
MEMORANDUM 

Date: 

To: 

March 1, 2019 

Interested Parties 

From: Lisa Lane 
Health Planning Administrator 
Office of Health Improvement and Wellness 
Ohio Department of Health 

Subject:   Public Comment – HIV Rules 

The Ohio Department of Health (ODH) is eliciting public comments regarding rules 3701-3-10, 3701-
3-11, and 3701-3-12 of the Administrative Code.  Below is a summary of the proposed changes.

Rule 3701-3-10:  Approval of human immunodeficiency virus tests 
No changes are being requested to this rule.   

Rule 3701-3-11:  Requirements related to human immunodeficiency virus testing 
ODH recommends updating language in this rule to 1) more accurately reflect Ohio as an opt-out 
HIV testing state, 2) recognize that entities other than health care providers perform HIV testing and 
post-test counseling services, 3) adds linkage to care and mental health services to the list of post-
test counseling resources provided to persons who test positive, and 4) adds biomedical prevention 
to the information to be shared with patients as part of routine, post-test counseling. 

Rule 3701-3-12:  AIDS, ARC, and HIV test reporting 
ODH recommends updating this rule to 1) refines the HIV test result reporting requirements 
language to include all HIV test results performed as part of the current Centers for Disease Control 
and Prevention (CDC) and Association of Public Health Laboratories (APHL) recommended 
diagnostic testing algorithm and 2) adds HIV nucleotide sequencing results to the HIV test results to 
be reported to identify the circulating strains of HIV in the population to aid in early detection of 
clusters of HIV cases for timely public health intervention and response. 

Please provide your written comments by 5:00 pm on April 1, 2019. The Office of Health 
Improvement and Wellness will consider all comments received.  Please include the words “HIV 
Rules Review” in the subject line of the written comments.  You may send your comments by email 
to the following address: odhrules@odh.ohio.gov or via regular U.S. mail to: 

Ohio Department of Health 
Office of General Counsel [Rules] 
246 N. High Street 
Columbus, OH  43215 

mailto:odhrules@odh.ohio.gov


*** DRAFT - NOT YET FILED ***
3701-3-10 Approval of human immunodeficiency virus tests.

(A) In approving tests to be used to determine whether an individual has human
immunodeficiency virus infection under division (B)(1) of section 3701.241 of the
Revised Code, the director of health shall consider:

(1) Whether the test has been approved by the United States food and drug
administration.

(2) The recommendations of the United States centers for disease control and
prevention.

(B) The director shall define a confirmed positive test result as:

(1) Two or more reactive enzyme immunoassay tests;

(2) A positive culture of the human immunodeficiency virus;

(3) A positive reaction to an human immunodeficiency virus antigen test licensed
by the United States food and drug administration;

(4) Identification of the human immunodeficiency virus by the use of nucleic acid
amplification probe to detect the presence of human immunodeficiency virus;

(5) The director may define other confirmed positive test results after consideration
of the recommendations of the United States centers for disease control and
prevention.

(C) In developing guidelines for interpreting test results, the director shall consider
interpretation criteria established by the United States centers for disease control
and prevention.
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*** DRAFT - NOT YET FILED ***
3701-3-11 Requirements related to human immunodeficiency virus

testing.

(A) A human immunodeficiency virus (HIV) test may be performed by or on the order of
the health care provider who, in the exercise of the provider's professional
judgment and within the provider's scope of practice, determines the test to be
necessary for providing diagnosis and treatment to the individual to be tested if the
individual or the individual's parent or guardian has given consent to the provider
for medical or other health care treatment.. Prior to performing or ordering an HIV
test, the health care provider shall inform the individual to be tested of the
individual's right to an anonymous test as set forth in section 3701.242 of the
Revised Code and paragraph (C) of this rule.

(B) Pursuant to division (B) of section 3701.242 of the Revised Code, a minor may
consent to be given an HIV test. The consent is not subject to disaffirmance
because of minority. The parents or guardian of a minor giving consent under this
paragraph are not responsible for payments for an HIV test given to the minor
without the consent of a parent or the guardian.

(C) Any individual seeking an HIV test shall have the right, on the individual's request, to
an anonymous test. A health care facility or health care provider that does not
provide anonymous testing shall refer the individual requesting an anonymous test
to a site where anonymous testing is available.

(D) If an individual tests positive for HIV, the health care provider who performed or
ordered the test, or an agent thereof, shall provide post-test counseling. Post-test
counseling is suggested for all individuals seeking testing. Post-test counseling may
be verbal or in writing and shall included, but is not limited to, the following:

(1) An explanation of the HIV test result. If, at the time of the HIV test, the result is
preliminarily positive, the health care provider must explain the next step to
confirm the test result;

(2) The nature basic characteristics of HIV disease;

(3) A list of resources for medical treatment, linkage services, social services and
mental health services, when necessary, a referral for further counseling to
help that individual cope with the emotional consequences of learning of the
test result;

(4) The individual will be provided information about the importance of following
biomedical prevention and safer sex practices to protect themselves from
sexually transmitted diseases, as well as how to protect others from being
infected; and
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*** DRAFT - NOT YET FILED ***

(5) The individual will be provided information about Ohio's HIV disclosure laws.

(E) The requirements of paragraphs (B) to (D) of this rule do not apply to the
performance of an HIV test in any of the following circumstances:

(1) When the test is performed in a medical emergency by a nurse or physician and
the test results are medically necessary to avoid or minimize an immediate
danger to the health or safety of the individual to be tested or another
individual. Post-test counseling shall be given to the individual if the
individual received an HIV positive test result as soon as possible after the
emergency is over;

(2) When the test is performed for the purpose of research if the researcher does not
know and cannot determine the identity of the individual tested;

(3) When the test is performed by a person who procures, processes, distributes, or
uses a human body part from deceased person donated for a purpose specified
in Chapter 2108. of the Revised Code, if the test is medically necessary to
ensure that the body part is acceptable for its intended purpose;

(4) When the test is performed on a person incarcerated in a penal institution if the
head of the institution has determined, based on good cause, that a test is
necessary; or

(5) When the test is performed on an individual after the infection control
committee of a health care facility, or other body of a health care facility
performing a similar function determines that a health care provider,
emergency medical service worker, or peace officer, when rendering health or
emergency care to an individual, has sustained significant exposure to the
body fluids that are known to transmit HIV of that individual, and the
individual has refused to give consent for testing.

(F) The consent of the individual to be tested is not required, and the individual or
guardian may not elect to have an anonymous test, when the test is ordered by a
court in connection with a criminal investigation.
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*** DRAFT - NOT YET FILED ***
3701-3-12 AIDS, ARC, and HIV test reporting.

(A) As used in this rule:

(1) "AIDS" has the same meaning as in section 3701.24 of the Revised Code.

(2) "ARC" is a historic term having the same meaning as in section 3701.24 of the
Revised Code.

(3) "A CD4 count" means a count of lymphocytes containing the CD4 epitope as
determined by the results of lymphocyte phenotyping.

(4) "Health care facility" has the same meaning as in section 3701.24 of the
Revised Code.

(5) "Health care provider" has the same meaning as in section 3701.23 of the
Revised Code.

(6) "HIV" has the same meaning as in section 3701.24 of the Revised Code.

(7) "HIV infection" means a disease of the human immune system caused by
infection with the human immunodeficiency virus.

(8) "HIV test" has the same meaning as in section 3701.24 of the Revised Code.

(9) "HIV viral load" means concentration of HIV virus in blood.

(10) "HIV nucleotide sequencing" are genotypic sequences resulting from HIV
drug resistance testing used to identify different HIV strains for determining
HIV antiretroviral treatment.

(B) Persons required to report cases of AIDS, ARC, HIV, confirmed positive tests for
HIV, and HIV infections pursuant to divisions (B) and (C) of section 3701.24 of the
Revised Code and this rule are as follows:

(1) Health care providers shall report every case of HIV infection, including AIDS,
for persons under their treatment and care. In an institutional or health care
facility setting, a designated agent, including, but not limited to, an infection
preventionist may make the report for the diagnosing or treating health care
provider.

(2) The individual in charge of the laboratory shall report all components of the
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*** DRAFT - NOT YET FILED ***

HIV multi-step diagnostic testing algorithm when the initial screening test is
positive or repeatedly reactive, results from antigen detection, nucleic acid
detection, detection of antibody confirmed with a supplemental test, or
positive cultures used in the diagnosis of HIV infection, CD4 counts and
percentages when performed to monitor the progression of HIV disease, and
detectable and undetectable viral load results when performed to monitor the
efficacy of HIV treatment. If a second laboratory is used for additional or
supplemental HIV testing, the person in charge of the laboratory first
receiving the specimen shall report the results of the supplemental testing.

(3) The individual in charge of the laboratory shall report results of HIV nucleotide
sequencing when performed as part of HIV drug resistance testing.

(C) Every health care provider attending a newborn infant or child born to an HIV
infected mother shall report every instance of perinatal exposure to HIV and any
subsequent test results on every such exposed newborn infant or child until such
time that either an HIV infection or a sero status that is negative is confirmed. In an
institutional or health care facility setting, a designated agent, including, but not
limited to, an infection preventionist, may make the report for the diagnosing or
treating health care provider.

(D) Persons designated by paragraphs (B) and (C) of this rule shall report every case of
HIV infection, including AIDS, every instance of perinatal exposure to HIV, and
HIV test as described in paragraph (B)(2) of this rule to the department of health as
follows (in each county the director shall designate the health commissioner of a
health district in the county to receive the reports):

(1) Health care provider shall provide the following information:

(a) Case information: name, diagnosis, date of birth, sex at birth, current
gender identity, ethnicity, race, and street address including city, state,
and zip code.

(b) Health care provider information: name, telephone number, and street
address including city, state, and zip code.

(c) Laboratory test information: specimen collection date, specimen type, test
name, test result, and reference range, where applicable.

(d) Supplementary information as needed to complete official surveillance
forms provided or set forth by the director.

(e) A health care provider may submit electronic reports in the manner
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*** DRAFT - NOT YET FILED ***

approved by the director.

(2) Person in charge of a laboratory shall provide the following information:

(a) Case information: name, diagnosis, date of birth, sex at birth, current
gender identity, ethnicity, race, and street address including city, state,
and zip code.

(b) Health care provider information: name, telephone number, and street
address including city, state, and zip code.

(c) Laboratory information: name, telephone number, and street address
including city, state, and zip code.

(d) Laboratory test information: specimen collection date, specimen type, test
name, test result, and reference range, where applicable.

(e) A laboratory may submit electronic reports in the manner approved by the
director.

(3) Health care providers and laboratories shall report in the following manner:

(a) Persons designated in paragraph paragph (B)(1) of this rule shall report to
the local health district in which the case resides, or if the residence is
unknown, to the Ohio department of health no later five calendar days
from the date of diagnosis or specimen collection date, whichever is
later.

(b) Persons designated in paragraph (B)(2) of this rule shall report to the local
health district in which the case resides, or if the residence is unknown,
to the Ohio department of health no later than five calendar days from
the test result.

(c) Persons designated in paragraph (C) of this rule shall report to the local
health district in which the infant was born, or if unknown, to the Ohio
department of health no later than five calendar days from the infant's
date of birth.
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Business Impact Analysis 

Agency Name: Ohio Department of Health          

Regulation/Package Title: HIV Testing and Reporting Rules      

Rule Number(s): 3701-3-10, 3701-3-11, 3701-3-12 

Date: March 1, 2019 

Rule Type: 

� New 
X  Amended 

X   5-Year Review 

� 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.

No amendments to Ohio Administrative Code (OAC) 3701-3-10 are being proposed. The 
request is to file this rule unchanged.   

The rule amendments to OAC  3701-3-11 refine the requirements related to HIV testing consent 
and post-testing counseling. The proposed changes to this rule update the rule to 1) more 
accurately reflect Ohio as an opt-out HIV testing state, 2) recognize that entities other than health 
care providers perform HIV testing and post-test counseling services, 3) adds linkage to care and 
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mental health services to the list of post-test counseling resources provided to persons who test 
positive, and 4) adds biomedical prevention to the information to be shared with patients as part 
of routine, post-test counseling.  

The rule amendments to OAC 3701-3-12 refine the mandatory reporting of HIV/AIDS test 
results to public health authorities. The proposed changes to this rule 1) refines the HIV test 
result reporting requirements language to include all HIV test results performed as part of the 
current Centers for Disease Control and Prevention (CDC) and Association of Public Health 
Laboratories (APHL) recommended diagnostic testing algorithm and 2) adds HIV nucleotide 
sequencing results to the HIV test results to be reported to identify the circulating strains of HIV 
in the population to aid in early detection of clusters of HIV cases for timely public health 
intervention and response. 

2. Please list the Ohio statute authorizing the Agency to adopt this regulation. 

Rule 3701-3-10 is authorized by R.C. 3701.241. 
Rules 3701-3-11 and 3701-3-12 are authorized by R.C. 3701.242. 
 

3. Does the regulation implement a federal requirement?   Is the proposed regulation 
being adopted or amended to enable the state to obtain or maintain approval to 
administer and enforce a federal law or to participate in a federal program?  
If yes, please briefly explain the source and substance of the federal requirement. 

These rules do not implement federal requirements. 

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

Not Applicable 

5. What is the public purpose for this regulation (i.e., why does the Agency feel that there 
needs to be any regulation in this area at all)? 

The Ohio Department of Health shall have supervision of all matters relating to the 
preservation of the life and health of the people. [R.C. 3701.13]. The Director of Health shall 
investigate or make inquiry as to the cause of disease or illness, including contagious, 
infectious, epidemic, pandemic, or endemic conditions, and take prompt action to control and 
suppress it.  [R.C. 3701.14(A)]. The Director of Health is also required to “Approve a test or 
tests to be used to determine whether an individual has HIV infection, define a confirmed 
positive test result, and develop guidelines for interpreting test results.”  [R.C. 
3701.421(B)(1)]. Without mandatory reporting by the individuals diagnosing and treating, 
that the Director is required to designate [R.C. 3701.24(B)], public health authorities could 
not carry out their mission. 
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6. How will the Agency measure the success of this regulation in terms of outputs and/or 
outcomes? 

The success of these rules is evidenced by the prompt reporting and cooperation of the 
individuals diagnosing and treating persons who are living with HIV infection. 

Development of the Regulation 

7. Please list the stakeholders included by the Agency in the development or initial review 
of the draft regulation.   
If applicable, please include the date and medium by which the stakeholders were initially 
contacted. 

The Ohio Department of Health’s stakeholder outreach included local health departments, 
infectious disease physicians, hospital infection preventionists, and community groups 
providing HIV services. 

8. What input was provided by the stakeholders, and how did that input affect the draft 
regulation being proposed by the Agency? 

External Stakeholders were notified of rules 3701-3-10, 3701-3-11 and 3701-3-12 being 
under five-year rule review and of the 30-day public comment period that would be 
forthcoming. In addition, an email communication was sent to external stakeholders 
requesting their input on initial draft changes prior to the official 30-day public comment 
period. Internal stakeholders have participated in drafting the rules changes via meetings that 
included ODH Office of General Counsel.  

9. What scientific data was used to develop the rule or the measurable outcomes of the 
rule?  How does this data support the regulation being proposed? 

The Ohio Department of Health routinely tracks the number of HIV cases diagnosed and 
reported. This data assist in identifying populations most at risk to target disease prevention 
efforts to reduce the number of new HIV infections. HIV infections are one of over seventy 
infectious diseases mandated to be reported in Ohio and is a reportable public health 
condition in all U.S. states and territories.    

10. What alternative regulations (or specific provisions within the regulation) did the 
Agency consider, and why did it determine that these alternatives were not 
appropriate?  If none, why didn’t the Agency consider regulatory alternatives? 

Alternatives are not available as the reporting obligations are set forth in the Revised Code.  
The Ohio Department of Health limits requested data to the minimum necessary to 
accomplish its public health mission. Additionally, HIV is a very specific disease with 
specific diagnosing criteria and treatment modalities. There are no scientific or medically 
viable alternatives to the parameters set forth in the proposed rules. 
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11. Did the Agency specifically consider a performance-based regulation? Please explain. 
Performance-based regulations define the required outcome, but don’t dictate the process 
the regulated stakeholders must use to achieve compliance. 

Performance-based compliance is not an option as HIV diagnosis and treatment must meet 
the specific requirements for the disease.  Because of the potentially serious impact of HIV, 
prompt and precise reporting is critical. 

12. What measures did the Agency take to ensure that this regulation does not duplicate an 
existing Ohio regulation?   

Pursuant to R.C. 3701.13, the Ohio Department of Health shall have supervision of all 
matters relating to the preservation of the life and health of the people and have ultimate 
authority in matters of quarantine and isolation.  According to R.C. 3701.24 and 3701.241, 
the Director of Health has sole authority to address HIV infections. No other state agency has 
this authority. 

13. Please describe the Agency’s plan for implementation of the regulation, including any 
measures to ensure that the regulation is applied consistently and predictably for the 
regulated community. 

The authorizing statutes give the Director of Health the authority to prescribe the manner in 
which the reporting is to be accomplished.  The Director of Health has published the Ohio 
Infectious Disease Control Manual on the agency website outlining the appropriate reporting 
measures and what information must be reported to public health authorities.  All mandatory 
reporters are encouraged to report through electronic reporting systems to improve efficiency 
and reduce costs. 

Adverse Impact to Business 

14. Provide a summary of the estimated cost of compliance with the rule.  Specifically, 
please do the following: 

a. Identify the scope of the impacted business community;  
b. Identify the nature of the adverse impact (e.g., license fees, fines, employer time 

for compliance); and  
c. Quantify the expected adverse impact from the regulation.  

The adverse impact can be quantified in terms of dollars, hours to comply, or other 
factors; and may be estimated for the entire regulated population or for a 
“representative business.” Please include the source for your information/estimated 
impact. 

Local health departments, hospitals, and laboratories are reporting cases of HIV infection 
under the current rules 3701-3-10 and 3701-3-12. Refining the testing requirements to 
eliminate ambiguity will facilitate rule compliance more efficiently. The changes to 3701-3-
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11 makes explicit linkage to care and mental health services be included in the list of local 
post-test counseling resources currently provided to persons who test positive and sharing 
information on biomedical prevention with patients as part of routine, post-test counseling.  

Why did the Agency determine that the regulatory intent justifies the adverse impact to 
the regulated business community? 

The Department of Health has worked to minimize the scope and severity of the impact by 
request only the minimum amount of information necessary to accomplish the public health 
mission. 

Regulatory Flexibility 

15. Does the regulation provide any exemptions or alternative means of compliance for 
small businesses?  Please explain. 

A state agency cannot exempt or alter in the Administrative Code obligations imposed by the 
Revised Code. 

16. How will the agency apply Ohio Revised Code section 119.14 (waiver of fines and 
penalties for paperwork violations and first-time offenders) into implementation of the 
regulation? 

Fines are imposed by R.C. 3701.571. The goal is compliance rather than being punitive, and 
the violator’s previous history and the severity the non-reporting had on disease control 
measures would be considered. 

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

The Ohio Department of Health has staff available to assist local health departments, health 
care providers and laboratories on the test results to report to public health. In addition, the 
Ohio Infectious Disease Control Manual is a resource that outlines infectious disease 
reporting requirements in Ohio. Staff is also available to assist health providers and other 
entities providing post-test counseling and referral services with information to share with 
clients on mental health and linkage services as well as current information on biomedical 
prevention of HIV.  
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