
recommendations that will greatly enhance the degree of
safety associated with connecting medical grade oxygen to
their oxygen supply system.

5. Involvement of Small Entities

FDA i1nvestigators will visit a representative number
of health care facilities and speak to the managers
responsible for the handling of medical gases. The
managers will be asked to provide answers to several
assignment questions. So under the Regulatory Flexibility

Act, there will only minimal impact on small entities.

6. Consequences ITf Information Collected Less Frequently

This is a one-time survey.

7. Consistency with the Guidelines in 5 CFR 1320.5(d)(2)

There is no inconsistency resulting from this survey.




8. Consultation Outside the Agency
As required under section 3506 (c)(2)(B) of the
Paperwork Reduction Act, FDA provided an opportunity for

public comment on January 3, 2006 (71 FR 122). No comments

were received on the information collection estimates.

9. Remuneration of Respondents

FDA has not provided and has no intention to provide

any payment or gift to respondents under this guidance.

10. Assurance of Confidentiality

Confidentiality of information is protected under 21
CFR 314.430, 21 CFR 601, and 21 CFR part 20.

11. Questions of a Sensitive Nature

There are no questions of a sensitive nature.

12. Estimates of Annualized Hour Burden

21 CFR No. of Annual Total Hours Total

Section Respondents Frequency Annual per Hours
per Responses | Response
Response

210/211 | 285 1 285 .25 71.25

Total 285 1 285 .25 71.25

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

13. Estimates of Annualized Cost Burden to Respondents

FDA has estimated that the cost to health care facilities
would be minimal, and would only involve the time it takes
for management to provide a response to each question.



14_. Estimates of Annualized Cost Burden to the Government

The investigators will include a visit to the assigned
health care facilities on their normal inspectional coverage
of drug firms. The Agency estimates that it will take 1
hour total to cover the assignment.

15. Changes In Burden

There i1s no change in the burden.

16. Time Schedule, Publication, and Analysis Plans

There are no publications.

17. Displaying of OMB Expiration Date

The agency i1s not seeking to display the expiration
date for OMB approval of the information collection.

18. Exception to the Certification Statement - ltem 19

There are no exceptions to the certification statement
identified in Item 19, "Certification for Paperwork
Reduction Act Submission,”™ of OMB Form 83-1.



PAPERWORK REDUCTION ACT SUBMISSION

Please read the instructions before completing this form. For additional forms or assistance in completing this form, contact your agency's
Paperwork Clearance Officer. Send two copies of this form, the collection instrument to be reviewed, the supporting statement, and any
additional documentation to: Office of Information and Regulatory Affairs, Office of Management and Budget, Docket Library, Room 10102,

725 17th Street NW, Washington, DC 20503.

1. Agency/Subagency originating request
FDA

2. OMB control number b.[x] None

a. 0910 - 0548

3. Type of information collection (check one)
a.[] New Collection

b.[ ] Revision of a currently approved collection

Emergency - Approval requested by at close of comment period
Delegated

4. Type of review requested (check one)
a. !xrRegular submission

C.

c. [ X] Extension of a currently approved collection

d. [ ] Reinstatement, without change, of a previously approved

5. Small entities ) o o
Will this information collection have a significant economic impact on a
substantial number of small entities? ]Yes [ x]No

collection for which approval has expired

e. [ ] Reinstatement, with change, of a previously approved
collection for which approval has expired

f. [ ] Existing collection in use without an OMB control number

For b-f, note Item A2 of Supporting Statement instructions

6. Requested expiration date
a. [X ] Three years from approval date b. [] Other Specify: /

7. Title
Survey

Requirements for Collection of Data Relating to the Prevention of Medical Gas Mix-ups at Health Care Facilities

8. Agency form number(s) (if applicable)

9. Keywords Persons and businesses.

10. Abstract ) t r
determine the success rate at preventing medical gas mix-ups from occurring.

FDA plans to conduct a survey to determine the rate of compliance with its recommendations pertaining to Health Care Facilities and to

11. Affected public (Mark primary with "P" and all others that apply with "x")
a.___Individuals or households d.__ Farms

b. _x__Business or other for-profit e. __ Federal Government
c

. ___ Not-for-profit institutions f. __ State, Local or Tribal Government

12. Obligation to respond (check one)
a. [X] Voluntary- (guidance document)
b. []1 Required to obtain or retain benefits
c. [ ] Mandatory

13. Annual recordkeeping and reporting burden
a. Number of respondents 285
b. Total annual responses 285
1. Percentage of these responses

collected electronically 0 %
c. Total annual hours requested ~ 71.25
d. Current OMB inventory 71.25
e. Difference 0

f. Explanation of difference

1. Program change
2. Adjustment

14. Annual reporting and recordkeeping cost burden (in thousands of
dollars)

a. Total annualized capital/startup costs __ 0
b. Total annual costs (O&M) 0
c. Total annualized cost requested _ 0
d. Current OMB inventory 0

0

e. Difference

f. Explanation of difference
1. Program change
2. Adjustment

15. Purpose of information collection (Mark primary with "P" and all
others that apply with "X")

a. __ Application for benefits e._ Program planning or management

16. Frequency of recordkeeping or reporting (check all that apply)
a. [ ] Recordkeeping b. [ ] Third party disclosure
c. [x] Reporting

b. _ Program evaluation f._ Research 1.[x] On occasion 2.[ ] Weekly 3.[ ] Monthly
c. __ General purpose statistics g..x_ Regulatory or compliance 4. ] Quarterly 5.[]Semi-annually 6. [] Annually
d. _ Audit 7.[ 1Biennially 8. [ ] Other (describe)
it 18. Agency Contact.(person who can best answer questions regarding
17'%22%?{‘ lirﬁg?r%g%gn collection employ statistical methods th% corYtent O?ﬁ" su mlssmnf
[1Yes "Ix]No Name: Karen Nelson
Phone: 827-1482
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