
Proposed Updates to 
Regulation 61-32
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Agenda
• Why Regulation 61-32 is Being Updated

• Process of Updating the Regulation

• The need to update and streamline the regulation to be more 
inclusive, and to provide for the regulation of all water-based 
manufactured foods and beverages regulated by DHEC.

• Elimination of 21 CFR 110 by the FDA as criteria for regulating 
food and beverage manufacturing facilities and the need to adopt 
the new 21 CFR 117 criteria and new preventive controls 
requirements

• Q & A

• Additional Forums + Meetings



Adopt by reference 21 CFR 
Part 117 to replace 21 
CFR Part 110, which is 
obsolete

The Department has 
identified a need to 
simplify and combine 
the existing regulations 
to create one regulation 
for all water-based food 
and beverage products 
under the Department’s 
jurisdiction

Why Update the Regulation?



Regulation Review Process

• Step #1 – Initial Staff Regulatory Revision Meetings

• Step #2 – Outreach to Industry and the Public (current step)

• Step #3 – Incorporate Industry and Public feedback into Revision

• Step #4 – Present to DHEC Board and Make Any Needed 
Amendments

• Step #5 – Present to the Legislature



What will be covered by 
Regulation 61-32?

• Water-based products that 
are packaged and 
distributed at wholesale:
• Bagged Ice

• Bottled Water

• Bottled Soft Drinks

• Ice (Ice/Water Combo) 
Vending Machines

• Out-of-State Bottled Water 
Imports



Today, we are starting the conversation 
with our ideas based upon:

• Current provisions of R.61-32 and R.61-54

• Our comparison of these regulations and the new 21 
CFR 117 provisions

• The feedback we received from you during our 
inspections concerning modifications & clarifications 
needed in the current regulation

• Nothing that follows is set in stone. We need your 
input before we develop a final draft proposal! 



Updates Proposed by the 
Department

• R.61-32: “Soft Drink and Water Bottling 
Plants” → “Wholesale Bottled Water, Soft 
Drink and Ice Manufacturing”

• Add provisions of R.61-54 to updated R.61-
32; Repeal R.61-54

• Adopt by reference 21 CFR Part 117 and 
other product-relevant CFR’s



21 CFR 110 vs. 21 CFR 117

• What has remained the same?
• GMP’s are mostly unchanged

• What are the major changes?
• Preventive Controls and FSMA compliance for 

those facilities that are not exempted from CFR 
117 altogether or considered a "Qualified 
Facility" 



CFRs to Adopt by Reference

• 21 CFR Part 165 Section 110 -
Standardized requirements for bottled 
water

• 21 CFR Part 101 - Food labeling 
requirements for all products

• 21 CFR Part 129 Section 80 – Processes 
and controls for bottling of bottled 
drinking water



21 CFR Part 117 - Replacing 21 
CFR Part 110

• All firms (registered with the FDA or not) must be in 
compliance with Subpart B.

• In addition to Subpart B:
• Firms registered with the FDA but that have attested 

and are a "Qualified Facility" must also be in 
compliance with Subparts A, D, and F. Firms should 
also be familiar with Subpart E, compliance not 
necessary.

• Firms registered with the FDA that are not a 
"Qualified Facility", must also be in compliance with 
Subparts A, C, F and G



What are Preventive Controls and 
who is exempt from them?



Nothing is Set in Stone

By working together, we 
can ensure a safe, food-
friendly environment for 
all of South Carolina.

All we’ve discussed 
today are ideas; we 
need your input during 
the next month as we 
draft this revision!

We will come back out 
in the Fall, after the 
proposed revision is 
written, to get your 
comments and talk 
again before this goes 
to the legislature for 
approval



Discussion?
If you’d like us to speak at a meeting 

of your association or group regarding 
the proposed regulation changes, 

please let us know!



(803) 896-0640Division of Food and Lead Risk 
Assessments


