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Business Impact Analysis

Agency Name: _Department of Agriculture

Regulation/Package Title: Manufacture Milk and Frozen Dessert Rules Review

Rule Number(s): 901:11-2-01, 02,03,04,05,06,07,09,11,12,13, 15, 18, 20, 21, 22, 23, 24, 25, 26,

27,29, 32, 33, 37, 38, 39, 40, 42, 43, and 44. 901:11-3-01 and 03 through 11,

Date: 8/8/12

Rule Type:
[0 New X 5-Year Review
[l Amended [l Rescinded

The Common Sense Initiative was established by Executive Order 2011-01K and placed
within the Office of the Lieutenant Governor. Under the CSI Initiative, agencies should
balance the critical objectives of all regulations with the costs of compliance by the
regulated parties. Agencies should promote transparency, consistency, predictability, and
flexibility in regulatory activities. Agencies should prioritize compliance over punishment,
and to that end, should utilize plain language in the development of regulations.

Regulatory Intent

1. Please briefly describe the draft regulation in plain language.
Please include the key provisions of the regulation as well as any proposed amendments.
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Chapter 901:11-2 regulates the manufacture milk industry and Chapter 901:11-3
regulatesthe frozen dessert industry. Both are separate from the Grade A milk
regulationsfound in Chapter 901:11-1 and the Federal Grade A Pasteurized Milk
Ordinance. Therules set forth the proper handling, sanitation, and safety procedures
for the manufacture milk and frozen dessert industries.

2. Pleaselist the Ohio statute authorizing the Agency to adopt thisregulation.
R.C.917.02

3. Doestheregulation implement afederal requirement? Isthe proposed regulation
being adopted or amended to enable the stateto obtain or maintain approval to
administer and enforce afederal law or to participatein afederal program?

I yes, please briefly explain the source and substance of the federal requirement.

No.

4. If theregulation includes provisions not specifically required by the federal
government, please explain the rationale for exceeding the federal requirement.

Not applicable.

5. What isthe public purposefor thisregulation (i.e., why doesthe Agency feel that there
needsto be any regulation in thisarea at all)?

Theregulations provide uniform health and safety standardsfor these components
of thedairy industry.

6. How will the Agency measure the success of thisregulation in terms of outputs and/or
outcomes?

The Dairy Division will measur e success by adherenceto the safety standards and
the continued wholesomeness of the products of these industries.

Development of the Regulation

7. Pleaselist the stakeholdersincluded by the Agency in the development or initial review
of thedraft regulation.
The Manufacture Milk Committee and the Frozen Dessert Committee wer e convened
in the 1990’s. These rules have been unchanged for over 10 years.

8. What input was provided by the stakeholders, and how did that input affect the draft
regulation being proposed by the Agency?
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The stakeholders had great input into these rules. Ruleswere written and presented
and discussed one by one with consensus.

9. What scientific data was used to develop the rule or the measur able outcomes of the
rule?

Industry standardswere used, either FDA or USDA recommendations wer e employed
in the development of these applicablerules.

10. What alter native regulations (or specific provisionswithin theregulation) did the
Agency consider, and why did it deter mine that these alter natives wer e not
appropriate? If none, why didn’t the Agency consider regulatory alter natives?

ODA adopted rulesas developed in conjunction with industry advisory committees,
alternatives wer e discussed at thetime but the existing rules are a consensus agr eement
and theindustry hasfound no need to request changes.

11. Did the Agency specifically consider a performance-based regulation? Please explain.
Y es, the Frozen Dessert Rules are based on HACCP, a performance based regulation
model.

12. What measures did the Agency take to ensurethat thisregulation does not duplicate an
existing Ohio regulation?

Theregulation of the manufacture milk and frozen dessert industries wer e consolidated
under ODA in the 1990’s, and the Department remains the sole regulator of those
industries.

13. Please describe the Agency’s plan for implementation of theregulation, including any
measuresto ensurethat theregulation isapplied consistently and predictably for the
regulated community.

Asthereisno changefor theregulated community, therewill be a continuality of
servicesthat industry has cometo rely on to move milk across state lines.

Adverse | mpact to Business

14. Provide a summary of the estimated cost of compliance with therule. Specifically,
please do the following:
a. ldentify the scope of theimpacted business community;

The Manufacture Grade community consists of 700 dairy producers, 34 processors.
The Frozen Dessert industry ismade up 44 licensed entities.

b. Identify the nature of the adver se impact.
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15.

Therulesdo not havefinesor penalties, although R.C. 917.02 provides for suspension
or revocation of production licensesfor violations of these rules and possible embargo
of product that isnot produced in accordance with therules.

c. Quantify the expected adver se impact from the regulation.

No new adverseimpact is expected. These rules have remained unchanged for
years, and all producersarefamiliar with them.
Why did the Agency determinethat the regulatory intent justifies the adver seimpact to
the regulated business community?

The continued safety of the food supply as assured by compliance with these rules
outweighs any cost savingstheindustry might realize without the regulations.

Regulatory Flexibility

16.

17.

18.

Doestheregulation provide any exemptions or alternative means of compliance for
small businesses?

Not applicable, asit isnot possible to maintain food safety standar ds otherwise.

How will the agency apply Ohio Revised Code section 119.14 (waiver of fines and
penaltiesfor paperwork violations and fir st-time offender s) into implementation of the
regulation?

The Department doeswork with all producers and will waive fines when circumstances
warrant.

What resour ces are available to assist small businesses with compliance of the
regulation?

We have experienced field sanitariansthat work closely with the licensees and have a
network of extension personnel that we can recommend.
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