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(4) Short TkIe: Complete Reporting oICD4 T-Lvmphocte. Viral Load and Genotvping Test Results
relating to II I V

(5) Agency Contacts (List Telephone Number and Email Address):

Primary Contact: Godwin Obiri. (717) 547-3499
Secondary Contact: Jill Garland (717) 547-3428

(6) Type of Rulemaking (check applicable box):

D Proposed Regulation E Emergency Certification Regulation:
Final Regulation D Certification by the Governor

D Final Omitted Regulation D Certification by the Attorney General

(7) Brielly explain the regulation in clear and nontechnical language. (100 words or less)

The Department added I-lW infection, a virus that can lead to Acquired lmmunodeficiency Syndrome
(AIDS) illeft untreated, to the list ofreportable diseases and conditions in the Commonwealth in 2002. As
part of those reporting requireluents. the Department required the reporting ofCD4 T-kmphocvte test
results ith a count ol’less than 200 cells’ftL or a CD4 T—kmphocvte percentage of less than 14% of total
lymphocytes. The Department is now proposing to amend the existing regulations to require the reporting
of all CD4 T-kmphocvte cell counts relating to HIV infection, as ell as to add the required reporting ofall
viral load test resulLs and genotvping results relating to Hl\’. In requiring the reporting ofall CDI T
lymphocyte cell counts, the Department is joining 46 other states that already require all CD4 counts to be
reported, and 48 states that require the reporting olall viral load results.

From a societal perspective, the spread of l-llV. a virus that can lead to Acqtllred Immunodehciency
SyndromelDS) ifleftuntreated. isaserious public health issue, Bytheend of2018. 36.136 individuals
were diagnosed and living with I-llV infection in this Commonwealth. 5.565 ness HIV cases were
diagnosed in the last live ears (2011 to the end of2O 18). accounting for 15.4% of all oithose diagnosed
and living ith [-(LV inlCction by 2018. The estimated number of persons living with HLV has increased
each year on average by approximately 1,200 persons. With a growth curve following a very strong linear
trend. projections indicate that by 2025. there could be as many as 45,000 individuals in this
Commonwealth living with HIV infection.



In order to stop the spread ofl-IIV. prevent the emergence of new cases, and keep those living with I-BY
healthy. it is necessary to know where and how l-IIV is spreading. Persons tested lbr I-IIV have a recorded
CD4 count and viral load, indicators ofl-IIV progression within the body. Because the Department does not
currently require the reporting of all CD4 and viral load test results. reporting is incomplete. This severely
liniits the Department’s ability to comply with standards set by the federal Centers lbr Disease Control and
Surveillance (CDC) of the Department of Health and Human Services (I-Il-IS), accurately report on CDC—
required core I-IIV indicators, and monitor and enhance patient outcomes across the continuum ol HIV care
services.

Ultimatel’.. requiring the reporting of all CD4 I—lymphocyte counts. viral loads and genotping test results
ould allow the Department to better track the epidemic in the CommoneaILh. lbcus resources to meet the
needs of the communities impacted. and improve the health of the citizens of the Commonts ealth.

(8) State the statutory authority lbr the regulation. Include specific statuton citation.

The Department’s overarching authority to promulgate these regulations is found in the Disease
Prevention and Control Law of 1955 (“the act”). 35 P.S. i5 521.1 —521.21. Section 16(a) of the act
(35 P.S. §521.16(a)) gives the Advison Health Board the authority to issue rules and regulations on a
variety olmuatters relating to communicable and non—communicable discuses, including the following:
the diseases that are to be reported: the methods of reporting diseascs: the contents of reports: the
health authorities to w hom diseases are to be reported: the control measures that are to be taken with
respect to dilThrent diseases: the enlbrcement of control measures: the immunization and vaccination
of persons and animals: the prevention and control of disease in public and private schools: the
treatment of sexually transmitted diseases, including patient counseling: and any other matters the
Board may deem advisable to address for the prevention and control ofdisease and for carrying out
the provisions and purposes of the act, Section 16(b) oldie act (35 P.S. §521.16(b)) gives the
Secretary of I lealth (Secretary) the authority to review existing regulations and make
recommendations to the Board for changes the Secretary considers to be desirable.

The Department also finds general authority for the promulgation of its regulations in the
Administrative Code of 1929(71 P.S. § SI cii seq.) Section 2102(g) of the Administrative Code (71
P.S. § 532(L)) gives the Department this general authority. Section 2111(b) of the Administrative
Code ol’ 1949 (71 P.S. § 541(b)) provides the Board with additional authority to promulgate
regulations deemed by the Board to be necessary for the prevention ofdisease. and for the protection
ol’the lives and the health ol’the people of the Common’.ealth. That section ftirther provides that the
regulations of the Board shall become the regulations ofthe Department. Section 2 106(a) of the Code
(71 P.S. §536(a)) provides the Department with additional authority to declare diseases to be
communicable, and to establish regulations for the prevention and control of disease.

Section 2111(b) of the Code (7! P.S. §541(b)) provides the Board with additional authority to
promulgate regulations deemed by the Board to be necessary for the prevention ofdisease. and for the
protection of the lives and the health of the people of the Commonwealth. That section iirther
provides that the regulations of the Board shall become the regulations of the Department.

In addition, Section 803 of the Health Care Facilities Act (35 P.S. §418.803) provides the Department
with the authority to promulgate regulations relating to the licensure of health care facilities and
allows the Department to require certain actions relating to disease control and prevention to occur
with in health care facilities.



(9) Is the regulation mandated by any federal or state las or court order, or Federal regulation? Are there
any relevant state or Federal court decisions? IFyes. cite the specific law, case or regulation as sell as.
any deadlines Ibr action.

These amendments are not mandated by any Federal or state la or court order, or Ibderal regulations.
although it should be noted that the Department is one oF on lv three states that have not made all CD4
counts reportable. There are no relevant state or Federal court decisions relating to these amendments.
hoever. in order to achieve the goals set out in the svationa/ Ill! ‘JfDSSinuegi/br the boned States.
ujnlateclfoi’ 2020 (July 201 5). at Executive Summar 3. i::- L. hi \:‘\
!!ZJiJ Accessed February 23. 2018 (hereinafter referred to as “Vatioiia/ [llL4IDSStrcitcçc”).
CDC recommends, among other things. the reporting of all l-IIV-results (cotints and percentages) and all
viral load results (both tindetectable and specific values) See Lettei’fivin Keiuwth U. C’u.iro, liD.,
.Issivuiiu L/.,S Smgeon Geneivi, U.S. Pub/k, [ku/I/i Sen’a’e a;u/Aun’ Luiis/n’, P/i. D.. Al. PH., Deputi’
Director for Suriei/kuice, Eph/emio/ogv wul Lahordaon’ St’ieiic’e&, Di1’iSU)II of l’IJI Preveoiioo. (‘DL’. a
copy oF which is attached to the Preamble to this Final Rtilemaking as Exhibit “A”. A letter directly to
the Former Secretary oF l-lealth. Karen Murphy. from the Director of the Ollice for State. Tribal. Local
and Territorial Support and Deputy Director of the CDC. reiterated this position to the Commonealth,
as one of at the time of the letter, six states that do not collect all CD4 test results. See Letter to
Secretwi’ Kw’eo Aliupln’. dated February 8. 2017, a copy of which is attached to the Preamble to this
Final Rulemaking as Exhibit “B”. Since that letter was written, two more states have required all CD4 t—
lymphocyte test results to be reported. Pennsylvania is now one of only fOur states that do not collect all
CD4 T—lymphocyte test results. See Email from Richard Se/ik (L’DC/OIDN(’iISTP, to Godii’i,i Oh/ri,
Eph/emio/ot’ .S’zipei’i’isor. Bureau of Epu/emio/ogv. Pe,u,sr/rwzia Department of/-lea/i/i (9/1 1/2OlcS
10,56 A:!), attached to the Preamble to this Final Rulemaking as part of Exhibit “C”. In addition, oF
the 50 states, only Pennsylvania and Idaho Ihil to require the reporting of all viral load test results. See
Email from Richard Selik (CDC’/OJD/NCHSTP) to Gochi’in Oh/ri, Epideniio/ogi’ Supen’isor, Bureau of
Eph/eiiiio/m,n’, Pe,u,sr vault; Department of/ku/i/i (2/2N.’JOlS 12:24 PAJ). attached hereto as part oF
Exhibit C”).

The letter to fOrmer Secretary Mtirphy stated the follo ing:

The updated National HIV/AIDS Strategy fOr the United States identifies primary goals to guide
our collective national light against I-IIV. The success in advancing several oFthese goals.
ensuring sustained viral suppression For person living with I-IIV and measuring progress towards
I-IlV care, relies on laboratory reportinu of l-lIV-related tests. includinu all CD4+T-lvmphocvte
(CD1) and viral load test results. to local and national HIV surveillance svstenis. Complete
laboratory data are critical to identifying cases, measuring care and treatment outcomes, and
measuring [lie eFfectiveness oF public health interventions. Specifically, these data are often used
to monitor disease progression. determine the stage of l-IIV infection, monitor receipt of HIV
care and treatment, and make decisions about public health interventions. Both viral load and
CD4 data are used to assess whether patients are responding to treatment: when treatment is
successful. CD4 counts rise and viral loads fall. Current I-IIV clinical management guidelines
call for CDA and viral load testing at the time of diagnosis and regularly thereafter. When CD4
and viral load restilts are reported, public health agencies can determine access to care and
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treatment outcomes. For these reasons, CDC recommends complete state reporting ol’alI I-IIV
test results.

Exhibit “B” (emphasis added).

(10) State vIi the regulation is needed. Explain the compelling public interest that j usti lies the
regulation. Describe who will benefit from the regulation. Quantil. the benefits as completeR as
possible and approximate the number of people who will benefit.

From a societal perspective, the spread of II IV. a virus that can lead to Acquired lmmunodeficiencv
Syndrome (AIDS) if leli untreated, is a serious public health issue. By the end of 201 8. 36.136
individuals sere diagnosed and living with HIV inlëction in this Commonwealth. 5.565 ne I-llV cases
were diagnosed in the last five years (2014 to the end ol’20l8). accounting For 15.4% of all of those
diagnosed and living with I-IIV infection by 201$. The estimated number of persons living with l-IIV has
increased each year on average by approximately i.200 persons. With a growth curve following a very
strong linear trend, projections indicate that by 2025.. there could be as many as 45.000 individuals in
this Corn monwealth living with II IV infection.

In order to stop the spread of l-IIV, prevent the emergence of new cases, and keep those persons living
with l-IIV healthy, it is necessary to know where and how HIV is spreading. Those tested for l-IIV have a
recorded CD4 count and viral load, which test results are indicators ofl-llV progression within the body.
Currently, the Department does not require the reporting ofall CD4 and viral load test results. This
makes the current information reported incomplete, severely limiting the Department’s ability to comply
with current CDC standards, accurately report on CDC required core l-IIV indicators, and monitor and
enhance patient outcomes across the continuum of l-llV care services. Because the Department does not
currently require the reporting of all CD4 and viral load test results, reporting within the Commonwealth
is incomplete. This severely limits the Department’s ability to comply with standards set by the CDC
recommendations. accurately report on CDC-required core IllV indicators, and monitor and enhance
patient outcomes across the continuum of I-IIV care services.

Ultimately, requiring the reporting of all CD4 T-lymphocyte and viral load test results will allow the
Department to better track the epidemic in the Commoinealth. lbcus resources to meet the needs of the
communities impacted. and improve the health of the citizens of the Commonwealth .5cc ,Vu!ioncd
H/I .q/D. Stnuctn’. at 46. In addition, the Department is more able to ensure that those identified to be
inlëcted/Iiving with I-WV have access to care. are engaged in care and are virally suppressed. See. e.g..
;Vcitioiuil HIT .I1DS .ctivw,gi ‘:.cee u/co Niahle Gray. ci uL. Enhuncel (‘o//ec’tioii of Luboraton’ Data hr
Hit’ Sun’dll/wice innorig 5 Suites ii’iih (‘or;!bier;! ltd ;Vanrc—B iced i-/it’ Infection Reporting. 2005—2006.
The Open AIDS Journal. 2012.6. (Suppl I: M5) 90-97.93-94.96 (“Data collected through the national
I llV surveillance system can be used to monitor the outcomes of the national strategy: however the
validity of these measures is dependent upon the completeness and quality of the surveillance data”).
attached hereto as Exhibit “D.”
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(II) Are there any provisions that are more stringent than federal standards? Ifyes. identiI the specific
provisions and the compelling Pennsylvania interest that demands stronger regulations.

There are no provisions that are more stringent than Federal standards in these amendments. In Ihct. the
CDC and HRSA. which are the Department’s federal Ilinding agencies in the area of HIV and AIDS.
have continual Iv asked the Department when it intends to make these changes to comport ith the goals
of the iVa/hnnj/ HJJ’Z-l!DSStiviegv,see, e.g.. Exhibit “B.” and the reporting required (hr purposes oithe
Department’s lèderal grants.

(12) I-low does this regulation compare with those ol’the oilier states? l-Io’.\ will this alThct
Pennsylvania’s ability to compete Wi other states?

At the present time. Pennsylvania is one of only Ibur states in the nation that do not require the reportina
of all CD4 test results. See Exhibit “C”: 5CC also
1’IIY \\\,LJ \ I! NiI.\Li::, L:

-L2J1. at p.63. Accessed February 23. 2018. In addition. of the 50 states. only Pennsylvania and
Idaho fail to require the reporting of all viral load test results. See Exhibit f” Goal I of the National
I-IIV/AIDS Strateg. which calls for reducing new I-IIV infections. .ce ,Vcuio,n,I I-Ill “JIDS Sirategv at I.
sets lbrth as a recommended action the allocation of public Ilinding consistent tith the geographic
distribution of the epidemic. Id. at 19. The Strategy recommends a similar action with regard to Goal 4.
achieving a more coordinated national response to the I-IIV epidemic. Id. at 43: see a/so 15 (“The
Federal government shotild review the methods used to distribute Federal Thy funds and take steps to
ensure that resources go to the States and localities with the greatest burden ofdisease.”) If. in the
Ibture. federal funding is tied to disease burden. the Commonwealth rniId be at a disadvantage among
other states with more complete data. The letter sent to Dr. Murphy in 2017 notes that other states, with
complete reporting. are better able to monitor their success, have increased reporting, have more
accurate and more timely I-I IV surveillance data. and are using the data to inform ptiblic health action.
See Exhibit “B.” Failure to update the Department’s regulations will place the Commonsealtli at a
disadvantage against these other states.

Lltimatelv. requiring the reporting of all CD4 T-lymphocyte and viral load test results will allrns the
Department to better track the epidemic in the Commonwealth. fOcus resources to meet the needs oI’the
communities i mpacled. and improve the health of the citizens of the Commonwealth .See iVario;;til
!llr-.1ID.cs,,t,,e, at 46. In addition, the Department is better able to ensure that those identified to be
infected/living with l-IIV have access to care, are engaged in care and are virally suppressed. See, e.g..
Nadona/ HI V/711D5 .S’n’uep: see also Exhibit D. at 96 (“Data collected through the national I-I IV
surveillance system can be used to monitor the outcomes of the national strategy: however the validity
of these measures is dependent upon the completeness and quality ol’the surveillance data.”)
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(13) Will the regulation affect any other regulations of the promulgating agencY or other state agencies?
If yes. explain and provide specilic citations.

The amendments will not allCct the regulations of any other state agency. The Department is currently
proposing to revise other parts oftlie regulations relating to communicable and noncommunicable
discases (28 Pa. Code Ch. 27). but this rulemaking will complement those revisions.
(14) Describe the communications with and solicitation oFinput from (lie public, any advisory
council/group, small businesses and groups representing small businesses in the development and
drafting oftlie regulation. List the specific persons and/or groups who were involved. (“Small
business” is defined in Section 3 of the Regulatory Review Act. Act 76 of 201 2.)

The Department held a meeting of (lie Advisory Health Board to revie\s and approve the proposed
regulations on hso occasions. July 25. 2018 and September 18. 2018. Both meetings were public
meetings at luch the Department presented the proposed regulations to the Board for its review and
approval. The Departnient published notice of the iul} meeting in the Pcnasiivu,uu Bit//ct/n on July 2 I
2018(48 Pa.B. 1354 (July 21. 201 8)). and of the September meeting on September 15. 2018(48 Pa.B.
5805 (September 15. 2018)). in advance oFthe meetings. and in accordancc sith the requirements of the
Sunshine Law. The Board voted on September IX. 2018 to approve the proposed regulations.

The Department published proposed rulemaking in the_Peiuisyh’uiihi Bulletin on May 25. 2019 (49
Pa.B. 2605 (May 25. 2019) and provided a 30-day public comment period. The Department accepted
comments until a eek Ibllowing the close ofthe public comment period. The Department received
comments from Ibur commentators, three in support. and one opposed. The Department reviewed the
comments, made some changes, and responded to all comments in the Preamble to this final rulemaking.

The Departnient again convened the Advisory I-Iealth Board to revie\s the linal rulemaking on January
14.2020. The Department presented the final aniendments to the Board For its review and approval.
The Department published notice of’ the January meeting in the PeiiiMi’n,i/a Bid/ct/i, on December 2 I
2019 (49 Pa.B. 7505 (December 21.2019)) in advance oFthe meeting. and in accordance with the
requirements oFthe Sunslune Law. The Board voted on January 14. 2020. to approve the final
rti I Ciii ak i ng.

The Department also provides requested updates to the Statewide l-IIV Planning Group (I-IPG) relating
to the Department’s activities relating to I-IIV prevention and planning. The MPG is established by
Deparment tinder Sections 301(a) and 317 oFthe Public Health Service Act (42 U.S.C.A. § 241(a) and
247b). and provides input on jurisdictional HIV prevention planning. a required activity of (lie
Department’s Centers for Disease Control and Prevention (CDC) grant For Comprehensive I-lIV
Prevention Programs hr l-lealth Department. The IIPG also Fulfils the requirement under the Ryan
White l-IIV/AIDS Treatment Extension Act of 2009 (Pub. Law 111-87), previously knov.n as the Ryan
White Comprehensive AIDS Resources Emergency Act of 1990 (42 U.SC.A. § 30011-21 — 300ff-38).
that the Depar nient engage in a public advisory planning process in developing a comprehensive plan.
The I-IPG sent a letter in support oFCD4 and viral load reporting in regard to DOI-l’s proposed
regulations in 2016. see Let/c,’ frwn HIT7 Pliunung Group, dated December 21. 2016 (attached hereto as
E\hibit “E”).
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(15) ldentil’ the types and number of persons. businesses, small businesses (as defined in Section 3 of
the Regulatory Review Act, Act 76 of2O 12) and organizations which will be afl’ected by the regulation.
I-low are they aliècted?

All healthcare practitioners. healthcare läcilities and laboratories statetide. and all persons ho make
diagnoses ofl-IIV or AIDS or ho receive or provide I-lIV test results and CD4 T-lymphocyte test
results ere required to comply with the regulations relating to the reportinu ofAIDS and I IIV disease.
including specified CD4 T-kmphocte test results promulgated in 2002. These same types of providers.
facilities and laboratories would be required to comply sith these amendments to the disease reporting
reqti i rements relating to I-I IV.

The Department reviewed relevant Small Business Size Standards in 13 CER Chapter I. Section
121.201 (http’J/v.v.w.gpo.gov/fdsvsipkg’CFR-201 I -titlel3-vol l/pdIYCFR-20 I l-titlel3-vol I-sec 121-
201.pdfl. specifically Sector 62— Health Care and Social Assistance. The Department identified
categories of health care providers and clinics that are likely to diagnose diseases required to be
reported. Additionally. the Department obtained small business information 1mm the state Department
of Labor and Industry. Based on those data, the Department determined an estimate of the number of
businesses iii the Offices of Physicians category (621.111). and Medical Laboratories (621.511) that
qualil as small htisinesses (<50 employees).

These small businesses are currently mandated disease reportcrs and would continue to be mandated
disease reporters tinder the proposed amendments. Mandated disease reporters are required to report to
the Department’s internet based electronic disease surveillance system (PA-NEDSS) all cases of
diseases listed as reportable in 28 Pa. Code § 27.2 Ia (relating to reporting ol’cases by health care
practitioners and health care facilities) and 27.22 (relating to reporting of cases by clinical laboratories)
ofthe current regulations. The current reporting regulations require the reporting of positive l-llV tests
and CD4 T—lymphocyte test results equal to or less than 200. and that are more than 14% ol’total T—
lymphocyte cells. The proposed amendments would expand this reporting requirement to require
reporting of all CD4 T-lymphocyte test results. rather than some of those results, and would require the
reporting of all viral load test results, even those with a non—detectable viral load. The amendments
would also require the reporting ofHIV genotyping test results.

The impact olthe proposed amendments should he minimal. Ilealthcare practitioners and clinical
laboratories currently are reqtiired to have systems in place to report some CD4 and HIV viral load test
results into I’A-NEDSS. so although the proposed amendments would result in reporting of all CD4 and
HIV viral load results and genotpin test results. these reporters would not need to develop ne
systems. Currently. healthcare practitioners and clinical laboratories have to separate CD4 and viral load
test results to eliminate those that are not reportable under the current regulations. and this process takes
time and adds cost. The proposed amendment would require them to report all the test results and
remove the need to separate the results before reporting: thereby saving them time from separating the
test results. l-lealthcare practitioners and laboratories without the ability to send data electronically
directly to PA-NEDSS would be required to keystroke enter these additional test results into PA
NEDSS. 1-lowever. most CD4 and HI\’ viral load inlbrmation is received from clinical laboratories with
IT systems allowing direct electronic access and data upload. For these facilities, once their IT system is
modified to capture the additional test results, the data would be automatically extracted and uploaded to
PA-NEDSS. so there would be no ongoing cost associated with the additional reporting requirements.

All persons affected by or inlècted with I-IIV/AIDS are impacted by these amendments. All
Pennsylvanians wotild benefit from this final rulemaking through the Department’s improved ability to
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track of trends in HIV infection and treatment success, as well as assisting patients ith linkage to care
and treatment before they develop significant and expensive medical complications. These amendments
vill help to protect Commonwealth citizens from exposure to l-IIV and subsequent hardship. disability.
or death. In addition, it will enable the Commonwealth to comply with CDC recommendations for
elièctive l-IIV disease surveillance, control and patient management.

(16) List the persons. groups or entities, including small businesses. that will be required to comply with
the regulation Approximate the number that will be required to comply.

T-lealtlicare practitioners. healthcare facilities and laboratories statewide, and persons sho make
diagnoses of I-NV or AIDS or who receive or provide l-IIV test. CD1 T-knlphoc) te test results ere
required to comply ith the previous regulations relating to the reporting of AIDS and WV disease.
including specified CD4 I-lymphocyte test results. These same providers. lbcilities and laboratories
ill be required to compk s ith these amendments to the disease reporting requirements relating to I IIV.
The amendments do not change the entities itli a reporting responsibility tinder the current regulations.
l-lealthcare practitioners currently report through keystroke entry into PA-NEDSS by clerical stall .L\ll

laboratories licensed b the Commonwealth to perform iIlV and/or CD4 tests on specimens from
Pennsylvania providers regardless of here the laboratory’s testing lhcilities are located (i.e.. including
laboratories licensed in Pennsylvania that ma’ have testing ihcilities otitside ofihe Commonwealth) are
required to comply with the amendments as ell.

The Department reviesed relevant Small Business Size Standards in 13 CER Chapter I. Section
121.201 (http://nnv.gpo.gov/fdsys/pkg/CER-20 I l-titlel3-vol l/pdIYCER-201 1-titlel 3-vol I-sec 121-
20l.pdfl. specifically Sector 62— l-Iealth Care and Social Assistance. The Department identified
categories of health care providers and clinics that are likely to diagnose diseases required to be
reported Additionally, the Department obtained small business infbrmation from the Department of

Labor and Industry. Based on those data. the Department determined an estimate of the number of
businesses in the Offices of Physicians category (621111). and Medical Laboratories (621511) that
qualik as small businesses (<50 employees).

(17) Identify the financial. economic and social impact of the regulation on individuals, small
businesses, businesses and labor communities and other public and private organizations. Evaluate the
benefits expected as a resuh of the regubtion.

The financial and economic impact of the amendments outside of healthcare settings would be very
minimal. l-lealthcare practitioners and clinical laboratories have been required to have systems in place
to report some CD4 and EllV viral load test results into the Department’s electronic disease surveillance
system since 2006. so although the amendments will result in reporting of all CD4 and I-NV viral load
results and genotyping test results, these reporters do not need to develop new systems. Prior to these
amendments healthcare practitioners and clinical laboratories would have had to separate CD4 and viral
load test results based on regulation. reporting some. and not reporting others. This process takes time
and adds cost. The amendments allow reporting of all test results, removing the need to separate the
results into those reported and those not reported before sending them to the Department. I-lealthcare
practitioners and laboratories without the ability to send data electronically directly to the Department’s
electronic disease surveillance system will be required to keystroke enter these additional test results
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into that system. l-Lo\\ever. most CD4 and I-lW viral load information is received from clinical
laboratories ith IT systems allowing direct electronic access. For these facilities, once their IT sstern
is modified to capture the additional test results. the data rnild be automatically extracted and uploaded
to the Department. so there would be no ongoing cost associated with the amended reporting
requirements.

Moreover, the ongoing savings each year from more eflèctive HI\’ disease control, prevention, and
timely treatment of individuals infected with I-Il V is immeasurable. All Pennsylvanians ould benefit
from these amendments through the improved tracking of trends in 1-NV infection and treatment success.
as well as assisting patients with linkage to care and treatment before they develop significant and
e\pensive medical complications. These amendments help to protect Commonwealth citizens from
exposure to I-llV and subsequent hardship. disability, or death. In addition, the amendments enable the
Commonwealth to comply with CDC recommendations for effective WV disease surveillance, control
and patient management. and enable the Department to protect persons living in the Commonwealth in
the same way as 56 other states are able to do, With the implementation of these regulations.
Pennsylvania will join al hut 3 other states and territories in the requiring of the reporting of all CD4 T—
lymphocytes and will leave Idaho as the lone state not i’equiring the reporting of all viral load results.

From a societal perspective, the spread of lllV. a virus that can lead to Acqu red linmunodeliciency
Syndrome (AIDS) if lefi untreated, is a serious public health issue. By the end of 2018. 36,136
individuals were diagnosed and living ith l-IIV infection in this Commonealth. 5.565 nev HR’ cases
were diagnosed in the last five ‘ears (2011 to the end of 2018). accounting fbr 15.4% of all ofthose
diagnosed and living ith I-NV infection by 2018. The estimated number of persons living with l-IIV has
increased each year on average by approximately 1.200 persons. With a growth curve lbllo ing a very
strong linear trend, projections indicate that by 2025. there could be as many as 45.000 individuals in
this Common’s ealth I king with I-I IV infection.

In order to stop the spread of l-lLV. prevent the emergence of ne cases, and keep those persons living
with WV healthy. it is necessary to know where and how l-IIV is spreading. Those tested fbr [NV have a
recorded CD4 count and viral load, which test results are indicators ofHlV progression within the body.
Currently. the Departmcnt does not require the reporting ol’all CD4 and viral load test restilts. This
makes the ctirrent inlbrmation reported incomplete, severely limiting the Department’s ability’ to comply
with current CDC standards, accurately report on CDC required core HIV indicators, and monitor and
enhance patient outcomes across the continuum of [I IV care services, Without this rulemaking. the
reporting within the Commonwealth incomplete. Not having these reporting requirements in place has
severely limited the Department’s ability to comply ith standards set by the CDC recommendations,
accurately report on CDC-required core I-NV indicators, and monitor and enhance patient outcomes
across the continuum of HIV care services.

Lltimatel. requiring the reporting ofall CDI T—lymphocyte and viral load test results ill allow the
Department to better track the epidemic in the Commonwealth. lbcus resources to meet the needs of’ the
communities impacted. and improve the health of the citizens of the Commonwealth .5cc ;Vaiio;zal

IllVAIDS Strutecz’, at 16. In addition. the Department is better able to ensure that those identified to be
infected/living with l-IIV have access to care, are engaged in care and are virally suppressed See, e.g..
;Va!io?lalHIJAJDSStI’ce1cbn’: see a/so Exhibit Dat p.96 (“Data collected through the national HR’
surveillance system can be used to monitor the outcomes of the national strategy: however the validity
of these measures is dependent upon the completeness and quality of the surveillance data.”)

(18) Explain how the benefits of the regulation outweigh any cost and adverse effects.
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The economic costs of these amendments are minimal. The costs associated with additional reporting of
CD4 and I liv viral load tests and reporting ofgenotyping tests is outweighed by the financial, societal.
and health benefits of tracking trends in l-lIV infection more completely and assisting patients with
prompt linkage to care and treatment.

In addition. Pennsylvania currently is one of only 4 states in the nation that do not require the reporting
of all CD4 test results. See Exhibit C’”; see utvo
hu’; ht HI hhIi\ stii\ L:i!LIl1c LJc-]H\-ni’dllaiicc-supplemental-repor1-\ ol
LJ1ajJ. at p. 63. Accessed February 23. 2018. In addition, of’ the 50 states. only Pennsylvania and
Idaho Ihil to require the reporting of all viral load test results See Exhibit “C Goal I of the National
I-IIV/AIDS Strategy. which calls for reducing new I-MV inlbctions. see Nat ionul I-Ill ‘JID.S’ Strategy at I
sets Ièrth as a recommended action the allocation of public funding consistent with the geographic
distribution oFthe epidemic. hi at 19. The Strategy recommends a similar action with regard to Goal 4.
achieving a more coordinated national response to the I-lW epidemic. Id. at 43: .ee u/so 45 C’The
Federal government should review the methods used to distribute Federal I-IIV hinds and take steps to
ensure that resources go to the States and localities ith the greatest burden ofdisease.”) IL in the
Iliture. lèderal hinding is tied to disease burden. the Commonwealth would be at a disadvantage among
other states with more complete data. The letter sent to Dr. Murphy in 2017 notes that other states, with
complete reporting. are better able to monitor their success. have increased reporting. have more
accurate and more timely l-IIV surveillance data. and are using the data to infbrm public health action.
See Exhibit “B.’’ Failure to update the Department’s regulations will place the Commonwealth at a
disadvantage against these other states.

Ultimately, requiring the reporting of all CD4 T—Ivmphocte and viral load test results ;iIl allow the
Department to better track the epidemic in the Commonwealth. focus resources to meet the needs of the
communities impacted. and improve the health of the citizens ofthe Common calth ..S’ee 1Vuiiot,a/
I-Il! ;;lIDsSii’ciw,’, at 46. In addition, the Department is better able to ensure that those identified to be
infected/living with I1I’’ have access to care. are engaged in care and are virall suppressed See. e.g..
.Vcnio;ia/ I-Ill AID.S’ Struiegi see a/so Exhibit D at p. 96 (“Data collected through the national i-li V
surveillance system can be used to monitor the outcomes of the national strategy: hoever the validity
of these measures is dependent upon the completeness and quality of the surveillance data.’)

In addition. the Department notes that there is a risk of losing federal dollars if federal fhnding ere to
be targeted at states that can demonstrate the greatest burden of disease. and the Commonealth were to
lack the requirement (hr complete reporting that iscreated by this rulemaking. At the present time. the
Commonwealth is one of only 4 slates mat Ihil to require the reporting of all CDI results, and one of
only two that does not require the reporting of all viral load restilts. This puts the Commonwealth at a
severe economic disadvantage should the federal government choose to base funding on disease burden.
Such an action is not beyond the realm of possibility: it would be in line with changes made to the
CARE Act at the time the Department made HIV reportable by name in the Commonwealth in 2002.
almost the last state in the country to take that action. At that time. the Federal agency that provides
lhnding for Hlv/AIDS services, the Health Services Resource Administration (HRSA). changed its
rules to condition the apportionment of state funding upon the number of live FllV cases within a
jurisdiction, rather than live AIDS cases, based on changes to the CARE Act .8cc The Ryan White
(‘ARE Ac!: A 5k/c—hi’ Side Comparison a/Prior Lair to the Ncii’/i’ Rcanthorized (‘A)?E Act, The Henry
J. KAISER FAMILY Foundation, December 2006, at 3 (hup*ww’iJl_OIV.flz
content uplcuds10l 3’() I’7531 -ft3.pJI). accessed October 28, 2019. Although the enforcement ofthis
Formula was delayed some years. HRSA eventually required all states to institute name-based HIV
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reporting in order to meet the level of accuracy lbr the data demanded to support a fiscal claim by the
state. Id.. see also HIV Prevalence Estimates — United States. 2006. MMWR 57(39)1073-1076 October
3. 2008). WiL’ llLfl’JJi2Ihllfli !.mLr’LrLLJau . accessed October 28, 2019.
A similar circumstance could arise here, and states with more reliable data could receive the bulk.
potentially all, of available federal funding. leaving the Commonwealth among only three or four states
with no ability to reliably provide data.

(19) Provide a specific estimate of the costs and/or savings to the regulated community associated with
compliance, including any legal. accounting or consulting procedures which may be required. Explain
how [he dollar estimates were derived.

The impact oithe proposed amendments should be minimal. [Lealthcare practitioners and chnical
laboratories currently are required to have systems in place to report some CD4 and lIly viral load test
results into PA-NEDSS. so although the proposed amendments ould result in reporting of all CD4 and
IIIV viral load results and genotypin test results. these reporters sould not need to develop new
systems. Currently. healthcare practitioners and clinical laboratories have to separate CD4 and viral load
test results to eliminate those that are not reportable under the current regulations, and this process takes
time and adds cost. The proposed amendment would require them to report all the test results and
remove the need to separate the results beibre reporting: thereby saving them time from separating the
test results. I lealthcarc practitioners and laboratories without the ability to send data electronically
directly to the Department would be required to keystroke enter these additional test results into PA—
NEDSS. I lowever. most CD4 and I-Jl\’ viral load inlbrmation is received from clinical laboratories with
IT systems allowing direct electronic access and data upload. For these facilities, once their IT system is
modilied to capture the additional test results, the data would be automatically extracted and uploaded to
the Department’s electronic disease surveillance system. so there would he no ongoing cost associated
with the additional reporting requirements. l’herelbre. the cost of the additional reports required as a
result ofthe proposed changes to the regulation would be negligible.

In considering the issue of manual reporting. the Department reviewed data ‘elating to reportinu ofCD4
and viral load test results from 2016-2019. Of the 175.9651 IIV-related reports submitted by hospitals
and laboratories to the Department. only 9.277. or roughly 5%. were repored manually. The data show
that hospitals and laboratories that report a relatively small volume of cases are the entities that are
reporting by manual entry. 1-Tospital laboratories and commercial laboratories with larger volumes are
more likely to report through batch reporting to the electronic laboratory reporting system. Once the
parameters for sending data are updated. adding more reports to electronic leds does not pose an
ongoing burden to the laboratory. The Department is continuing to work with laboratories that are
interesting in sending data through the electronic laboratory reporting system: however, some
laboratories prelèr manual reporting because they feel that the resources needed to report manually are
less than those needed to establish electronic batch reporting.

The Department is sensitive to cost concerns of its reporters. and there is a concern among some that
requiring multiple reporters is a waste of effort and money. The Department. however, must view the
resources, time, and costs needed for reporting in the context of the need to monitor and promote the
health of the citizens of the Commonwealth. With respect to HIV. there is an urgent public health need
to monitor the proportion of cases under care and the proportion ofcases adequately treated. Adequate
treatment improves the health of persons with l-IIV and reduces their need for more expensive medical
interventions. Furthermore, at least four clinical trials published since 2016 have demonstrated that
adequate treatment of cases (indicated by low or non-existent viral loads and normal CD4 cotints)
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dramatically reduces transmission of l-IIV. Sec Rodger AJ.. Cambiano V.. Bruun T.. c/at. “Sexual
Activity Without Condoms and Risk of HIV Transmission in SerodilThrent Couples When the l-lIV—
Positive Partner Is Using Suppressive Antiretroviral Therapy.” MA /1. 2016:316(2): 171—181.
DOl:10.l00l/jama.2016.5148 (July L2. 2016)
hi tps: ainanet’ ork.com iournals;iama:IuIlLIrricle27,3 )r;i). accessed October 28. 2019: Cohen \I.S

Chen Y.Q.. McCauley M.. eta!.. AntiretroviraI Therapy fr the Prevention oil IIV—l Transmission.”
NE\V ENG. J. MED. 2016: 375:830-839. DOl:l0.1056/NEJMoaI600693 (September 1.2016)

x .rciiii.tiidi IHL’ Ji\LJiIiH”D. accessed October 28. 2019: Bavinion BR..
Pinto A.N.. Phanuphak N.. ci ci!.. “Viral Suppression and IIIV Transmission in Serodiscordant Male
Couples: an International. Prospective. Observational. Cohort Study.” The Lance! !-Hl’2018: 5(8):
e438-e447(lul 16 20l8)(i’ ILl j mn

— iL -

iaiL:i). accessed October 28. 2018: RodgerA.J.. Cambiano V.. Bruun T.. ci cii.. “Risk of l-lIV
Transmission through Condomless Sex in Seroditièrent Gay Couples with the HIV—Positive Partner
Taking Suppressive Antiretroviral Therapy (PARTNER): Final Results ofa Multicentre. Prospective.
Observational Study.” The Lance! 2019: 393(10189): P2428-2438 (June 15. 2019)
niiPc’’ Il1lLfl nun n I IRLLL IL I HI I h 1 uIulhL 1) acccssd
October 28. 20 I 9.

As the Department has said in the past when confronted with the same issue:

With respect to issues involving the requirement of multiple reporters. the Department requires
reporting from all diflèrent types of reporters. including practitioners. Ihcilities. laboratories.
other providers and the public for several reasons. The Department does not want possible
reporters to self-censor, based on their assumption that another person will make the report. That
could lead to under—reporting. and jeopardize the ability of the public health system to positively
impact the health of in fected individuals and their contacts. II. the Department and local health
departments are unaware of cases. they will be unable to ol’lbr or provide follow—up, including
counseling and referral information, and perform case investigation.

The Department also receives dil’iërent infOrmation from different reporters. For exaniple. a
report by a laboratory is a confirmatory report ofa disease or condition diagnosed by a health
care practitioner. From heads of institutions the Department will receive infOrmation that is
neither a diagnosis nor a confirmed report. but a suspicion that may help to identify a disease
otitbreak. The monitoring of the disease in the patient is dependent on receiving inlbrmation from
a practitioner as well as a laboratory. as is the monitoring of the disease in the population as a
shole. InfOrmation relating to opportunistic inlCctions. referrals. node of transmission and
treatment are not shared by a practitioner with the laboratory, and, therefore. the Department
would not be able to obtain this type of specific infOrmation from laboratories if laboratories
alone ere to report. A provider would not release this type of information to a laboratory
because of its confidential nature. A laboratory does not need to be aware of the mode of
transmission ofa disease or types ofrelCrrals made for the individual to perfOrm its licensed
function--conducting laboratory tests of specimens.

The more specific the information received by the Department from all reporters. the more likely
it is that the Department will be able to match information obtained from other sources.
sometimes incomplete, and obtain complete information on each reported case. The more
complete the demographic picture of the individual whose results are being reported. the easier it
is for the Department to track the disease in this Commonwealth for purposes of implementing
prevention measures, including targeting funding to affected populations. Further, the more
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complete the information on a specific individual the Department obtains, the easier it becomes
for the Department and local health departments to provide follow-up services to that individual.
For example. with a case of infectious tuberculosis, the Department will provide treatment.
including directly observed therapy, to ensure that the case is cured. and will also locate and test
and treat contacts as necessary. In the case of sexually transmitted diseases, the Department and
local departments locate and offer counseling and testing services to partners of individuals who
test positive.

See Report lug of (‘vinmunicahie and Noncotnmtuiicable Diseases. 32 Pa.B. 49 I. 492—493 (January 26,
2002) juhiiHiin C mccwL’ Jili \l332_J :1&JL accessed October 28. 2019: see also
Repoit big of lIDS, 1111 Test Results, CD4 T—Lvniphoci’te (‘aunts and Perbiatdil Exposure of Aeiihonm
to 1111’, 32 Pa. B. 3597. 3602 (July 20. 2002) [mi tu[inllctiii Lt’IU SCLIIIC LI

I [JiLl1. accessed October 28. 2019.

IdentiRing populations or areas with substandard levels oltreatment could lead to interventions. such as
improving linkage to care in underserved populations. thai could eventually significantly reduce the
Commonealth’s burden ofl-IIV. In 2010 dollars. the lilëtime treatment cost of one [IIV case is

I approximately 5379.668.00.
http \\\\\. i\ j\ ;jitIi1C’[i% •:1.iJHLc I’i\cn.%indc\,html. Prevention ofnes
cases. b. among other things, continuing existing cases in treatment and suppressing viral load is an
obvious cost savings to the Commonealth. The cost savings ofa case of I-IIV averted has been
estimated at beneen $ 20.000 to S 100.000 per case. See Woodak and Cooney. “Do Needle Syringe
Program Reduce I-NV Inlèction Among Injecting Drug Users: A Comprehensive Revie of the
International Evidence.” Suhsuuice (Ice & Misuse. Vol. 11. 2006 (Issue 6—7) at 20—22: see also
‘ElThctiveness of Sterile Needle and Syringe Programming in Reducing I-IIVIAIDS Among Injecting
Drug Users, ‘‘ (Evidence for .-Iction Technical Papers) Ifln’kl Health Organization s’2004) (11710 117the

• Paper”i, at 15-16. The Commonwealth saw 991 new cases of IIlV in 2016- Pennsylvania Department
of I-lealth. _-lnuual If/I Surveillance Sunuuait (20 I 6)

______________________________

i “I’ Zul Ic U );_rIsc_’n20and,1(! IIlcI;LOI15/[_

ll;jllV%2OAnJ 1ii \HNt2’)i 11J;;i[i u’ l)’_:nrei:— Pc:m Ruii °i202fl11i°b20\IIIII,i[.DIIIIIV°02
flSIIr\eillnn:c2H1/CILrt ‘cIt. accessed July 2. 2018. Usina these feures. the cost to the
Commonwealth ofthose 991 cases could be as high as 5376.250.998.00. Preventing them i’om
occurring could be a savings of as much as 599.100.000. Although determining the actual cost that the
amendments sill impose on providers and laboratories is not possible. it is extremely unlikely that this
cost would outweigh the benefits of eventually improving the health oI’persons infected with l-llV and
decreasing the number of ne cases ofHlV.

(20) Provide a specific estimate of the costs and/or savings to the local governments associated with
compliance, including any legal. accounting or consulting procedures which may be required. Explain
how the dollar estimates were derived.

The costs to both state and local governments will not increase as a result of these amendments. Costs to
those entities already exist, since the Department and state and local health departments currently are
required to track, through electronic reporting, over 50 reportable diseases and conditions, and undertake
prevention and intervention activities when necessary. I-lIV. including CD4 counts, has been reportable
by case name since 2002. The methodologies, including any legal. accounting or consulting procedures
for reporting those cases have been in place since then and are already being utilized by those local
health departments. Those local health departments (and the Department) are also already carrying out
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prevention and intervention strategies to help prevent the spread of those diseases and get persons into
treatment and keep them in treatment. Requiring the reporting of all CD4 counts, viral loads and
genotyping ill riot create more processes. but will enable the Department and local health departments
to utilize existing methods and processes in a more targeted way and more efticientlv. The information
‘sill enable the Department and local health departments to Ibeus on areas here funding and time need
to be spent. and on persons who for one reason or another are unable to remain in treatment.
(21) Provide a specific estimate of the costs and/or savings to the state government associated with the
implementation of the regulation, including any legal. accounting, or consulting procedures hich may
be required. Explain how the dollar estimates were derived.

The costs to both state and local governments ould not increase as a result of these regulations. Costs
to those entities already exist, since DON and state and local health departments currently are required
to track. through electronic reporting. over 50 reportable diseases and conditions, and undertake
prevention and intervention activities when necessary. l-IIV. including CD1 counts. has been reportable
by case name since 2002. The methodologies, including any legal, accounting or consulting procedures
for reporting those cases have been in place since then and are already being utilized by those local
health departments. Those local health departments (and the Department) are also already carrying otit
prevention and intervention strategies to help prevent the spread of those diseases and get persons into
treatment and keep them in treatment. Requiring the reporting of all CD4 counts, viral loads and
genotyping will not create more processes. but will enable the Department and local health departments
to utilize existing methods and processes in a more targeted way and more elliciently. The information
will enable the Department and local health departments to focus on areas where fUnding and time need
to be spent. and on persons who for one reason or another are unable to remain in treatment.
(22) For each ofthe groups and entities identified in items (l9)-(2l ) above. submit a statement of legal.
accounting or consulting procedtires and additional reporting. recordkeeping or other paperwork.
including copies of forms or reports. which will be required hr implementation of the regulation and an
explanation of measures which have been taken to minimize these requirements.

l-lealthcare practitioners and clinical laboratories have been required to have systems in place to report
some CD4 and I NV viral load test results into the Department’s electronic disease surveillance system
since 2006. so although the amendments will result in reporting of all CD4 and l-llV viral load results
and genotyping test results, these reporters do not need to develop new systems. Prior to these
amendments heaithcare practitioners and clinical laboratories ould have had to separate CD4 and viral
load test results based on regulation, reporting some. and not reporting others. This process takes time
and adds cost. The amendments allow reporting of all test results, removing the need to separate the
results into those reported and those not reported helbre sending them to the Department. Healthcare
practitioners and laboratories without the ability- to send data electronically directly to the Department’s
electronic disease surveillance system will be reqtiired to keystroke enter these additional test results
into that system. However, most CD4 and I-IIV viral load information is received from clinical
laboratories with IT systems allowing direct electronic access. For these facilities, once their IT system
is modified to capture the additional test results. the data would be automatically extracted and uploaded
to the Department. so there would be no ongoing cost associated ith the amended reporting
requirements.

(22a) Are forms reqtnred for implementation of the regulation?

No. No new Forms are required for reporting under these amendments. The amendments require
reporting throuizh an existing electronic disease surveillance system that has been in place in the
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Commonwealth since 2002. The Department’s general disease regulations at that time did make
reference to paper reporting, and to a reporting system that existed prior to the implementation of
electronic reportinu. The Department first required electronic reporting of reportable diseases.
infections, and conditions in a rulemaking published in the Pen;,.si’lvc,nh, Bulletin on January 26. 2002.
See Reporibg of (‘onununkable and ;Vwicvmunuucable Dfcectws ..s upra. In order to provide enough
time For reporters other than laboratories to prepare lbr electronic reporting. (laboratories were required
to report electronically immediately upon that rulemaking’s publication), the Department set the
implementation dale oithe electronic reporting requirement lèr most diseases. inlèctions and conditions
For six months alier notice was publ shed in the Pennnhcuiia Bulletin. Because that language is no
longer applicable in 2019, and electronic reporting has long been in place in the Commonwealth. the
Department deleted this language in amending Section 27.4(b). See 28 Pa. Code § 27.4(b).

By 2006. the Department had required that reports of all reportable diseases, infections and conditions
were to be made electronically. See Electronic Report big Requbenwntc fyi’ Specified Diseases,
Uhfcc/huts citicl (‘otulhions. 35 Pa.B. 61 92 (Nov. 4. 2005). That requirement remains in place. Paper
reporting is slow and inefficient and reqtiires resources ‘or processing and key entry that the Department
does not have. Section 27.4 is amended in tIns linal rulemaking to emphasize the Departmenfs
position.

(22b) If Forms are required Ibr implementation of the regtilation. attach copies of the forms here. IF
your agency uses electronic Forms, provide links to each lbrm or a detailed description of the
inlbrmation required to be reported. Failure to attach forms, provide links, or provide a detailed
description of the information to be reported will constitute a faulty delive’ of the regulation.

Required reporters such as clinical laboratories, hospitals and practitioners currently report to the
Department electronically through its electronic disease surveillance system. PA-NEDSS.
https://’n .ned’s.statc.na.tis!nedssi No new forms are required thr reporting under these amendments.
The amendments require reporting through an existing electronic disease surveillance system that has
been in place in the Commonwealth since 2002. The Department’s general disease regulations at that
time did make reference to paper reporting. and to a reporting system that existed prior to the
implementation of electronic reporting. The Department first required electronic reporting of reportable
diseases. in lëctions. and conditions in a rulemaking published in the leans iiva,na Bulletin on Jantiar
26. 2002. See Reporting of (‘ounniunkahle antI Auwouu,uuiical,le Dtveases. cupra. In order to provide
enough time lbr reporters other than laboratories to prepare For electronic reporting. (laboratories were
required to report electronicalk immediately upon that rulemaking’s publication), the Department set
the implementation date of the electronic reporting requirement lbr most diseases. infections and
conditions lhr six months afler notice was published in the Pennsv i’auihi Bulletin. Because that
language is no longer applicable in 2019. and electronic reporting has long been in place in the
Commonwealth. the Department deleted this language in amending Section 27.1(b). See 28 Pa. Code §
27.4(b).

By 2006. the Department had required that reports of all reportable diseases, infections and conditions
\:ere to be made dectronically .8cc Electronic Re1,o,’tbig Requb’einents for Spec/fled Diseases,
infections cuicl (‘ontlhions. 35 Pa.B. 6192 (Nov. 4. 2005). That requirement remains in place. Paper
reporting is slow and inellicient and requires resources For processing and key entry that the Department
does not have. Section 27.4 is amended in this final rulemaking to emphasize the Department’s
position.
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(23) In the table below, provide an estimate oldie liscal savings and costs associated with

I implementation and compliance For the regulated community, local government, and state government
For the current year and Five subsequent years.

; Current FY FY +1 FY +2 FY +3 FY +4 FY +5
;

Year Year Year Year \‘ear Year
. SAVINGS: S S S S S S

Regulated Community’ 0.00 0.00 0.00 0.00 0.00 0.00

Local Government2 0.00 0.00 0.00 0.00 0.00 0.00

State Government3 0.00 0.00 0.00 0.00 0.00 0.00

Total Savings

COSTS:

Regulated Community3 0.00 0.00 0.00 0.00 0.00 0.00

Because the amendments require the reporting o rail test results. the regulated cornmu nity \ Cu Id no longer he required
to use stalitime to separate out those results that are reportable from those that are not. Although this shoLild result in sonic cost
sa\ ings to reporters, the amount is in all probability too small to quanti l

2 1)011 and local go’ernment. to the e.\tent local go ernment is the county and municipal health departments wlit, also
ha’ e the same responsihilit’ hr disease pre ention and control in their jurisdiction as does Doll. will ha’ e minimal costs. DC )l I
and the countJmunicipal health departments already ha c an electronic reporting system in place (PA—NI DSS ) that is being
utilized to report some of these results now In addition, while DC H I and the county and municipal health departments may ha’ e
more reports hi re’ iet’ . the more eases that are repirted and entered into and maintained in care, the less in eral I cost there is to the
Common” caith. local go\ emments and society in terms of medical treatment, social sen ices, and other care. If a client’s iral
load remains suppressed. the transmission of I ll\’ becomes e\tremely unlikely . Reporting all iral loads and CR1 counts pro\ ide
practitioners and public health ofl5cials with important inftirmation enabling them to ensure clients are obtaining necessary
treatment and remain thcre. In 2010. the cost per tine II IV case in the Common ealth O\ er a Ii Ic tinie “as appro\imatel’
S379.668, Ii: ‘L- W . I: _ , ‘I. Ike’ ention of new cases, h’ . amonu
other things. continuing e\isting cases in treatment and suppressing ‘iral load is an oh’ ious cost sa’ ings to the Commonwealth.

See lootnote 2. supra.

Because some reporters led that they do not report enough to report electronically, the increase in the number oi reports
required may make the reporter decide to upgrade its reporting s’ stem. Ihese would he costs that are ‘oluntary on the part ot’the
reporter. howe er Doll does pro’ ide br manual reporting. by allowing reporters to enter key strokes manually into I’A-\LDSS
rather than ha ing a reporter’s electronic medical record. [his could create additional stailtime and may result in additional costs
as well. The number of manual reporters are minimal, and the cost to that regulated community should also he minimal. In
considering the issue of manual reporting. the Department re’ ie”ed data relating to reporting of CD4 and iral load test results
from :016-2019. Of the 175.965 III V—related reports submitted by hospitals and laboratories to the Department. only 9.277. or
roughly 5!u. “crc reporkd manually. [he data show that hospitals and laboratories that report a relatively small olume ol’ eases
arc the entities that are reporting by manual entry. I lospital laboratories and commercial laboratories with larger ‘ olumes are more
likely to report through hatch reporting to the electronic laboratory reporting system. Once the parameters lbr sending data are
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Local Government5 0.00 0.00 0.00 0.00 000 0.00

Slate Government6 0.00 0.00 0.00 000 0.00 0.00

Total Costs 0.00 0.00 0.00 0.00 0.00 0.00

REVENUE LOSSES:

Regulated Community 0.00 0.00 0.00 0,00 0.00 0.00

Local Government 0.00 0.00 0.00 0.00 0.00 0,00

Slate Government 0.00 0.00 0.00 0.00 0.00 0.00

Tolal Revenue Losses 0.00 0.00 0,00 0.00 0.00 0.00

(23a) Provide the past three year expenditure history For programs aflècted b the regulation.

Program fl -3 Fl -2 Fl -1 Current Fl

AIDS and Special 517.436.000 517.436.000 512.136.000 512.136.000

Pharm aceu t ca I

Services

(24) For any regulation that may have an adverse impact on small businesses (as defined in Section 3 oF
the Regulatory Review Act. Act 76 of2O 12). provide an economic impact statement that includes the
lbIlov. ing:

(a) An identification and estimate ofthe number ofsmall businesses subject to the regulation.
(h) The projected reporting. recordkeeping and other administrative costs required liar compliance

ith the proposed regulation, including the type ofprolëssional skills necessary liar preparation
oFthe report or record.

(c) A statement ol’probable eflbct on impacted small businesses.
(d) A description ol’anv less intrusive or less costl) alLernative methods of achieving the purpose of

the proposed regulation.

(a) Please see the responses to questions 15. 16. 17 and I 9. there should be no adverse impact to small
business, since these amendments simply extend the ntimhers of eases being reported. the systems
through hich reporting is to occur are already in place and being utilized.

updated. adding more reports to electronic Ieds does not pose an ongoing burden to the laboratory. ‘Ihe Department is continuing
to ork n ith laboratories that are interesting in sending data through the electronic laboratory reportrng system: hoever. some
laboratories preftr manual reporting because they eel that the resources needed to report manually are less than those needed to
establish electronic batch reporting.

See Footnote 2. supra.

6 See Footnote 2. supra.
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(b) Please see the responses to questions 15. 16; 17 and 19. There should be no adverse impact to small
business, since these amendments simply extend the numbers of cases being reported. the systems
through which reporting is to occur are already’ in place and being utilized.

(c) Because some clinical laboratories, hospitals and practitioners would be considered to he small
businesses, the impact on those entities would be as outlined in (lie responses to questions 15. 16. 17 and
Ic. 1-lospitals. practitioners and laboratories are currently required to report recognized conimtinicable
diseases and that requirement would continue under these proposed amendments. Any increase in
reporting responsibilities as a result ol’these proposed changes to disease reporting regulations would be
minimal as the reporting systems are already in place and I-I IV test reporting is already occurring.
Moreover, these reports could be made electronically or by telephone call to a local health department as
needed. There are no special requirements other than clerical skills. There are no alternatives that are
less intrusive or costly to the current approaches for disease reporting in proposed amendment that
ould allow the Department and local health departments to receive timeR reports ofcommtinicable
diseases that may pose public health threats.

(25) List any special provisions hich have been developed to meet the particular needs ofaiTheted
groups or persons including. but not limited to. minorities, the elderly, small businesses, and farmers.

Because the purpose of these amendments is the prevention and control of the spread of disease. there
are no special provisions that have been developed to meet the particular needs ofaflècted grotips or
persons. Compliance from all reuulated communities is necessary to effectively combat (lie spread ol’
disease and to implement eflëctive education and prevention programs within the Commonwealth.

(26) Include a description ol’any alternative regulatory provisions which have been considered and
rejected and a statement that the least burdensome acceptable alternative has been selected.

The purpose of these amendments is the prevention and control of the spread ol’disease. Compliance.
including reporting. &om all regulated communities. ith these amendments is necessary to elièctivelv
combat the spread of disease and to implement eflëctive education and prevention programs within the
Commonwealth. Therefore, there ere no alternative regulatory provisions considered. All health care
practitioners. health care Ihcilities. and clinical laboratories are currently required by law to report
recognized communicable diseases (see 35 P.S. § 521.4) and that requirement would continue tinder
these amendments. An increase in reporting responsibilities as a result of amendments to the disease
reporting regulations wotild be minimal as the reporting systems are already in place and reporting of
lIIV testing nnd some CD4 T-lymphocvte test results is already occurring. There are no ahternntives that
are less intrusive or costly to the current approaches for disease reporting that otild allo the
Department to receive timely reports of communicable diseases that may pose public health threats.
Therefore, the Department is pursuing the least burdensome acceptable alternative.

IS



(27) In conducting a regulatory flexibility analysis. explain hether regulatory methods ere considered
that will minimize any adverse impact on small businesses (as defined in Section 3 of the Regulatory
Review Act. Act 76 o120l2). including:

a) The establishment of less stringent compliance or reporting requirements lbr small businesses:
b) The establishment of less stringent schedules or deadlines for compliance or reporting

requirements For small businesses:
c) The consolidation or simplification olcompliance or reporting requirements For small

businesses:
d) The establishment of perl&mance standards lbr small businesses to replace design or

operational standards required in the regulation: and
e) The exemption of small businesses toni all or any part of the requirements contained in the

regulation.

(a) To the extent health care practitioners. clinical laboratories, or entities providing I liv services arc
considered small husincsscs. there are no provisions in the amendments to the communicable
disease regulations that would impose an added burden to the small business community be) ond
that which already existed based on the Department’s regulations. The Department is cxpanding
existing reporting categories to require all reporting. rather than sonic reporting.

The small businesses that have been and would continue to be impacted by these regulations are
healthcare providers that identify and report HIV/AIDS and laboratories that test specimens
submitted by healthcare practitioners that identify the presence of l-IIV/AIDS. There are no small
businesses that can he exempted Itom the disease control requirements ofthe amendments, since the
Department’s purpose is to prevent and control the spread ofdisease throughout the Commonwealth
and needs inlbnuation from all possible reporting sources.

(b) Because oftlie importance of timely reporting in order to obtain accurate information. theielbre
enabling the Department and local health departments to institute timely and eflèctive public health
interventions and getting infected persons into treatment more quickly, the Department did not
amend existing time frames hr reporting CD4 T—lymphoc\te test results and other l-IIV test results.
Before these amendmcrns were proposed, the regulations required reporting of these results ithin 5
days of receipt of the test result: the amendments. hile requiring reporting of all tests, do not
change the time frames lbr reporting. Five days is the longest time period in the Department’s
reporting regulations.

(c) In requiring disease reporting, the DepartmenCs goal is to obtain reports of all existing disease
cases. In order to obtain the highest number of reports possible, and the most complete reporting
possible. the Department requires reporting from a number of sources. See Reporting o/
L’o,,,,,,iu,icah/e mu! ;Voneo,;ii;neineahle Diseases. 32 Pa.B. 491. 492—493 (January 26. 2002)
https:’/ n ‘ .nabul lcthi c, :n ccu:c diii ‘I 32—4 1—4 nd I. accessed October 28. 2019: we aLa
Reporting of AIDS, HIT’ Test Re.suh.c. CD4 T—Lvinphocite Coitins and Perijuita! Exposure C)!

Neuhornr to HIt’, 32 Pa. B. 3597. 3602 (July 20. 2002)
nip’,: V V. p,ih[iiIcLn ct’m Nccl Ic diL 132/32—4 1 ,1litnI, accessed October 28. 2019. For this
reason. the Department has not consolidated reporting requirements. The amendments, however.
simplify reporting. since required reporters are no longer be required to separate out those results
that do not meet the current levels set for reporting CD4 T-lymphocyte test results and viral loads.
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(d) The Department has not altered the requirements of its reporting regulations, except to expand the
number of tests being reported. The manner in which the reporting would occur, that is. through the
Department’s electronic disease surveillance system, does not change, nor does the time frame in
\\ filch the reporting must occur.

(e) There are no small businesses that can be exempted From the disease control requirements of the
amendments, since the Department’s purpose is to prevent and control the spread ol’disease
throughout the Commonwealth and needs inlbrmation from all possible reporting sources.

(28) lfdata is the basis lhr this regulation. please provide a description oFthe data. explain in detail how
the data was obtained, and how it meets the acceptability standard lbr empirical. replicable and testable
data that is supported by documentation. statistics. reports. studies or research. Please submit data or
supporting materials with the regulaton package. lithe material exceeds 50 pages. please provide it in
a searchable electronic thrmat or provide a list of citations and internet links that. here possible. can be
accessed in a searchable fbrmat in lieu of the actual material. Ifother data as considered hut not used.
please explain why that data ‘as determined not to be acceptable.

The Department has relied upon recommendations by the CDC and on the 1Vaihniu//-IILIID.S’Siruiegv.
ujn/atel/or 2020. In order to achieve the goals set out in the ;Vaiioiiu/ i-fl! .1iD.S’ .S’tnlle,Ln for (he Uiiiiecl
.cune, nn lined for 2020 (July 20 15). at Executive Summary 3. htir-: I iu”-lr.\ Hi: nha’—
upda:e,ndl. Accessed February 23, 2018 (hereinafter referred to as mVcninnn/ illIrJiDS.cn.a(Lr). the
CDC recommends, among other things. the reporting of all I-fly—results (counts and percentages) and all
viral load results (undetectable and specific values) See Lenerfronz keinieth U Uasiro..-t!D.,Js.cisiu,,t
U.S. ,ciugeon General, U . Pub/ic Hen/i/i Senke cindi,,,v Lnnckv. Ph. D..li. P.!-!.. Depiin’ Direcior for
S,i,iei/laiice, Ephlemio/ogr niul Luhoraton- Sciences, DhLcion of J-fl P,eie,nion. (‘DC. a copy of
which is attached hereto as Exhibit A letter directly to the Former Secretary of [lealth. Karen
Murphy. from the Director of the Office fbr State. Tribal. Local and Territorial Support and Deputy
Director of the CDC. reiterated this position to the Commonwealth. as one of thur states that do not

collect CD4 test results See Exhibit “B”. In addition. ol’the 50 states. only Pennsylvania and Idaho fail
to require the reporting of all viral load test results .Sce Exhibit C.”

(29) Include a schedule for review oI’the regulation including:

A. The length of the public comment period: 30 days

B. The date or dates on which any public meetings or hearings
will be held: See below.

C. The expected date of delivery of the final-Form regulation: See below.

D. The expected effective date of the final-form regulation: See below.

E. The expected date by which compliance with the final-form
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regulation will be required: See below.

F. The expected date by which required penn its, licenses or other
approvals must be obtained: N/A

A. The agencY accepted public comment for 30 days after publication oldie proposed rulemaking in the
Pe;nmv/vuiiiu Rid/c/in on May 25. 2019. See 49 Pa.B. 2605 (May 25. 2019).

B. The Depurtnicnt held a meeting of the Advisory l-lealth Board to review and approve the proposed
regulations on two occasiois. .July’ 25. 2018 and September 18. 2018. Both meetings were public
meetings at hich the Department presented the proposed regulations to [lie Board (hr its revie• and
approval. The Department published notice ol’ the JuIx meeting in the Peiuisi’Ivuiiia Ru//c tin on July 21
2018 (18 Pa.B. 4351 (Juk 21. 2018)). and oithe September meeting on September 15. 2018 (48 Pa.B.
5805 (September 15. 2018)). in advance olthe meetings, and in accordance ith the requirements of’ the
Sunshine The Board voted on September 18. 2018 to approve the proposed regulations. The
Advisory I Iealth Board met again on January 14. 2020. to revie\s the Final Rulemaking. and discussed
and approved the Final Rulemaking on that date. dvanced notice olthai meeting as published in the
Peinini’cuikt RzdMhz on December 21. 2019. (49 Pall 7505 (December 21. 2019)).

C’. The Department expects to publish Final Rulemaking in the Pennsvli’uniu Bit/let/h on or beibre July
of 2020.

D. ‘l’he Department expects that the Final Rulemaking will be effective on the date olpublication in the
Peinisi’/icuihi Ru//c/hz.

E. Compliance would be required on the date of publication in the Pczuz.ci’/i’cnlln Ru/iczhz.

F. Permits. licenses or other approvals would not be required by this Rulemaking.

(30) Describe the plan developed for evaluating the continuing efiCctiveness of [lie regulations after its
i in p1 ementat ion.

The Department continually reviews the validity and efilcacy of its regulations.
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EXHIBIT “A”



DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health SaMct

Centers for Disease Conol
and Prevention

November 21, 2013

Dear Colleague:

Measuring progress towards goals of the National HW/ADS Strategy (NHAS) relies onlaboratory reporting of WV-related tests to the local and national HIV surveillance systems. TheCenters for Disease Control and Prevention (CDC) recommends reporting of all HI V-related testresults, including CD4+ T-lymphocyte (CD4) results and all viral load test results. Thiscomprehensive laboratory reporting recommendation is in alignment with the Council of Stateand Territorial Epidemiologists’ (CSTE) position (ID: 2001-D-03 Committee: InfectiousDisease Title: The impact of new technologies and therapies on 11W/AIDS surveillance: routinenationwide reporting of CD4, STAI4RS, antiretroviral resistance, and viral load test results).

Laboratory data, including CD4 and viral load test results, are an essential component of thenational HIV surveillance system. CD4 and viral load data can be used to identify cases, classifystage of disease at diagnosis, and monitor disease progression. These data can also be used toevaluate HIV testing and prevention efforts, determine entry into care and retention in care,measure viral load suppression, and assess unmet health care needs. Analyses at the nationallevel to monitor progress against HIV can only occur if all 11W-related CD4 and viral load testresults are reported by all jurisdictions.

States with laws, regulations, or policies that support the reporting of all CD4 and viral load testresults to HIV surveillance programs have increased reporting and improved completeness andtimeliness of 11W surveillance data. Although all states have reporting laws, regulations, orpolicies, the level at which results must be reported varies. A state, for example, may requireonly data for CD4 counts above 500 or detectable viral load results be reported, CDCrecommends We reporting of all HIV-related CD4 results (counts and percentages) and all viralload results (undetectable and specific values). Where laws, regulations, or policies are notaligned with these recommendations, states might consider strategies to best implement theserecommendations within current parameters or consider steps to resolve conflicts with theserecommendations. In addition, reporting of HIV-l nueleotide sequences from genotypicresistance testing might also be considered to monitor prevalence of antiretroviral drugresistance, and HIV genetic diversity subtypes and transmission patterns.

Consistent with the terms of CDC’s HIV surveillance cooperative agreement with state and localhealth departments, CDC requires entry of all 11W-related laboratory test results for personsdiagnosed with 11W into the state or local eHARS database for submission to CDC for inclusionin national analyses. To achieve maximal efficiency and accuracy of reporting, laboratories,health care providers, and other facilities are encouraged to report HI V-related laboratory testresults electronically to the stateulocal health department when possible. Laboratories areencouraged to follow the 11L7 Version 2.5.1 Implementation Guide: Electronic Lab Reporting toPublic Health, Release I (US Realm) with Errata. HW reports should be encrypted using



Page 2 — Dear Colleague

methods that meet Federal Information Processing Standards (FWS) Publication 197,ADVANCED ENCRYPTION STANDARD (AES) (See
hjp://csrc.nist.qpublications(fjp_sjfipsl97/fips-197.pdf.) and sent securely to the slate/localhealth department along with results from all other reportable conditions. If reported to a centrallocation within the health department, the data would then be parsed by the health departmentand HW-related results shared with [he Hfl’ program.

The Epidemiology and Laboratory Capacity for Infectious Disease Cooperative Agreement(ELC) is a CDC cooperative agreement that includes support for implementing electroniclaboratory reporting (ELR) solutions. The ELC has assisted many jurisdictions with developingan infrastructure for ELR. All jurisdictions receive ELC funds in some capacity, and most havelaicen advantage of these funds by implementing tools for receiving laboratory reportselectronically, HIV programs are encouraged to leverage existing ELC-funded resources whenimplementing ELR.

Enhancements in electronic death reporting systems can also improve quality and timeliness ofdeath ascertainment for persons with HIV and can be achieved through implementation ofelectronic death registration. Mortality surveillance is a core public health function and critical to11W surveillance to ensure accurate estimates of prevalence and other related measures used tomonitor the NHAS. HIV surveillance programs are encouraged to work with their Vital Recordsoffices to support adoption of elcctronie death registration where possible.

CDC is committed to providing [he technical assistance necessary to improve laboratoryreporting so that it enhances, rather than disrupts, ongoing HIV surveillance. For furtherinformation, or to request technical assistance, you may contact Irene Hall, Ph.D., HIV Incidenceand Case Surveillance Branch; Division of HI V/AIDS Prevention; National Center for11W/AIDS, Viral Hepatitis, STD, and TB Prevention; telephone (404) 639-2050 or e-mail(lHall@cdc.!:ov).

Thank you for your continued, dedicated efforts to prevent 11W infection in the United States.

Sincerely,

/Kenneth Castro/ /Amy Lansky/
RADM Kenneth 0. Castro, M.D. Amy Lansky, PhD, MPHAssistant Surgeon General, U.S. Public Health Service Deputy Director for Surveillance,Commanding Flag Officer, CDCIATSDR Epidemiology, and Laboratory SciencesCommissioned Corps Division of HIV/AIDS Prevention

Centers for Disease Control and PreventionActing Director, Division of HW/AIDS Prevention
National Center for 11W/AIDS, Viral Hepatitis, STD
and TB Prevention
Centers for Disease Control and Prevention
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References

Link to National HI V/AIDS Strategy:
bna://www.whitehouse.’ov/adminisLration/eon/onap/nhas

Link to CSTh position statement:
jj:I/%vww.cstesnz/ps/pssearchJ2OO1 flnal/2001 -ID-03 .pdfWsearch=”hiv
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From: OSTUIS Director (CDC) [mailto:OSTLTSDirectorcdc.govj
Sent: Wednesday, February 08, 2017 2:39 PM
To: Murphy, Karen <karmurphypa.gov>
Cc: Mermin, Jonathan (CDC/OID/NCHHSTP) <jhm7@cdc.gov>; McCray, Eugene (CDC/OID/NCHHSTP)<ecmla:cdc.pov>
Subject: Reporting of HIV-Related Test Results

Dear Dr. Murphy:

The Centers for Disease Control and Prevention (CDC) recommends that states require reporting of allHIV-related test results; however there is more work to do to achieve this goal in all states. CX
recognizes the progress states have made to modify reporting regulations to include all HIV-related testresults and is committed to providing the technical assistance necessary to improve laboratory reportingin states so that it enhances, rather than disrupts, ongoing HIV surveillance. This letter provides
information about the importance of required reporting and how to request technical assistance fromCOC related to that issue.

The updated National_HIV/AlDSstrater.; for the United States identiiies primary goals to guide our
collective national fight against HIV. The success in advancing several of these goals, ensuring sustainedviral suppression for persons living with 11W and measuring progress towards HIV care, relies on
laboratory reporting of [NV-related tests, including all CD4+ T-lymphocyte (CD4) and viral load test
results, to local and national HIV surveillance systems. Complete laboratory data are critical to
Identifying cases, measuring care and treatment outcomes, and measuring the effectiveness of publichealth interventions. Specifically, these data are often used to monitor disease progression, determinethe stage of H1V infection, monitor receipt of HlV care and treatment, and make decisions about publichealth interventions. Both viral load and C04 data are used to assess whether patients are responding totreatment: when treatment is successful, CD4 counts rise and viral loads fall. Current HlVciinic&rnanaementruidelines call for CErn and viral load testing at the time of diagnosis and regularly
thereafter. When all CD4 and viral load results are reported, public health agencies can determine
acce5s to care and treatment outcomes. For these reasons, COC recommends complete state reportingof all [NV-related test results. Complete laboratory reporting is defined as

• The jurisdiction’s laws/regulations require the reporting of all C04 and viral load results to the
state or local heafth department.

• Laboratories that perform HiV-related testing for the jurisdictions report minimum of 95% ofH1V-related test results to the state or local health department.
• The jurisdiction reports (to CDC} at least 95% of all CD4 and viral load test results for the years

being assessed.

To date1 32 states and the District of Columbia meet the criteria of complete laboratory reporting; 12states, Puerto Rico, and the US Virgin Islands partially meet the criteria of complete laboratory
reporting; and only six states have no laws or regulations for complete laboratory reporting. Stateswith laws, regulations, or policies that support the reporting of all CD4 and viral load test results to thestate or local health department are better able to monitor their success, have increased reporting andimproved completeness and timeliness of NV surveillance data, and are using the data to inform public



health action. For example, many of these jurisdictions are using HIV surveillance data to identify NW-
diagnosed individuals who are not in care and link, engage, or re-engage them in HIV medical
care. Jurisdictions also increasingly include laboratory reporting of HIV genetic inFormation from routine
testing for drug resistance as part of their reporting requirements as an indicatorof care and to
investigate potential transmission networks.

We understand that PennsyWania requires reporting of 034 counts below <200 cells/mm3 blood or
<14% as well as reporting of viral loads (28 Pa. Code § 27,32a). We would encourage you to consider
requiring reporting of all 034 counts and both undetectable and detectable viral loads.

For additional information regarding CDC’s rewmmendation to require state reporting of all HIV-related
test results, orto request technical assistance, you may contact Dr. Angela Hernandez HIV Incidence
and Case Surveillance Branch, Division oF HIV/AIDS Prevention, National Center for HIV/AIDS, Viral
Hepatitis, STD, and TB Prevention by telephone at (404) 639-8969 or by email at AHernandezCcdcrov.

Thank you for your continued, dedicated efforts to prevent HIV infection in the United States.

Sincerely,

JoséT. Montero, MD, MHCDS
Director, Office for State, Tribal, Local and Territorial Support
Deputy Director, Centers for Disease Control and Prevention

And

Jonathan H. Merrnin, MD, MPH
RADM and Assistant Surgeon General, USPHS
Director
National Center for HIV/AIDS, Viral Hepatitis, STD, and TB Prevention

* htt,://www.cdcov/hiv/cdf/library/reports/surveillance/cdc-hiv-survelllance-suøplementaI-repod
vol-21-4.F.df (see last paragraph on page 5)
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Kostelac, Yvette

From: Selik, Richard (CDC/OlD/NCHHSTP) <rmsl@cdc.gov>
Sent: Wednesday, February 28, 2018 12:03 PM
To: Obiri, Godwin
Cc: Allen, Michael
Subject: RE: States Reporting All CD4 and VL Tests

Godwin,

Below is a summary of states that do not yet have complete Viand/or CD4 reporting laws.
As you can see:
only 6 US states (PA, Kansas, New Jersey, Vermont, and Idaho) do not mandate reporting of all CD4 test results, and
only 2 US states (PA and Idaho) do not mandate reporting of all viral load test results.
You should probably not compare Pennsylvania with us territories.

:b4 results that ‘I. results that must
Us states nust be reported ,e reported
Kansas <29% Any result
New Jersey <14% Any result
vermont <14% Any result
Idaho <14% Detectable
Pennsylvania <14% Detectable
US territories

Virgin Islands, US <14% Detectable
American Samoa None None
Guam None None
Marshall Islands None None
Micronesia, FS None None
N. Marlana Islands None None
Palau None None

From: Obiri, Godwin [mailto:gobiripagovJ
Sent: Wednesday, February 28, 2018 10:11 AM
To: Selik, Richard (CDC/0lD/NCHHSTP)
Subject: States Reporting All CD4 and VLTests

Richard,

My record shows that only 8 states are not currently reporting all C04 test results while 6 states are not reporting all VLtest results. Are these numbers correct at this point or have some states changed their HIV regulation in recent times?

Thanks,
Godwin Obiri, DrPH, MS. I Director, HIV Surveillance & Epidemiology
Bureau of Epidemiology
Pennsylvania Department of Health
625 Forster St. I Harrisburg, PA 17120
Phone: 717.783.0481 Fax: 717.772.6975
Email: goblri@pa.gov
www. Health .State. PA. US
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Pennsylvania Department of Health HIV Surveillance & Epidemiology Renorts

“Confidential Protected Health Information Enclosed”

Protected Health Care Information is personal and sensitive information related to a person’s health care. You, therecipient, are obligated to maintain it in a safe, secure and confidential manner. Re-disclosure without additional patientconsent or as permitted by law is prohibited. Unauthorized re-disclosure or failure to maintain confidentiality couldsubject you to penalties described in federal and state law.
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Kostelac, Yvette

Godwin,

Selik, Richard (CDC/QID/NCHHSTP) <rmsl@cdc.gov>
Tuesday, September 11,20186:04 PM
Obiri, Godwin
Allen, Michael
States without complete cd4 & VL reporting

In May 2018, Kansas began to require reporting of all CD4 test results and all viral load results.
That leaves only 4 states (Idaho, New Jersey, Pennsylvania, and Vermont) who do not yet do it.

Richard

From: Peruski, Anne (CDCJQID/NCHHSIP)
Sent: Monday, July 9, 2018 10:56 AM
To: Satcher Johnson, Anna (CDC/0lD/NCHHSTP) Selik, Richard (CDC/OID/NCHHSTP)
Subject: RE: states without complete cd4 reporting

In Arizona, a law requiring complete reporting became effective January 2018.

From: Satcher Johnson, Anna (CDC/QID/NCHHSTP)
Sent: Monday, July 9, 2018 10:55 AM
To: Selik, Richard (CDC/OlD/NCHHSTP) <rmsl@cdc.gov>; Peruski, Anne (C0C/OID/NCHHSTP) <xax7@cdc.gov>
Subject: RE: states without complete cd4 reporting

Hi Richard,
The states in red (Idaho, Kansas, New Jersey, Pennsylvania, Vermont, and USVI.

From: Selik, Richard (CDC/OID/NCHHSTP)
Sent: Monday, July 9,2018 10:52 AM

From:
Sent
To:
Cc:
Subject:

HIV Surveillance Reporting Arnswitb Complete Reporting olCD4 and Viii) Load
Test Results to CCC, as of December 2017

‘1
‘,tc’,.”,’, fle .‘t1ff1 C,’ ç:a’.3 C:t,.r,i,’f ti ‘V L,C,4,,iflh.,,it’3, ,,Ci z\!C’tCfn-&iiCiti,fl%Ct .f-t,,,

ii .,,i;’’,fI’&’ytji’,(jCrC, 1 ,Ctj
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To: Peruski, Anne (CDC/OID/NCHHSTP) <xax7@cdc.gov>; Satcher Johnson, Anna (CDC/OI0/NCHHSTP) <ats5@cdc.gov>
Subject: FW: states without complete cd4 reporting

Anne or Anna,

Could you tell me which states besides Pennsylvania do not yet have complete CD4/Viral load reporting requirements?

Richard

From: Allen, Michael <nichaeallepa.gov>
Sent: Monday, July 9,2018 10:45 AM
To: Selik, Richard (CDCIOID/NCHHSTP) <rmsl@cdc.gov>
Subject: states without complete cr14 reporting

Richard,

Can you tell me which other states (I think it is 5 in total) do not yet have complete CD4/Viral load reporting
requirements?

I believe we are making progress on this here in PA and we want to be able to tell the IRCC at an upcoming meeting in
late July that only a handful of states are still lagging in addition to PA.

Thanks.

Michael Allen, MPH Epidemiology Research Associate
Department of Health Bureau of Epidemiology
625 Forster Street, Room 933 Harrisburg, PA 17120
Phone: 717.547.3521 I Fax:717.772.6975
www.health.pa.jpy
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PLANNING
LGROUP }

December21, 2016
AflN: GOVERNOR TOM WOLF

The [NV Planning Group (MPG) recommends mandang sbtwtie repor*’g of all overdose cases teafld in themedical systm, as weH as improving existng HIV survelare by requiring vWal bad, CD4 count and medbatnreginen inbrmatn b be repord We are also catg br addilonal Sbt rasoirces b be earmarked tr theseenhanced surveance actves in order b support comprte and ecure dab quatty. The MPG is a group ofdiverse sbkehokiers unid br the purpose of confribting t [NV care and prevenlon acivily planning across theCommonwealth of Pennsyivania; the MPG assist the Pennsylvania Depathient of Health wit the crealon andexecuon of an lngratd HIV Care and Prevenn Plan.

The Commonwealth is curreny experiencing an epklemic of opbid use and unsat h$cóon prackes, which hasresultd in signilcant increases in rats of Hepas C (HCV) tansmissbn and overdose bbttes. Due b commonmedes of HCV and MW tansmissbn, this indicabs an increased risk of [NV incidence across the Commonwealth.Folbwing the outhreak of over 200 new HIV cases in 10 months relad t injedon drug use in Scot Cour4,Indana, we storgly beeve overdose reporg wT h&p prevent an o.treak r he Pennsylvania.
Mandatd reportg of CD4 and viral bad aligns with the objectves of tie Natonal HIV/AIDS Stagy: tcus onreducing new HIV inbczons, increase accesab care, and frnproveoutomes tr people living with MW (PLWH). Itwouki assist the Pennsylvania’s Department of Health’s abilily b bcus on having MW-diagnosed dividuats linked tcare, rebined in care, and virally suppressed. We believe the Commonwealth can opmaIly t-eat PLWH lf we haveaccuraE inbrmalon about he connuum of care which comes with mandatry repotg.
This inbrmabon drives our prevenlon and care etrt, It helps us with data to care, uñig dab b makederminafons about those who are in care, and Idenify individuals who are not in care in hopes of geng Themlinked back nb care. We need this comple thbrman in order b iniplement very specik actvites b ensure viralsuppressbn tr everyone.

Dab b care equals opmaI resu br the consumers we serve, We ask that you provide our planning body with aresponse b our request as earst as you are aNe b and on behalf of he MPG we thank you br your consideraton.

Richard Smith Chrisbpher GarnetCommunily Co-Chair Incidence Sub-Commiie Chair

stophiv
yoin owte For comnunItyHWp.,wndon rid tsr.

c/o 11W hevenfion and Care Project
www.stophiv.com
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go Tht Opt-n AIDS Journal, 2012,6, (Seppl 1; 45) 00-97

Enhanced Collection of Laboratory Data in my Surveillance Among 5
States with ConfidentiaL Name-based fflV Infection Reporting, 2005-2006
Kristen Mahle Gray”1, Tebitha Kajese2, Erin Crandell:Alden3, Bridget J. Anderson4,
Debbie Wendell5, Allison Cmtchfleld6, Terry’ Jackson’ and H. Irene HaIV,
for the Laboratory Reporting Workgroup1

‘Division ofHi V/AIDS Prevention, National Cenrerfor HJf’Z4IDS, Viral !fepatit&. sm and TB Prevention, Centers forDisease Control and Prevention, Atlanta. GA, USA

2Business Computer Applications; 2002 Summit Blva Suite 88i’ Atlanta, GA, USA
‘!IIV/SiD/VH/TB Epidemiology Section, DivLcion of Communicable Diseases, Bureau of Epidemiology. MichiganDepartment of Community Health, Lansing. All, USA
1fiureau of/If VL4IDS Epidemiology, AiDS Institute, New York State Department off cobb, Albany, Nt USA
‘Hf V/AIDS Program, Louisiana Office ofPublic Health, New Orleans, LA, USA
‘Disease Control and Environmental Epidenriolov Division. Colorado Deportment of Public Health and Environment,Denver, CO, (IS-I

‘Division ofHIWSYD, Indiana State Department ofHealth, Indianapolis, iN, USA

Abstract; Laboratory data reported through llF’ surveillance can provide infonnatien about disease severity and linkage
to case; however these measures are only as accurate as the quality and completeness of data reported. Using data fromfive states that implemented enhanced collection of laboratory data in [DV surveillance from 2005-2006, we detamthed
completeness of reporting. stage of disease at diaiosis, the most common opportunistic illnesses (01) at diagnosis, andlinkage to medical care. Methods to enhance laboratory reporting included increasing active surveillance efforts,
identifying laboratories not reporting to IIIV surveillance, increasing electronic reponing and using laboratory resultsfrom auxiliary databases. Of 3,065 persons l3 years of age diagnosed with 11W, 355% were diagnosed with stage 3
(AIDS) and 37.7% progressed to stage 3 within 12-months afler diagnosis Overall, 78,5% were linked to care within 3months; however, a higher proportion of persons with l C04 or viral load test was found among whites compared withblacks/African Americans (82.I vs 73.6% p<O.OOI). Few (12.3%) had an 01 within 3 months of diagnosis. Thecompleteness of laboratory data collected through surveillance was improved tth enhanced reporting and provided amore accurate picture of stage of disease and gaps in linkage to care. Additional interventions are needed to meet the goals
ofthe National lily/AIDS Stnltgv on linkage to care mid the reduction of HIV-relatcd disparities.

Keywords: F llV diagnoses, HIV surveillance, CD4 and VL reporting, linkage to care,

INTRODUCTION

The clinical management of [liv disease relies on C04±
T-lymphocyte (CD4) and plasma HIV-l RNA (i.e., viral
load) testing to guide the initiation of treatment and monitor
care. l’he Department of Health and Human Services
CDT-HIS) Panel on Antiretroviral Guidelines for Adults and
Adolescents recommend CD4 count and viral load (VL)
testing for a new patient during the initial visit and every 3 to
4 months after FUV diagnosis. Among patients who are
clinically stable, C04 may be monitored le5s frequently

‘Address cnnespondence to this author at the liv Incidence and CaseSurveillance Branch, Division oflJTV/Alfl5 Prevention, Centers for Disease
Control and Prevention, Mailstop E-47, 600 Clifton Road, NE, Atlanta,
GA 30333, USA; Tel: 401.639-2050, Fax 403439.2910,
C-mail: hlo9(tdc gay

‘Laboratory Reporting Workgroup Participants blizabeth Hamilton’. Maria
Kouznetsova’ and Pamela Montoya’

(every 6-12 months) [1]. The reporting of CD4 and VL
results to health departments enhances local and national
[liv case surveillance data and is used to identify cases,
stage disease at diagnosis, and monitor disease progression.
C04 and VL data can also be used to determine entry and
retention in care, measure viral load suppression, and assess
unmet healthcare needs; however these measures are only as
accurate as the quaiity and completeness of data reported.

AIDS was a reportable condition by the mid-1980s in all
50 states and the District of Columbia; however AIDS
surveillance was limited to the collection of clinical data.
With the advent of antiretovfrai medications, which have
helped HIV-infected persons live longer, and the increased
availability of HIV tests, the national focus has shifted to
integrate AIDS surveillance and surveillance of WV
infection. In the early 19905, surveillance programs began
collecting CD4 test results as pan of routine surveillance
activities. This was in part a result of the expansion of the
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AIDS case definition in 1993 to include an immunologic
definition of AIDS; CD4 counts of less than 200 cells/mm3
or (1)4 percentages less than 14% of total lymphocytes [2].
For the first time, the AIDS case definition could be met
based exclusively on a positive HIV test and a low CD4
count or percentage. The most recent revision of the HIV
surveillance case definition, in 2008, highlights the central
role of CD4 results by using CD4 counts and percentages to
define three stages of WV infection, increasing in severitq
from stage I through stage 3 (AIDS) [3]. An unknown stage
was built into the case definition 10 account for cases thaI do
not have CD4 results or information on AIDS-defining
conditions. The 2008 case definition also incorporated a new
role for viral load test results in surveillance, as a detectable
viral load became sufficient criteria for establishing a case
for surveillance purposes [3].

The majority of U.S. states have policies or regulations
that require laboratories to report CD4 and VL results to
health deparnuents. However, the level at which these
laboratory results are reported varies within and across
jurisdictions. In addition, barriers to maintaining complete
and timely laboratory data in surveillance systems exist and
may include the management of a large volume of reports
and the receipt of paper vs electronic reports.

We conducted enhanced data collection in live state HIV
surveillance programs for CD4 and VL laboratory test results
and Ols among newly diagnosed WV-infected persons.
Using these data, we evaluated the completeness of CD4 and
\‘L laboratory reports collected through surveillance,
determined stage of disease at diagnosis, the most common
Ols reported at diagnosis, and linkage to medical care within
3 months of diagnosis using laboratory tests as a marker for
receipt of care.

MATERIALS AND METHODS

Five surveillance jurisdictions (Colorado, Indiana,
Loaisiana, Michigan and New York [excluding New York
City]) were selected to participate in the project as part of a
competitive announcement. Analyses were based on data
collected in the five states and reported to the Centers for
Disease Control and Prevention (CDC) on HIV-inft,cted
persons aged 13 years or olderdiagiiosed during April 2005
through March 2006, with the exception of New York,
where persons were diagnosed from June 2005 through May
2006. Enhanced data collection of CD4 results, VL results,
and Ols was conducted for all cases reported to the
surveillance programs by 6 months after the end of the 12-
month diagnosis period, except for Michigan where two out
of three cases were sampled.

The five surveillance programs collected information
according to routine surveillance procedures. Information
was obtained on age, sex, race/ethnicity (white, black or
African American, Hispanic or Latino, American Indian or
Alaska Native, Asian, Native Hawaiian or Other Pacific
Islander, and multiple races), transmission category (men
who have sex with men [MSM], injection drug use [IDU],
MSM and IDU [MSM/IDU], high-risk heterosexual contact,
and other), CD4 result, VL result, and 01 information. All
analyses adjusted for reporting delays and missing risk factor
information [4, 5].

Methods for the enhanced collection of data included: a)
updating data in the surveillance software from existing
auxiliary laboratory databases, b) strengthening active
surveillance efforts though increased medical record
abstraction of laboratory data, e) identifying and collecting
data from laboratories not previously reporting to Hl\’
surveillance, and d) increasing the number of labotatory
reports being sent to the surveillance programs
electronically. Enhanced medical record abstraction was
conducted up to 6 months following the 12-month diagnosis
period using the Adult WV Case Report Form. Electronic
and paper-based laboratory results received up to 6 months
after the 12-month diagnosis period and all medical record
data were entered into the surveillance software and
transferred to CDC as part of routine reporting of national
HIV surveillance data. Although there may have been
differences in how reports were transmitted and collected
across the states (e.g., passive transmission of paper or
electronic reporLs from laboratories vs medical record
abstraction), the goal was for each health department to
receive all HI V-related laboratory data.

We determined the distTibution of stage of disease at
diagnosis based on CD4 results or Ols within 3 months of
diagnosis and the number and percentage of persons
diagnosed with WV who were linked to care within 3,6, and
12 months based on CD4 and VL tests within these time
Frames. We also determined the number and percentage of
persons diagnosed with HIV who were linked to care within
3 months by demographic and transmission categories.
Finally, we determined the Ols diagnosed within 3 months of
Hl\’ diagnosis overall and by level of immune-suppression
(CD4 count 200 cells/IlL or ?l4%, and <200 cells4tL or
<14%).

To assess the impact of enhanced data collection, we
compared the project data on two measures (stage of disease
and linkage to care) with (I) data from the same five states
on cases diagnosed within 12 months prior to the initiation of
the project (population A), and (2) dam from 25 states on
cases diagnosed during April 2005 through March 2006
(population B). The 25 states were selected for the analysis
because they met the criteria outlined in the Technical
Guidance for HI V/AIDS Surveillance Programs of at least
50% of newly diagnosed persons having an initial CD4 or
VL result within 3 months of diagnosis reported to the
national HIV surveillance system. Population B did not
include any of the states with enhanced data collection.

SAS software version 9.1 (SAS Institute., Cwy, NC) was
used to perform univariate and bivariate analyses with the X2
test. Chi-square p-values less than or equal to 0.05 were
considered significant. To describe the completeness of data,
we included all cases whether or not they were alive at the
end of the observation period.

RESULTS

Of the 3,065 persons diagnosed during the 12-month
diagnosis period in the five states, 9.6% were diagnosed with
stage 1, 29,1% with stage 2, and 35.5% with stage 3 disease;
25.8% were stage unknown (Table IA). The proportion of
persons who had a result from at least one CD4 or VL
increased as more time was allowed for tests to be performed
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Table IA. Stage of HIV Infection Based on CD4 Test’ Performed within 3,6, and 12 Months
Adults and Adolescents in 5 States1,. ith Enhanced Data Collection, 2005-2006

Following WV Diagnosis Among

mo j ómo I2mo
No. (“4) No. No. (%)

iT{ 295 9.6 32 107 359 11.7
Stage2 89)

-- 29.1 968 31.6 1.031 336
Stage 3 (AIDS) 3,087 — 355 1,120 I 36.5 I ,t55 37.7.---—).---- 4—Stage unknown 791 25.8 648 21,2 521 170
MhslngCD4 collection dalc[ i o a ‘ o a
Total

‘ 3,065 100 3,065 100 3,065 100

Table ID. Stage of lilY Infection Based on CDI lest” Performed within 3, 6, and 12 Months Following lilY Diagnosis Among.3dulLs and Adolescents in5 States Before Enhanced Data Collection (Population A’), 2004-2005

lmo Sómo Stzmo
No. - (%) No. (%) No. (%)

Stagel 331
— 76 374 j 85 309 93

StageZ
— 1,027 233 1,149 262 1,27t 29.0 —

Slage3(AIDS) 1,465 L33A 1.5311 35.0 1,586 36.2
Stage unknown 1,556 35.5 1.326 30.3 1,113 254
Missing 0)3 collecllon date 0 0 — 0 0 0

- — 0
Total - 4,379 100 4,379 100 4,379 100

TableiC. Stage of lIly Infeclion Based on CD4 lest Performed within 3, 6, and 12 Months Following I1IV Diagnosis AmongAdults and Adolescents in 25 Stales without Enhanced Data Collection (Population W), 2005-2006

and reported (Table 2A); however, the majority (78.5%) had
at least one CD4 or VL test within 3 months of diagnosis.
Additionally, we assessed the impact of CD4 and VL tests
initiated at the time of testing. When we removed persons
who had the same diagnosis date and C04 or VL collection
date, the percentage of persons with a CD4 or \‘L test within
3 months dropped to 69.3%, data not shown.

Blacks/African Americans were less likely to have a
CD4 or VL test performed (73-6%) within 3 months of WV
diagnosis than whites (82.1%, p<O.OOI) (Table 3). Persons
aged 13-29 were also less likely to have a CD4 or VL test
performed (72.3%), as compared to persons aged 30 and
above (30-39 years: 76.7%, 4049 years: 832%, 50 years:
86.6%). Across the five states, there were significant
differences in the percentage of persons with a result from at

mo S6mo SI2mo
No. r No. (%) No. — (54)

Stagy I 952 1 90 1,051 9 1.152 ins
Stage2 2,104 198 2,395 217 2.5lt 137
Stagc3 (AIDS) 3,412 321 —_3,575 336__— 3,743 35.2
Staga urtknoija 4,tot 39 I 3,699 348 3,2t7 303
Missing COd collection dote 1 1 0 I 0 I 0
Total 10,631 j 100 10,631 j 100 10,631 100 —“The lowest UU1 cii’& pcrcaenr taken foon thetrmc period otintayu.

‘Col,nëa, tndiana,1.n,icina,Mctiias, (Itapmsc*erwea April l,2t05 th,ou1, Mr2, 31,20C5)andNcw ‘cr (th.anoce*ctwcro Juno 1,2005 aoJ M-3I, 2006).‘Population A Colorado. taffiaria, Laaiuans, M)chipin (diagnosed bctwo April 3,2004 thrr,j6h Maids 3!. 2005) d New Vork td.r-oocd bower, kin: I. 200! nd May 31.2005).
%pulanon 0- Posers, &ap,o,rd with lily to 25 eaters that had 50% ofpcaons study diaposcd hrp.eas Apsi! .2005 and March II, 2005 wish an halos) CD4 a VI. TotalScollected 53 nmth, ofHlV diaputis and roponod lathe nations) lily rinveitance system.
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Table2A. CD4 (Count or Percentage) and Viral Load Results Reported within 3, 6, and 12 Months Following HIV DiagnosisAmong Adults and Adolescents in 5 States with Enhanced Data Collection, 2005-2006

CDI Only Vt Only J 04 and Vt No 0)4 or VL Total ?l £04 or VL’
No. (%) No. (%) } No. (‘4) No. (‘4) No. No. (‘4)

3o,onths 202 6.6 165 54 2,040 66,5 658 j 21.5 3,065 2,407 78.5
‘hJ 161 5.3 154 5.0 2,234 728 515 168 3,065 2,550 832

12 months 157 52 122 1.0 2,370 77.3 316 13.6 3,065 2,649 86.4

Fable 211. CD4 (Counl or Percentage) and Viral Load Results Reported within 3, 6, and 12 Months Following 11W DiagnosisAmong Adults and Adolescents inS StatesBcfore Enhanced Dab, Collection (Population A), 20042005

CDI Only Vt. Only £04 and VI. No £133 orVL Total ?l CD4 or VL’
No. (‘4) No. (¼) No. (‘4) No. (%) No.’ No. j (%)

3 months P 631 14.6 320 73 2,124 48.5 ,294 31.9 J4,379 - 3,085 ‘16tI
6 months 615 14.0 299 6.8 2,388 54.5 1,077 246 J 4.379 3,302 112 months ] 539 - 2.3 276 63 2,680 61.2 884 20.2 3,495 798

[i?fIL.._, VI. Only £04 and Vt No £03 or it Tob.J ?I 03 or Vt’
(‘4) No. (‘4) rio. No.[ No.

3 months 2,550 , 24,0 797 75 4.594 I 432 2.685 25 3 1063!’ [ 7,941 74.7
6monlhs 2,321 21.8 322 7 5.094 I 479 2,390 225 10631’ 8,237 775
12 months 2,010 1 19.0 809 7.6 5,721 538 2,086 19.6 1063!’ 8,540 80.3

Note, 004 CD4+ T.lytttphocyw cou,t (celit/piL) or pm’centage, VL ‘- vim load (wpieafml,)‘nux cclumn 1015)3 fx tnin,,sed nwntc, an C slated ndqndtdy of the values OCr the oabpopu).nons c v5)p,ts ,, eath Lolwn,t mw not ntot In the coloon Too‘Data in thts colon,, (‘I CD4 or Vt) ars not iccludol 0, the coliwn total,‘Fntwcatc, iA ‘Xe haic. CDI Cr VI. epccim careen,,, date.

least one C04 or VL test. The percentage of persons with a
CD4 or VL test result also varied by the facility of diagnosis;
93.0% at adult HIV clinics to 52.9% at I-flY counseling and
testing sites. No significant differences were found between
the percentage of persons with at least one CD4 or VL test
rcsult among males and females or across b’ansmission
categories.

The most frequently reported 01 was Pneurnocysus
jiroveci pneumonia (PCP) (38.6%, 1971511), followed by
Esophageal Candidiasis (16.4%, 84/511), and Wasting
Syndrome (7.2%, 37/511) (Table 4). Of the 378 persons with
an 08 diagnosed within 3 months of HIV diagnosis, a larger
percentage of Ols was found among persons with a £134
result of <200 cells/ptL or <14% (98.3%) as compared to
persons with a £134 result of ?200 ccl WpL or? 14% (1.7%).

Enhanced data collection appears to have resulted in
more complete data and therefore a more accurate
measurement of stage of disease and linkage to care. The
proportion of persons classified as stage unknown within 12
months of diagnosis was larger in the comparison
populations, with 25.4% and 30.3% in Population A and B,
respectively, compared to 17.0% among cases with enhanced
data collection (Table I). As the time between HCV diagnosis

and the first £04 test performed increased from 3 months to
6 and 12 months, the percentage of persons classified as
stage unknown decreased in all populations.

Persons in the five states with enhanced data collection
(Table 2A) were more likely to have at least one CD4 or VI.
test result at 12 months after diagnosis (86.4%) compared
with persons in Population A (79.8%, p<OMOI, Table 28) or
Population B (80.4%, p<O.OOl, Table 2C). Within 3 months
of HIV diagnosis, 78.5% of pcrsons with enhanced data
collection had a result from at least one C04 or VL test as
compared to 68.1% and 74.7% in Population A and B
respectively. Persons in the five states were also more likely
to have an 01 reported to surveillance within 3 months of
diagnosis during the time of enhanced data collection than
during the previous year (Population A) (12.3% vs 10.6%,
rO.02), data not shown.

DISCUSSION

Enhanced collection of laboTatozy data through the
utilization of data in existing databases, strengthened active
surveillance efforts, the identification of labs not reporting to
surveillance, and an increased number of electronic reports,
improved the completeness of CD4, VL, and 0] data in
national HIV surveillance. Although no true standard was

labIe2C. £03 (Count or Percentage) and Viral Load Results Reported within 3, 6, and 12 Months Following 141V DiagnosisAmong Adults And Adolescents in 25 States without Enhanced Data Collection (Population 13), 2005-2006
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Table 3. (04 (Count or Percentage) and Viral Load Results Reported withIn 3 Months Following HEN’ Diagnosis Among Adultsand Adolescents inS States .ith Enhanced Data Collection, by Selected CharacteristIcs, 2005-2006

CD4 Only VT. Only ON and VL No CD311’ Total’ [ a] (04 or VU 1 CT)4 or VL
I [ ChI-Square
I -

‘
.

.j No. (¼) J No. (¼) No. (¼) No. (¼) No. (%9 No. (¼)
Sa

Male 149(68) 112(51) 1.454(66.1) 484(220) 2.l99(7l.7) 1,715(78.0) Reference
Female 53(6!) p (62) 586(67 6) 174 (201) 866(283) 692(79.9) 0.25

Rac&Ethnkfly

Black/African American Jjjjç,.0)60(4I) 900(61 5) 316(264) 1.463(47.7) 1,077 (73.6) <0 001
Hispanie/Latmo 18(5.1) J 16(45) 267(736) 61 (169) 362(1.8) 301 (83.1) 099
White_—. 51(38) I 75(7 I) 755 (71.3) 175(169) 1,059 (31 6) 880(821) Reference
tt-3Ieipleraces/Otherrarc4 16(88) 14(77)118(654) 33(181) 181(59) 148(819) 069

Age

13-29 49(5.3) 45(4.8) 575(621) 257(277) [ 926(302) 669(723) 003
30.39 56(63) 50(56) 579(649) 208(23.3) 893(29.1) 685(767) Reference

—

. 02 (7.6) 44(54) 571 (703) 136(16.8) 813(265) 677 (83.2) <0001
>50 —______________ 34 (7,9) 27(62) 315 (725) 58 (13.4) 434(142) 376(866) <0.001

Trao,misstou Category

illWe Ada!! orAdolacent

MaIc-ao.male sexual contact 86 (5.5) 79(50) 1058 (67.5) 344 (21 9) 1,567 (71 3); 1,223 (78 I) F’Refrrence
Injecondniguse 23(1L8)8(44)

116(607)144
(23!) 191 (ifl 147(769) 071Malo-Ia-mae sexual ccnlxl and itje:don drag cit p 17(108) 5(34) 103(663) 30 (19.5) 155 (7.1) 126(805) 049

Hctrosesua!centact’
‘ 2106) 18(64) 171(62.:) 66(24.0) 275(125) 209(760) 045

Other ‘‘j2 (21.6) 1(147) 6(62.6) 0 10(0.4) 10(100.0)
Female .4 dull arAdokscent

injecliondrtig usc 12(72) p 14(83) 1)8(69.1) 26(154) [ 171(198) 135(846) I 007
heterosexual contact 39(5 8) 39(57) 458 (67.0) - 148(224) 614 (790) 536 (77.6) I Reference
Other — 1(13.5) 0 9(82.6) 0 { 11(1.2) 11(1000)

Project Area

Colorado 2$ (5.3) 16 (36) 331 (767) 63(143) 440 (!4 4) 377 (85 7) <0 001
Indiana 28 (5.9) 19(41) 307 (65.5) 114 (244) 468 (15.3) 354 (75.6) ——_0.63
Louisiana 89 (100) 30(3.3) 568 (63 5) 208 (232) [ 895 (292) 657(768) Reference
M:chigan 41 (7.6) 17(32) [j40(17t) 316(71,4) 002
NewYork 20(27) 83(11.5) 500(69.3) Il9U6._j, 722(235) 603(83.5) <000!

Facility olDiagnosis

Private physicianThlMO
— 20(4.2) 30(63) 346 (73,!) 78 (165) 474(15.5) 396(835) 008

Emergency aoonUlnpatienl clrnic 1 87(133) 27 (4.2) 457(697) 84(129) i 656(2! .3) 571 (87.1) Refcrce
Adult IIIV clonic 10(80) 6(5.0) 104 (79.8) 9 (7.2) 130(42) I 120(930) 0,008
lllvcounselingandtestingsite —I (451)1 50(417) i: . ‘:: ,z001Correctional facility 4 (4.1) $ (42) 66(650) 27(266)

. 102 (3.3) 75(734) 0.01
Other clnic 17(4.0) 20(49) 230 (55 I) 150(360) 417(136) 267(639) <0.001
Unkiawn 32(39) 62 (7,6) 633(767) 98 (119) 825 (26.9) 717(881) 002r ITotal 202 (6.6) 165(5.4) 2,030(66.6) , 659 (2 IS) 3,065 , 2,406 (78.5)Note. C04 — CD4 T’Iymphorytc cows! (ceDW1aL) or pcta,cae, VI. vim) load (miea’nL)tectuac cotuom, totals for eahhsalrd stashes ovate caiculsie4 indepmder,t1y oftI,e values for the mbpojnlaüunc, the value, in ach celwnn may not nun to the etiwne total‘The Iota) percent represoist the coltomi paces!.

‘Data hi thin column (1 CD-i or ‘vi) arc not includol in the colorant total,Other race Amcdcan tnd,a&A!atkaNathc. Aaiao.ooNauvc ttawajia&Odscx Fafic lalsader.‘Hetevc,a’snaj comae! with a paso, know, to have, or so be at high rick for, Nt\’ infeOon‘The Chi-equare lea is bivalld due ID all ccl! ire.

available for comparison, the percentages of persons who were linked Co care were up to 10% higher with thediagnosed with WV who had stage of disease assigned or enhanced data collection.
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The collection of more complete data provides a more
accurate picture of disease severity and linkage to care.
Based on C04 and ‘IL laboratary tests performed within 3
months following diagnosis, we estimated that 78.5% of
persons diagnosed in the five states were linked to care. This
finding is somewhat higher than what was observed through
an analysis of persons newly diagnosed with HIV infection
in New York City, where the lime between the first positive
Western blot test and the first CD4 and/or VL result reported
to surveillance was used to indicate the time period from the
initial HIV diagnosis (non-AiDS) to the first HIV-rclated
medical care visit 16]. 011,92K newly diagnosed persons in

New York City in 2003, an estimaled 63.7% initiated care
within 3 months of diagnosis.

Overall, linkage In care needs slrengthenine to reach the
goal outlined in the National HIVIAIDS Strategy of 65% of
newly diagnosed patients linked to clinical care within 3
months of diagnosis [7]. We found a significantly higher
proportion of persons with no CD4 or VL lesi results among
blacksLkfrican Americans as compared to whites which
suggests that a racial disparity may exist among newly
diagnosed persons who receive care, This finding is
consistent with other studies that have documented an

‘fable 4. Opportunistic illnesses Reported withIn 3 Months Following lilY
with Enhanced Pals Collection, by CD4 Result, 2005-2006

Diagnosis Among Adults and Adolescents in S States

___________

Cmcotmrooceus4eLorn4% O4Counl<O0&lklpLor<14%
- NoO4Ruk Totar

OvenUOLs
—

No. No. No.j %N;.
Olwithin3monthn 6 .7 372 91.3 0 0 371
01 with incomplete diagnosi.s date (missing mo.) 0 0 I 100 0 0
NoOtwithin3months 1,179 439 714 265 792
Total 1.185 1.087 792 3,065
Individual Via No. —— No. No.
?neumncystis j&ovcCi pneumonia t 05 196 f 99.5 0 0 197
candidiasis. Esophageal I 1.3 83 98.7 j 0 0 1
Wasting Syndrome 0 0 “ 1 100 0 0 37
Candidiasis of Bronchi, Tmchea, or Lungs 0 0 t2 100 0 0 12
Cylomrgalovaus Disease 0 0 26 I 00
Toxoplasmosis ofBraia 3 J 14.3 19 85.7 0 0 22
Cryptococcosis 0 0 IS 100 0 0 16
Biseoplasmosin 0 0 14 100 0 0 14
Ni. tuberculosis, Disseminated or Exoapulmonary 0 0 12 10D 0 0 12
Enccphalopathy, HIV’relatcd j 0 0 II IOU 0 0 [I
flerpessimplex 0 0 II I 100 n o ii
Mycobactetiwn avium complex or Ni. kansasii J 0 0 ii ] lOU 0 0 II
Kaposi’s Sarcoma j 0 0 16 100 0 0 16
Pneumonia,Rccurrcnt J I 101 J 10 1 0 0 II
Cytomegalovims retinitis 2 ‘ 250 j 6 75.0 0 0
M tuberculosis, Pulmonary 0 0 6 100 0 0 6
Lymphnma, Immunoblastis 0 0 1 4 100 0 , 0 4
Lymphoma, Burkiifs 0 J 0 — 3 ‘ 100
Cryptosporidsosis 0 0 3 100 0 0 3
Coccidiodanycosis

I 0 0 2 100 0 0
Lymphoma.Pñma,y, niBsoin 0 0 2 00 ] 0 0 2
Mycobacterium, Other Species I 0 2 100 J 0 0 2
Progressive M,Iufocal I.euknencephalnpath 0 0 I 00 0 0 I
Totat 8 8.6 — 303 98.3

0
0 511Note. 04 ‘a Ci)4 T’lympboryte count tech/tiLl or patenuge.

Ilac falnwing Oh we’cnot reprcaenied in this pcputatinn- Ccnieai Cancer (Invasi,c), houpotisait, SaimontllaSrpiccnia (adult only).‘Thesota) individual Oh do not add up so the lola) Ohs n’K37X), an asme titan were d}agc-ascd with more one CI‘One cite md a missing CD4 specumos collection date and could sot be ceheandrad by CD3 result.
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association between racial factors and disparities in HIV
related healthcare 18-i I) and may be related to a complex
interaction between health care, public health, and social
factors [l2}. These data also show that younger persons aged
15-29 were less likely to have a C04 or VL test, as
compared to persons aged 30 and above. The disparity seen
in age may be a function of the large proportion of young
adults that are uninsured [13], and serves to highlight the
potential gap in accessing care between age groups.
Additional interventions are needed to meet die goals of the
National HIV/AIDS Strategy on linkage to care and the
reduction of RN-related disparities.

The initiation and frequency of laboratory testing and
interpretation of laboratory results can be used to make
inferences about the quality of health care that HI V-infected
persons receive. Laboratory testing that occurs shortly after
HIV diagnosis implies the successful linkage to health care.
Serial CD4 and VL testing suggests utilization of ongoing
care compared with a one-time visit. If the frequency of
serial laboratory tests meet clinical management testing
guidelines (e.g., every 3-4 months after initial diagnosis
baseline measurement), it suggests receipt of higher quality
care than less frequent laboratory testing would.

Persons without CD4 or VL testing following HJ\’
diagnosis may represent persons with unmet healthcare
needs. To address unmet hcalthcare needs and develop
effective interventions, it is important to understand the
barriers to accessing care such as lack of health insurance
coverage [14, 15), unsuccessful patient notification of positive
HR’ test results [16-18]. denial, poverty, mental illness, lack
of transportation, and homelessness (19-211. States have a
responsibility to provide unmet health care need estimates to
the Health Resources and Services Administration (KItSA),
which oversees the Ryan White CARE Act. Surveillance
data could be used to provide estimates of persons not in
care and, therefore, assist states in meeting this federal
reporting obligation.

01 data can be a useful indicator of clinical outcomes for
HTV-infected persons in care. Based on 01 data reported
within 3 months following diagnosis, we estimated that
12.3% of persons diasnosed in the five states bud at least one
01; PCP was the most frequently reported. A similar finding
was observed through an analysis of a population-based
survey of persons in HIV-related medical care in King
County Washington, selected health districts in Louisiana,
and the state of Michigan 122]. 01 all HI V-infected persons
in care in these areas in 1998, 11.3% (Cl, 8.8 13.9) had at
least one 01 diagnosis and PCI’ was the most commonly
diagnosed.

There are some limitations to consider when interpreting
our findings. First, if laboratory data reported to surveillance
are incomplete, the methods outlined may underestimate the
prevalence of persons with access to medical care. In
addition, the contribution of individuals who may be
diagnosed in a jurisdiction reported to a state 1-lW program
but then leave the state is unknown. From the local
surveillance perspective, these individuals may not have
begun care (i.e., evidence of lab testing) but received care
after they moved out of jurisdiction. In Louisiana, the
number of cases reported to surveillance and the
completeness of laboratory data collected after August 2005

was impacted by Hurricane Katrinn, as several clinical sites
were closed and complete medical record abstraction was not
possible.

In jurisdictions that have laws or regulations for
laboratory reporting of all RN-related tests, private and
public laboratories must report all test results to the
respective health departments. During the data collection
period, changes in C04 and VL reporting laws may have
contributed to improvements seen in the completeness of
laboratory reporting. For example, the laboratory reporting
requirements were significantly broadened in New York
State in June 2005, the start of the 12-month diagnosis
period, to require the rcporting of any VL result and all CD4
counts and percentages. Prior to this change, only detectable
VLs and CD4 counts less than 500 cells/1iL or percentages
less than 29% were reportable. In July 2005, Michigan also
revised their regulations to require the reporting of all CD4
and VL results.

In general, surveillance programs believe they are
receiving the vast majority of HIV test results; but, unless a
state is actively monitoring the number of laboratories
reporting to them and the volume of reports, they cannot
know for certain. Instances where laboratory testing may
change (e.g., the provider decides to use another laboratory
or the primary laboratory contracts with a new laboratory for
specialized testing) may not necessarily be identified by a
surveillance program. Active surveillance and medical
record abstraction can help to obtain more complete
laboratory data and identify laboratories that may not be
reporting to HI\’ surveillance. The electronic transmission of
KIV-related laboratory test results enhances the
completeness, timeliness, and accuracy of reporting to
surveillance programs [23]. Although many surveillance
programs have received data electronically for years, many
still need improvements or enhancements to implement and
maintain the system. HIV surveillance programs are
currently using software called cHARS that has the capacity
for storage of all laboratory results and the ability for
electronic laboratory data to be imported. To ensure that all
laboratory results are reported to surveillance at the national
level, state and local surveillance programs must ensure that
all laboratory results, including those stored in auxiliary
databases, are entered into eHARS software and transmitted
to CDC.

The National Ill V/AIDS Strategy proposes to reduce new
HIV infections, increase access to care and improve health
outcomes for people living with HIV, and reduce HIV
related disparities (83. Data collected through the national
HIV surveillance system can be used to monitor the
outcomes of the national strategy; however the validity of
these measures is dependent upon the completeness and
quality of surveillance data. Monitoring outcomes such as
linkage to care and racial/ethnic disparities among persons
who an virally suppressed is particularly dependent upon
complete reporting of all HI V-related laboratory results to
surveillance.
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The Department of I-lealth (Department). with the approval of the Advisory l-lealth Board.

amends 28 Pa. Code 27.2 Ia. 22. 23. and 32a-32e (relating to communicable and

noncommunicable diseases). The amendments are to read as set ibrth in Annex A.

1. PURPOSE AND BACKGROUND

This rulemaking amends the Department’s requirements for the reporting of FIIV infection.

Those requirements. which had included the reporting of CD4 T—lymphocyte test results with a

count of equal to or less than 200 cells/pL or a CD4 T-lymphocyte percentage of less than 14%

of total lymphocytes. will now require the reporting oI’all CD4 T—lymphocyte cell counts and

percentages relating to 1IIV inlèction. as veIl as the reporting of all viral load test results.

including detectable and undetectable viral loads, and genotping results related to I-IIV.

The Department added the reporting olcases ofl-IIV inlèction and CD4 T-lmphocte test

results lo its communicable and noncommunicable disease reporting regulations in 2002. At the

time, it limited the required reporting of CD4 T—lymphocyte test results to those results at or

below a certain count or percentage and did not require viral load or genotyping test result

reporting at all. Since that time, the manner and ability to detect and treat persons with l-IIV and

to suppress the virus in persons with the infection has changed and improved, and the need Ibr

complete reporting. and complete reporting of viral loads and genotyping as well as CD4 counts.

has become apparent. The Centers For Disease Control and Prevention oFthe Ièderal

Department of Health and 1-luman Services (CDC) has made it clear that reporting of all CD4 I—

lymphocyte cell counts, viral loads, and genotyping test results related to l-IIV is essential to

early and appropriate treatment. In order to stop the spread of FllV. prevent the emergence of



new cases, and keep those living with I-IIV healthy. the National Fill’ 441DS Stntie,’fhr the

Ututed States, updated for 2020, has, as its critical foci, widespread testing and linkage to care.

broad support For people living with HIV to remain engaged in comprehensive care, universal

viral suppression among persons living with l-IIV. and kill access to Pre—Exposure Prophvlaxis

(PrEP) services to prevent the spread ofdisease. See National 111l’JIDS Strcitegv fin i/ic United

States, updated/or 2020 (July 20 15). at Executive Summary 3. jflhjm://Wes.hiv.uo /s3 l’s—

pubhcmha.’s-LIpLlate.pdl. Accessed Febrtiar\ 23. 2018 (hereinafter referred to as mVtitio,,al

H1l”;IIDSSti’titeçn”).

In order to achieve these goals, the CDC recommends. among othcr things. the reporting of all

(‘D4 test results (counts and percentages) and all viral load results (undetectable and detectable

specific values) See Letter from Kenneth U. (‘asiro.AI.D sistcnii US. Singcoiz General, US.

Pub/k’ Flea/tb Service cnn! Ann’ Lanskv. Ph.D.. ALP/i . Depim’ Director for Sureificoice,

Epidemiologi’ and Lcthorator’ Sciences, Dh’ishni of/-Ill’ Prevention, (‘DL. a copy of hich is

attached hereto as Exhibit “A’. A letter directly to the lbrmcr Sccretar of l-lealth. Karen

Murphy. ibm the Director of the Otlice lbr State. Tribal. Local and Territorial Support and

Deputy Director of the CDC. reiterated this position to the Cornmonealth. as one of only &

states that did not collect all CD1 test results. See Letter/low .Jose T. AIo,uero, AID., A!HL’DS’.

Director, Office for Suite, Tribal, Local tuic! Territorial Support cnn! De1nm’ Director, (‘enters

for Disease, (‘ontrol anti Prevention, cuic! Jonathan A. A /eI7llui A I. D. . Al. P. H, K1 Dill and

At the time the letter was sent, the Commonwealth was one of six states that did not
collect all CD4 test results. That number has since fallen to four. See Email fiinn RicharciSelik
(CDQ/OID/NL’HSTP,) to Gochi’hz Obiri, Epiclennologv Supen’isor. Bureau qf Epidemiology,
Pennsylvania Department ofHealth (9/11/2018 10:56 ilM), attached hereto as part of Exhibit
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Assistant Surgeon Geiwra/, United S/cites [‘nh/ic health Services, tint? Director, National (enter

fat’ Ill? AIDS, I na? I-Iepatuis,STD awl TB Prei’eiztio;i to Secret aii Karen AJui phi’. dated

February 8. 2017 (“Lefle,’ to Secretcui A/tnp/n ). a copy ofhich is attached hereto as Exhibit

“B”. The letter stated the Ibliowing:

The updated National l-IIV/AIDS Strategy For the United States identifies primary goals
to guide our collective national light against HIV. The success in advancing several oF
these goals. ensuring sustained viral suppression for person living with HIV and
measuring progress toards l-llV care. relies on hthoiaton reporting of H/i—IL/tiled
test.. nit/ut/mg all CD4+ T—hniphoci’te (CD-/i ant? viral load test re.n/t.c. to local am?
national III!’ surveillance svstenn . Complete laboraton data are critical to identi I ing
cases. measuring care and treatment outcomes. and measuring the eflèctiveness oipuhlic
health interventions, Speciflcall. these data are often used to monitor disease
progression. determine the stage oFFIlV inFection, monitor receipt of HIV care and
treatment, and make decisions about ptibl ic health interventions. Both viral load and
CD4 data are used to assess whether patients are responding to treatment: when treatment
is successful, CD4 counts rise and viral loads fall. Current l-llV clinical management
gtiidelines call For CD4 and viral load testing at the time oFdiagnosis and regularly
thereafter. When CD4 and viral load results are reported, public health agencies can
determine access to care and treatment outcomes. For these reasons, CDC recommends
complete state reporting of all l-llV test results.

Letter to Secrettu’v Karen Al up/n’. supra (emphasis added).

At the present time. Pennsylvania is one oFonly Ibur states that do not collect all CD4 T

lymphocyte test results. cee Email front Richcn’cl Se/IA’ ((‘DC’OiD 1VCHSTPi to Gm/nb, Ohiri.

Ephlennologv Supervisor, Bureau of Epulenuologv, Pennsylvania Deparunein off-lea/i/i

(9112018 10:56 AAui, attached hereto as part 0FE\hibit “C.” In addition. ol’the 50 states, only

Pennsylvania and Idaho Fail to require the reporting ofall viral load test results. See Email/low

Dr. Richa,’dSe/ik (CDC/O1D’XCHSTTh to Dr. Gochr in Ohiri. Epidemiolo,cv Supervisor. Bureau

of Epulenuologv, Pemistii’ania Department ofHealth (2/28/201 8 12:24 PM). attached hereto as

part oF Exhibit “C”. In order to appropriately protect the public’s health by suppressing the
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spread of HIV, and provide better, more effective treatment for persons living with I liv. the

Department is amending its regulations to require complete reporting.

The Department is also taking this step to ensure that. if. in the future, public Funding is tied to

disease burden. as has been suggested could occur, the Commonwealth ill not be

disadvantaged. Goal I of the National i-iiV/A1DS Strategy. which calls for reducing new l-ilV

infections. see :Vtu/muil I-ll[JlDSSuviegv at I. sets forth as a recommended action the

allocation of public Funding consistent with the geographic distribution of the epidemic. hi. at

19. The 1Vtuhnnil !-IJi’.-I!DSSiniwv recommends a similar action ith regard to Goal 4.

achievinti a more coordinated national response to the [IIV epidemic. hi. at 43: see iiso 15

(“The Federal government should revie\ the methods used to distribute Federal H l\’ Funds and

take steps to ensure that resources go to the States and localities with the greatest burden of

disease.”) IL in the Riture. federal finding is tied to disease burden. the Commonwealth would

be at a disadvantage among other states with more complete verifiable data SLL’ Exhibit “B”.

II. SUMMARY AND OVERVIEW OF GENERAL COMMENTS

The Department received four letters of comment on its proposed rulemaking in addition to

comments from the Independent Regulatory Review Commission (IRRC). one opposed, and

three in stipport.

Comments Supporting the Rulemaking

Three commentators supported the Department’s proposed rulemaking. Dr. Thomas A. Farley,

the Health Commissioner of the City of Philadelphia. stated that Office of the Health
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Commissioner of the City of Philadelphia was in “Rill support” ol’the Department’s proposed

regulations. He stated that the spread of HIV was a serious issue, pointed out that the

Commonealth was one ofonly four states not mandating reporting of all CD4 percentages and

counts, and one of only two not requiring all viral load test results. Dr. Parley also referenced

the ;Va/hn;a/ HI! ‘iID.c Sfl’uwgi and stated that the ability to meet the goals set out in that

document depended upon comprehensive reports of all l-IIV-related tests. He noted that the City

ol Philadelphia already requires reporting of all CD1 and viral load test results. He stated that

this allos the City to better track the epidemic. focus resources based on the needs of the

impacted communities and improve the health oithe City’s residents. I-Ic stated that [he

Department’s regulation would help to ensure persons living with I-IIV (PLWI-l) have access to

care and are engaged in care and virally suppressed. lcilitate the monitoring ofthe l-llV

epidemic in the Commonwealth. and bring [I IV reporting in the Commonwealth in line with

national standards.

The Community Co-Chair of the Pennsylvania l-ll\’ Planning Group provided a letter of support

stating that lie hoped that the Department’s proposed regulation ould he adopted. because the

regulation would allow the pinpointing and accurate reporting ol’the epidemic in the

Commonwealth and ould allow the analysis of trends that would help to target treatment and

prevention elThrts. He stated that “[this] inlhrmation is the primary base lr all planned

activities [aimed at ending the epidemic in Pennsylvania].”

Finally, ViiV Healthcare, a pharmaceutical manu ihcturer of I-I IV medicines, commented in

support of the proposed rulemaking. The Director of Government Relations of that company

2



stated that it was devoted exclusively to supporting the needs of persons living with or aflëcted

by l-llV. and that its singular lbcus was to improve their health and quality oflilë. I-Ic also stated

that advances in the treatment of the disease has translbrmed I-I IV from a terminal illness to a

manageable chronic condition, that eliective treatment could help PLWI-l live longer, healthier

lives, and that effective l-IIV treatment could prevention transmission ofdisease. He cited a

recent study in the British Journal. The Lancet. which Ibund that “hen trading the I-IIV—positive

partner in a serodiscordant couple with antiretroviral therapy. there were no linked infections

observed with the infected partners l-llV viral load was below the limit of detection. Sec Rodger

A.J.. c/ti!.. Risk of lllV Transmission through Condomless Sex in SerodifThrent Gay Couples

with the WV—Positive Partner Taking

Suppressive Antiretroviral Therapy (PARTNER): Final Results ofa MultiCentre Prospective.

Observational Study.” The Lancet. (Published online May 2.2019)

http:’dx.doi.oni’l 0.1016 SO 110—6736119)30418—0. I Ic went on to comment that an important

component of public health initiatives, including LIU (Lndetectable = L’ntransmittable). is that

policy makers have access to perlbrmance related data indicating the quality olhealth care in

order to promote and achieve viral suppression goals and to assist the Department to better

identiR and target finding programs. lIe noted that if federal liinding decisions become based

on states that can demonstrate the greatest disease burden. the Common” ealth will lose a

significant portion of valuable federal dollars. because it will only be reporting a portion of the

total l-IIV population. I-Ic encouraged the adoption of the proposed amendments because the

Commonwealth would then be brought into alignment with the reporting requirements of the

majority of other states, and would be better able to track new cases, monitor clinical results and
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make program decisions tFat would have the greatest impact on the lives of PLWI-l in the

Corn mo wealth.

The Department appreciates the support of the City of Philadelphia. which has the highest lily

disease burden in the Commonwealth. The Department also thanks the l-1PG Committee for its

support. particularly given its experience, and its knowledge of the funding decisions and issues

ihcing the Commonwealth and the need for accurate data to infbrm those decisions to ensure the

Ilinding received targets the epidemic appropriately and eflèctivelv. Finally, the Department

agrees with and echoes the comments of ViiV. particularly in regard 10 the need for accurate and

complete data to ensure that PLWH are referred to treatment early. so that they may receive the

most effective treatment. [liv transmission may be checked, and the spread of new infections

blocked.

In addition, the Department is in agreement with the concerns expressed by ViiV regarding the

risk of losing federal dollars iflCderal funding were to he targeted at states that can demonstrate

the greatest burden ofdisease, and the Commonwealth were to lack the requirement fhr complete

reporting that is created by this rulemaking. Such an action is not beyond the realm of

possibility: it would be in line with changes made to the CARE Act at the time the Department

made I-I IV reportable by name in the Commons ealth. almost the last state in the country to take

that action. At that time, the federal agency that provides funding for FIIV/AIDS services. the

l-Iealth Services Resource Administration (l-IRSA). changed its rules to condition the

apportionment of state kinding upon the number of live I-NV cases within ajurisdiction. rather

than live AIDS cases, based on changes to the CARE Act. The Ryan White CARE .1e!: A
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Sn/c—hi’ Sn/c C’onipaii.wii of Prior Lou’ to lilt’ Neui/i’ Retuuhoiizci/ (‘zIRE ilet. The I lenry J.

KAISER FAMILY Foundation. December 2006. at 3

contentiuploads’20 13/01/753 l-03.ndfl. accessed October 28. 2019. Although the enlbrcement

of this Formula ccas delayed some years. [IRSA eventtially required all states to institute name—

based I-NV reporting in order to meet the level oFaccuracv l& the data demanded to support a

fiscal claim by the state. Id.. see u/so I-IIV Prevalence Estimates — United States. 2006. MMWR

57(39): 1073-1076 October 3. 2008).

hH//w.edc.uoc /iii inn r7prev len minn rhtin l/mm5739a2.htm . accessed October 28. 20 19. A

similar circumstance could arise here, and states with more reliable data could receive the bulk.

potentially all, oFavailable federal lhnding.

(‘onunenis Opposed to 1/ic Rulemaking

One commentator raised concerns that the Department’s requirement to include hospitals among

the reporters oFall CD4 T-lymphocyte counts, viral loads and genotype testing was duplicative.

and costly in time and money Ibr a hospital. particularly lien reference laboratories are

providing these reports. IRRC echoed tins comment and has requested that the Department

explain how the regulated community is to use the electronic reporting system, and that the

Department work with the community to ensure the understand how the system will work, and

the reporting options open to them.

The Department has not changed the requirements olthe regulations that multiple persons report

these. as ell as all reportable diseases, inFections and conditions listed in 28 Pa. Code Chapter

27. The Department has received similar comments before when it has attempted to revise and
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update its reporting regulations. It considered and responded to the qLlestion of duplicative

reporting when it last updated its regulations relating to communicable and noncommLlnicable

discuses in 2002 (see Reporting o/Lon,,,zu,netihle and tVuiicvnin;zn;iethle Diseaves.32 PuB. 491

(January 26. 2002) hups:// .pabulletin.com/secure!data/ol32/32—4/32—1.pd F. accessed

October 28. 2019) and when it added the requirement that HIV test results, certain CD4 T

lymphocyte test results, and perinatal test results should be reported to the Department by name

later that same year. See Reporting a! lIDS, i-li lie.t Results, (‘D4 T—Limphun’te (‘owns am?

Perimunal Exposure of Vewho,ns iü HIl. 32 Pa. B. 3597. 3602 (July 20. 2002)

littrs://xxxx.pabulletin.coni!secure:data.’xol32!32_T 161 html. accessed October 28. 2019. The

Departmenfs response then remains relevant today:

With respect to issues involving the requirement of multiple reporters. the Department
requires reporting from all different types of reporters. including practitioners. Iheilities.
laboratories, other providers and the public for several reasons. The Department does not
want possible reporters to selftensor. based on their assumption that another person will
make the report. That could lead to under-reporting, and jeopardize the ability ol’the
public health system to positively impact the health ofinfCcted individuals and their
contacts. lithe Department and local health departments are unaware ofcases. they will
be unable to oiLer or provide fblloxs-up. including counseling and referral inlbrrnation.
and peribrin case investigation.

The Department also receives different infbrmation from different reporters. For
example. a report by a laboratury is a confirmatory report ofa disease or condition
diagnosed by a health care practitioner. From heads of institutions the Department will
receive inlbrmation that is neither a diagnosis nor a confirmed report, but a suspicion that
may help to identil’ a disease outbreak. The monitoring of the disease in the patient is
dependent on receiving information From a practitioner as well as a laboratory. as is the
monitoring of the disease in the population as a whole. lnlbrmation relating to
opportunistic infections, referrals. node of transmission and treatment are not shared by a
practitioner with the laboratory. and, therefore, the Department would not be able to
obtain this type of specific information from laboratories if laboratories alone were to
report. A provider would not release this type of inlbrmation to a laboratory because of
its confidential nature. A laboratory does not need to be axxare of the mode of
transmission ofa disease or types of referrals made for the individual to perform its
licensed function—-conducting laboratory tests of specimens.
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The more specific the information received by the Department from all reporters. the
more likely it is that the Department will be able to match inlbrmation obtained from
other sources, sometimes incomplete, and obtain complete information on each reported
case. The more complete the demographic picture ofthe individual whose results are
being reported. the easier it is for the Department to track the disease in this
Common ealth hr purposes of implementing prevention measures, including targeting
Funding to aflècted populations. Etirtlier. the more complete the inlbrmation on a specific
individual the Department obtains, the easier it becomes for the Department and local
health departments to provide follo—up services to that individual. For example. with a
case of infectious tuberculosis, the Department will provide treatment. including directly
observed therapy, to ensure that the case is cured, and will also locate and test and treat
contacts as necessary. In the case ofsexually transmitted diseases. Lhe Department and
local departments locate and oiler counseling and testing services to partners of
individuals who test positive.

Repo;’ihn,’ of(on,,niuineah/e tuid Nonc’o,,u,,m,jccth/e Diseases, 32 Pa.B. at 492—493. At that time.

and l’or those reasons. the Department declined to change the proposed regulations. which were

ultimately approved as final withotit change, and implemented. They have been in effect for at

least 17 years. Therefore. all existing hospitals. laboratories, other health care providers and

practitioners should be supplied sith the appropriate credentials to report the listed reportable

diseases electronically and should be reporting regularly as required by law. The Department is

simply asking providers and laboratories to report all rather than some of the CD4 counts and

percentages already being reported and has added reporting of viral loads and genotype testing

relating to l-llV to the existing list.

In addition, the National l-IIV/AIDS Strategy acknowledges the need Ibr duplicate reporting.

stating: “Surveillance necessitates a complex system of reporting from providers, laboratories.

and State and local health departments to coordinate accurate. complete, and timely reporting.”

SCL’ ;Vaiioiud HIrAIDSSu’aic’,çn’. at 46. The Department again declines to limit the types and

number of entities required to report. in the interest of ensuring the most complete reporting that

can be aclueved. Forty-six states mandate reporting of all CD4 and viral load tests, and many of
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those states ask For reporting by both laboratories and providers. This requirement. thereibre. is

within the bounds ol’ accepted public health practices.

IRRC asked that the Department explain to the regtilaied community how the system is to work.

Reports are sent to the Departments electronic disease surveillance system through either

manual key entry. or. in the case of some laboratories, through electronic batch reporting to the

Department’s electronic laboratory reporting system. In considering the issue ofmanual

reporting. the Department reviewed data relating to reporting ofCD4 and viral load test results

from 2016-2019. Of the 175.965 HIV-related reports submitted by hospitals and laboratories io

the Department. only 9.277. or roughly 5%, were reported manually. The data show that

hospitals and laboratories that report a relatively small volume of cases are the entities that are

reporting by manual entry. 1-lospital laboratories and commercial laboratories with larger

volumes are more likely to report through batch reporting to the electronic laboratory reporting

system. Once the parameters For sending data are updated, adding more repors to electronic

leeds does not pose an ongoing burden to the laboratory. The Department is continuing to work

with laboratories that are interesting in sending data through the electronic laboratory reporting

system: howe er. some laboratories preFer manual reporting because they Feel that the resources

needed to report manually are less than those needed to establish electronic batch reporting.

With respect that request that the Department explain the system to reporters. however, the

Department ouId also note that most reportable diseases. infections and conditions have been

reportable electronically since 2002. and that WV as made reportable electronically by notice

as provided For in the l-llV reporting regulations in 2006. At the time electronic reporting was
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first implemented. some 17 years ago, the Department reached out to reporters. and conducted

trainings and provided access to its electronic disease surveillance system. The regulated

community has been using the existing electronic disease surveillance system and reporting

diseases, including those CD4 T lymphocyte cell counts equal to or less than 200 cells/pL. or

less than 14% oCtotal lymphocytes fbr 13 of those 17 years. To the extent any member of the

regulated community has questions regarding the Department’s current electronic disease

surveillance system and its use, the Department provides a number and a contact person to whom

questions may be addressed, and help sought. when new reporters are credentialed to use the

system.

The Department is sensitive to cost concerns of its reporters. The Department. however, must

view the resources, time, and costs needed for reporting in the context ol’the need to monitor and

promote the health ol’the citizens oithe Commonwealth.. With respect to [llV. there is an

urgent public health need to monitor the proportion of cases under care and the proportion of

cases adequately treated. Adequate treatment improves the health of’persons with lilY and

reduces their need for more expensive medical interventions. Furthermore, at least four clinical

trials published since 2016 have demonstrated that adequate treatment ofcases (indicated by low

or non-existent viral loads and normal CD4 counts) dramatically reduces transmission of I-llV.

Sec Rodger A.J.. Cambiano V., Bruun T.. c/cd.. “Sexual Activity Without Condoms and Risk of

HIV Transmission in Serodiflërent Couples When the IllV-Positive Partner Is Using

Suppressive Antiretroviral Therapy.” .MM4. 2016:316(2): 171—181.

DOl:l0.lOOl/jama.2016.5l48 (July 12, 2016)

(https://iamanet orLcomliournals/ianm/Iiillarticle/2533066), accessed October 28, 2019; Cohen
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M.S.. Chen Y.Q., McCauley M., ci aT. “Antiretroviral Therapy hr the Prevention oFI-IIV—l

Transmission.” NEW ENG. J. MED. 2016: 375:830-839, DO1:10. 1056/NEJMoaI600G93

Sepiember I . 2016) (nips: 7’v n v. .nejmdmi:doi liii ‘I 0. I 056’S Ii Moa I 600(03). accessed

October 28.2019: Bavinton BR.. Pinto AN.. Phanuphak L ci aT. “Viral Suppression and I-IIV

Transmission in Serodiscordant Male Couples: an International. Prospective. Observational.

Cohort Study.” The Lance! HIV2OIS’: 5(8): e438-e447 (July 16. 2018)

(https*\\n \\ .tllcIailcei.coIu’,oLIrnals:lanlii\ articIcl’lIS2352—30 18(18)3031—2’ IiIHtc\t).

accessed October 28. 2018: Rodger AJ.. Cambiano V.. Bruun T.. ci al.. Risk of I-llV

Transmission Lhrouuh Condomless Sex in Serodiliërcnt Gay Couples with the I-NV-Positive

Partner Taking Suppressive Antiretroviral Therapy (PARTNER): Final Results ofa Multicentre.

Prospective. Observational Study,’T/ie Lance! 2019: 393(10189): P2428-2438 (June 15. 2019)

(Iutps:!Avwn .thelancet.com/iournals’Iancct!ariicle/PllSO 110—6736(10)3011 8—0/ftdlte.\t). accessed

October 28. 2019.

Identiving populations or areas with substandard levels of treatment could lead to interventions,

such as improving linkage to care in underserved populations, that could eventually significantly

reduce the ComrnonwealtWs burden ofl-IIV. In 2010 dollars. the lifetime treatment cost of one

WV case is approximately S379.668.00.

htips* s .cdc.o h i’ /prouralllresoLlrccs’uLlidalicc cosiclICctivenes’indcx.htiii I. Prevention

olnew cases. by. among other things. continuing existing cases in treatment and suppressing

viral load is an obvious cost savings to the Commonealth. The cost savings ofa case oul-IIV

averced has been estimated at between S 20.000 to SI 00,000 per case. See Woodak and Cooney.

“Do Needle Syringe Program Reduce I-NV Infection Among Injecting Drug Users: A
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Comprehensive Review of the International Evidence.’ Suhsiaiiec Uve & Alisuse. Vol.41, 2006

(Issue 6-7) at 20-22: see aiw ElThctiveness of Sterile Needle and Syringe Programming in

Reducing I-IIV/AIDS Among Injecting Drug Users, ‘ (Ei’h/e,iee Jo;’ Jc.lui, Teelnileal Papers)

hard Health (frganintlhn; (2004) (‘WHO Win/c Paper’’). at 15—I 6. The Common’.’. ealth saw

901 new cases of HIV in 2016. Pennsylvania Department oil lealtli. AinnitS HIT ‘S,ui’ei//a;ice

Sununtnm (2016) http:/A\\\\.heaIth.pa.uov/M’.o20l lcalth/Discascs?,20and920Coiiditions’L—

1.1 llV20And%20AlDS%20Epideniiolo/DoctijiientsiPeiins IVafliLI°o?02() I 6°i2flAnnual’?oI)

I UV%2flsurvciflance%2flReport.pdL accessed July 2. 201$. Using these figures. the cost to the

Commonwealth of those 991 cases could be as high as $376.250.998.00 Preventing them From

occurring could be a savings ofas much as 599.100.000. Although determining the actual cost

that the proposed rulemaking ill impose on providers and laboratories is not possible. it is

extremely unlikely that this cost would outweigh the benefits ofevenwal ly improving the health

of persons infected with lilY and decreasing the number of new cases oIl-I IV.

(mnnwiits Relating 10 Specific Secuo;;s

Section 27.4. Reporting of cases.

IRRC raised several issues with sections ofthe DepartrnenCs regulations i-elating to

communicable and noncommunicable diseases that the Department had not originally included

in the proposed rulemaking. Section 27.4. relating to reporting generally. is one of those

sections. IRRC specifically references Section 27.4(a) and (e). relating to reporting cases, and

points out that the references to a forthcoming implementation ofan electronic system in Section

27.4(b) are outdated. In fact, those references did refer to the implementation of PA-NEDSS

which occurred sometime after those regulations were promulgated in 2002. In addilion. IRRC
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points out that Section 27.4(e) included references to multiple methods oFreporting. which could

cause conftision and raise issues of clarity. IRRC asks that the Department explain to the

regulated community what reporting options are available, and suggested that the final regulation

be amended to reference other options For reporting. if paper reporting is acceptable.

In reviewing IRRC’s comments, and the language in Section 27.4. the Department has

determined that clarification olelectronic versus paper reports is appropriate, and revisions to

that section eliminating language that is outdated to specifically capture current reporting

requirements is within the scope of the final rulemaking. The Department has therefore made

amendments to that section in order to clan l how reports are required.

By way ol’background. under current law and regulations. and not altered by this rulemaking.

reporters have a duty to report to the Department, and to report in the format required by the

Department. 35 P.S. § 521.4. The Department first required electronic reporting of reportable

diseases, infections, and conditions in a rulemaking published in the Pennnivank, Bulletin on

January 26. 2002 See Reporting of Lonununicable widNoncvuunuiucable Diseases. 32 Pa.B.

491 (ian. 26. 2002). In order to provide enough time for reporters other than laboratories to

prepare for electronic reporting. (laboratories were required to report electronically immediately

upon that rulemaking’s publication). the Department. in Section 27.4. set the implementation

date of the electronic reporting requ rement for most diseases. infections and conditions For six

months after notice was published in the Pen,in’lvania Bulletin. See 28 Pa. Code § 27.4(b).

Because that language is no longer applicable, and electronic reporting has long been in place in

the Commonwealth. the Department has deleted this language from Section 27.4(b).
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The Department. ho ever. e>empted I-NV. AIDS. CD4-T-lvmphocue test results for counts less

than 200 cells/jiL olless than 14% oftotal kmphoctes and perinatal exposure ofa nesbom.

from electronic reporting tinder that Notice. The Department did not make those diseases.

infections and conditions reportable until six months after publication ofa second notice on

November 4. 2005 See Electronic Reporting Rcqinienieiits for SpecifwdDLceaves. ni/cc/ions

and Corn/i/ions. 35 Pa.B. 6192 (Nov. 4. 2005). The Department had aited several years after

the institution of confidential II IV name—based reporting in 2002 to require electronic reportinu

of those specific items in order to ensure that certain data security requirements oithe CDC ere

successfully net. By that date, the Department had required that reports of all reportable

diseases, inlëctions and conditions were to be made electronically. That requirement remains in

place. Paper reporting is slow and inef’licient and requires resources for processing and key

entry that the Department does not have. Revisions to Section 27.4 included in this final

rulemaking emphasize the Department’s position.

The Department has also replaced concepts relevant to reporting in 2002 with language relevant

to current electronic reporting requirements. References made to local morbidity reporting

offices (LMROs) -—the Depannients district offices and the county/municipal health

departments that partner with it in its disease control hinctions — which were necessary to

manage work hen reporting was on paper. but meaningless in the context of electronic

reporting. have been deleted. Subsection (c) has also been revised to remove references to hard

copies and to [lie appropriate oflice being able to provide the lbrm. since the form is now
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electronic in nature, all reports are made into the electronic s stem. and access is obtained li’oiu

the Department upon request See 28 Pa. Code § 27.4(c).

The Department notes. hoever. that a preliminary case report by telephone is still acceptable.

an earl> warning to the Department in effect, but Formal reports ith all the appropriate

information that make disease surveillance and control possible must still be made through the

appropriate electronic surveillance system See Section 27.4(b).

The Department’s interest is to obtain reports in a timely manner. Depending on the

circumstances, a reporter may judge that some type oltelephonic report is most appropriate.

1-lowever. ha phone report is made. the reporter must still submit a lbrmal case report to the

appropriate surveillance system. As recommended, the Department has eliminated the language

from Subsection (b) referencing the expectation that the electronic surveillance system will

shortly be in place. and that reporters will be notified that electronic reporting has started,

Subsection (e) has been re-designated as Subsection (c). and now refers to the content oFthe

report as opposed to the method of reporting. The subsection makes iL clear that assistance with

reporting may be obtained by contacting the Department.

Section 27.22. Reporting of cases by clinical laboratories.

IRRC commented that Section 27.22(d) includes a relCrence to electronic mechanisms, which

could potentiall create conftision with other reiCrences to electronic disease surveillance

systems. The Department notes that while the Department proposed to amend subsection (b) of

Section 27.22. it did not propose revising Subsection (d). ahhotigh it should have done so.
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Section 27.22(d) did include a reference to CD4 T-l)mphocyte counts and percentages and to

11W. That reference has now been deleted so that Subsection (d) ill comport ith the rest of

the rulemaking. See 28 Pa. Code § 27.22(d).

At the time the regulatory amendment adding I TTV and CD4 T—Iymphocvte counts and

percentages to Subsection (ci) as promulgated in 2002. the Department had not yet made I-NV

cases reportable electronically. The CDC had heightened security requirements relating to

electronic reporting and storage of HIV information, and it was not until the Department

received approval ftom the CDC to allow electronic reporting of l-IIV in 2006 that laboratories

and providers began to report electronically. The Department has revised Subsection (d) in this

[Thai rulemaking to remove the references to l-llV and to CD4 counts and percentages. as well as

the reference to the specific section governing l-llV reporting. which was a necessary reference in

2002. but is no longer required tinder the existing reporting requirements. The remainder of the

diseases and conditions listed in Subsection (d) are still reported tErough mechanisms delineated

in the specilic sections referenced in that subsection. The Department has also replaced the term

“secure electronic mechanisms with “electronic disease surveillance systems.” to reflect the

actual operations of the Department, and lbr the sake of consistency in the language of the

regulation.

Section 27.32a. Reporting AIDS, HI7, CD4 T-lymphoetc counts and percentages,
WV viral load test results, including detectable and nondetectable
viral load results and genohpe test results, and perinatal exposure of
new horns to IIIV.

IRRC had several comments on this section. IRRC suggested that, because the Department

refers to the electronic reporting system as PA-NEDSS in the Preamble and in the Regulatory
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Analysis lbrm. the Department define “electronic disease surveillance system” in the regulations.

and if appropriate. reference PA-NEDSS in that delinition. The Department agrees that a

definition oi”electronic disease surveillance ss1em should be added and has added the term to

Section 27.1 (relating to definitions). Afler considering whether to continue to reference PA

NEDSS. and hether to add the term to the definition section. the Department has decided that

including the term would not be useful. While PA—NEDSS was the Departments first electronic

disease surveillance system. the Department has different electronic data collection systenis for

different program areas as well as an electronic system for submission olbatch laboratory data.

In addition. the Department may. sometime in the future, change or rename its electronic disease

surveillance system. TherefOre, while the Department has provided a definition oF”electronic

disease surveillance system” that is broad enough to encompass all the systems that are used or

will be used by the Department. including PA-NEDSS. the Department has chosen not to

reference PA-NEDSS in the rulemaking. The definition also includes. fOr purposes of this

rulemaking. electronic laboratory reporting systems. The Department has provided a definition

for “electronic laboratory reporting system” to help with the understanding of that term.

IRRC has questioned the Department’s use of the word. “shall.” in this section. which makes

reporting electronically mandatory. because the Department has stated that it will also accept

paper reports. IRRC specifically refCrenced the regulation at 28 Pa. Code § 27.4 (relating to

reports). which was not originally intended to be a part ofthis rulemaking. IRRC suggested that

the linal regulation be amended to reference other options For reporting. if paper reporting is

acceptable. Although Section 27.4 was not originall> included in the proposed rulemaking. the

Department has considered IRRC’s comments, and agrees. for the sake of clarity and in order to
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update the regulations to reflect current practices. it has made revisions to that Section. For a

killer explanation. s’ Preamble. i;iThi. at_.

Section 27.32c. Partner services relating to H IV and AlI)S.

IRRC commented that it understood the Departmenls reasoning in deleting a reference to the

Confidentiality oil-IIV-Related lnlbrmation Act. 35 P.S. 7601-7612 rAct 148”). from this

section. and agreed ith the DepartmenUs analysis that it was unnecessary. It requested.

however. that the Department keep the language in the regulations as a clear notice to the

regulated community. The Department agrees with the comment and has added the relCrence

back into the section, but as a new subsection, Subsection (c).

Subsections (a) and (b) explain that a person providing testing services and giving diagnoses to

an individual may ask the Department for help with counseling services. The regulation also

makes it clear that the person providing those services must also tell the individtial that the

Department or a local health department representative may contact the person Ior a voluntary

and confidential interview to discuss the services available to them. This is so the individual is

kept inlbrmed and is not surprised by the potential contact from the Department. The reference

to Act 148. pointing out the need to comply ith the law relating to I-lIV confidentiality, fit more

naturally flllo ing these subsections than at the beginning of the section. The Department has

theretbre added the reference in ness Subsection (c).

Finally. the Department has also changed the word “patient.” to “individual” and the phrase

mvho provides.” to “providing” in order to make the construction ofthe subsections parallel.
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D. COST AND PAPERWORK ESTIMATE

Cost

The amendments would have no measurable fiscal impact on the Commonwealth. local

government, the private sector or the general public because the disease reporting system already

exists in the Commonwealth. The linancial and economic impact ot’tlic regulation outside oF

healthcare settings is very minimal. I lealthcare practitioners.. health care lhcilities and clinical

laboratories currenllv are required to have systems in place to report some CDA T-ly mphoc3 te

and I IIV viral load lest results into PA—NEDSS. so although the new regulation would result in

reporting olall CD1 T-lymphocle and l-llV viral load results, the’ will not need to develop ne

systems. Currently. healthcare practitioners and clinical laboratories must separate out the CD1

T-lymphocyte and viral load test results required to be reported from those not required to be

reported. and this process takes time and adds cost. The proposed change would allow reporters

to report all the test results received and remove the need to separate the restilts into those

reported and those not reported.

Healthcare practitioners and laboratories without the ability to send data electronically directly to

the electronic disease surveillance system would be required to key enter these additional test

results into that system. 1-lowever. as noted earlier. most CD4 and FIIV viral load inlbrmation is

received from hospital and commercial laboratories with IT systems allowing batch electronic

reporting. For these thcilities. once their IT system is modifled to capture the additional test

results, the data would automatically be extracted and submitted to the Department’s system.

There would thereFore be no ongoing cost associated with the additional reporting requirements.
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and the cost oFthe additional reports required as a result ofthe proposed changes to the

regulation would be negligible.

The costs to both the Commonwealth and to local governments would not increase because of

these amendments. The Corn monwealth. Ui rough the Department. and local health departments.

already have inftastrticlure in place to accept reporting oldiseases and conditions, and to carry

out. as required by law, disease prevention and control activities relating to l-IIV and AIDS.

among other things. The additional work and cost relating to the reporting olmore cases would

be minimal and is outweighed by the benefit accruing From better understanding ofthe epidemic

that aIIos Ibr more targeted intervention and prevention strategies. As noted above, in 2010. the

cost per one lIly case in the Commonwealth over a liIè time was appro\imately $379,668.00.

httpN:’A .cdcu&n/hk /proeramresoLIrccs/LIiLLmcc/costcIThctivcncss/indcx.hmi I. The cost

savings ofa case of Ill V averted has been cstimated at bctwcen S 20.000 to SI 00.000 per case.

Sec Woodak and Coonev. at 20-22: sec utw WHO IF/i/ic Paper. at 15-16. The Commonwealth

saw 991 new cases ofl-IIV in 2016. Pennsylvania Department oFl-lealth. Annual HIV

Surveillance Summary (2016)

http://www.health.pa.gov/My%201-Iealth/Diseases%20and%20Conditions!E-

[I/Fl IV%2OAnd%20A IDS%2oEpiderniology/Documents/Pennsylvania%2020 I 6%2oAnnual°%20

I-IIV%2oSurveillance%20Report.pdf accessed July 2.2018. Using these figures, the cost to the

Commonwealth ofthose 991 cases could be as high as 5376.250.998.00. Preventing them from

occurring could be a savings oI’as much as S99.l00.000.

2. Papeniork
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Because the electronic disease surveillance system that receives and stores reports ofdiseases

and conditions is already in place in this Commoimealth. expanding the list to include

mandatory reports olall test results for an existing disease or condition and additional testing

relating to that disease or condition would create no measurable increase in paperwork.

[iealthcare practitioners, health care Facilities and clinical laboratories currently are required to

have systems in place to report some CD1 T-lymphoQte and i-il\’ viral load test results into PA

NEOSS. so although the amendments to the regulation sould result in reporting of all CD4 T

lymphocyte and [llV viral load results, existing reporters should not need to develop new

systems.

The ongoing savings each year from more eflèctive l-llV disease control, prevention, and timely

treatment olindividuals infected ith [liv which would be expected to occtir From this expanded

reporting are immeasurable. All Pennsylvanians would benefit from these proposed amendments

as they will allow the Department to monitor the proportion of persons with i-llV who are under

care and the proportion adequately treated. identiling populations or areas with substandard

levels of treatment could Icad to interventions such as assisting patients with linkage to care and

treatment belbre those patients develop significant and expensive medical complications.

Furthermore. when people living with i-IIV are in contintious medical care and have a suppressed

viral load, the chances of those persons transmitting H IV to other people is tremendously

reduced. These proposed amendments would help to protect Commonealth citizens from

exposure to IllV and subsequent hardship. disability, or death. In addition, it would enable the

Commonwealth to comply with the CDC’s recommendations for eflèctive Hl\’ disease

stirveillance. control and patient management.

23



E. STATUTORY AUTHORITY

The Department obtains its authority to promulgate regulations relating to reporting of

communicable and noncommunicable diseases from several sources. Section 16(a) of the

Disease Prevention and Control Law oil 955 ((lie act) (35 P.S. §521.16(a)) gives the Board the

authority to issue rules and regulations on a variety of matters relating to communicable and non—

communicable diseases. incltiding the lbIlosing: the diseases that are to be reported: the

methods of reporting diseases: the contents of reports-•. (lie health authorities to hom diseases

are to be reported: the control measures that are to be taken ith respect to dilThrent diseases: the

enforcement ofcontrol measures: the immunization and vaccination of persons and animals: the

prevention and control of disease in public and private schools: (lie treatment of sexually

transniitted diseases, including patient counseling: and any other matters the Board may dcciii

advisable to address for the prevention and control ofdisease and for currying otit the provisions

and purposes of the act. Section 16(b) of the act (35 P.S. §521.16(b)) gives the Secretary of’

I lealth (Secretary) the authority to review existing regulations and make recommendations to the

Board hr changes the Secretary considers to be desirable.

The Department also finds general authority fbr the promulgation of its regulations in (lie

Administrative Code of 1929 (71 P.S. § 51 ei seq.) Section 2102(g) ofthe Administrative Code

(71 P.S. § 532(u)) gives the Departnient this general authority. Section 2111(b) of the

Administrative Code of 1949 (71 P.S. § 541(b)) provides the Board with additional atithority to

promulgate regulations deemed by the Board to be necessary for the prevention of disease. and

for the protection of the lives and the health of the people of’the Commonwealth. That section
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liinher provides that the regulations of the Board shall become the regulations oithe

Department. Section 2106(a) of the Code (71 P.S. §536(a)) provides the Department sith

additional authority to declare discLises to be communicable, and to establish regulations lbr the

prevention and control ol’disease.

Section 2111(b) of the Code (71 P.S. §541(b)) provides the Board with additional authority to

promulgate regulations deemed by the Board to be necessary for the prevention oldisease. and

Ibr the protection o I’ the lives and the health o I the people of the Common” ealth. That section

liirther provides that the regulations of the Board shall become the regulations of the

Department.

In addition. Section 803 of the Health Care Facilities Act) (35 P.S. §148.803) provides the

Department ith the authority to promulgate regulations relating to the licensure of health care

facilities, and allows the Department to require certain actions relating to disease control and

prevention to occur within health care lhcilities.

F. EFFECTIVENESS/SUNSET DATES

The amendments vi II be e ffective on publication in the Pe,n,n’Ii’unia Bullet?,;. The Department

will continually review and monitor the eflèctiveness of these regulations.

G. REGULATORY REVIEW

Lnder Section 5(a) of the Regulatory Review Act (71 P.S. § 745.1 — 745.15). the Department

submitted a copy ofa Notice of Proposed Rulemaking, published at 49 Pa.B. 2605 (May 25.
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2019). to the Independent Regulatory Review Commission (“lRRC’) and to the Chairpersons of

the I-louse l-leajth and Human Services Committee and the Senate Public Health and Welfare

Committee. In compliance with Section 5(c) of the Regulatory Review Act, the Department also

provided IRRC and the Committees with copies of all coniments received during the lbrmal

comment period, as well as other documentation.

In compliance ith Section 5.1(a) of the Regulatory Re ie Ad, the Department submitted a

copy of the Iinal-lbrm regulations to IRRC and the Committees on August 12. 2020. In addition.

the Department provided IRRC and the Committees ith information pertaining to

commentators and a copy ofa detailed Regulatory Analysis Form prepared by the Department in

compliance with Executive Order 1996-I. “Regulatory Revies and Promulgation.” A copy of

this material is available to the public upon request.

In preparing this linal—form regulation the Department has considered all comments received

1mm IRRC. the Committees and the public.

This flnal—tbrm regulation was deemed approved by the I-louse l-Iealth and 1-luman Services

Committee and deemed approved by the Senate Public Health and Wellhre Comniittee. IRRC

met on

_____________________.

and approved the regulation in accordance with Section 5.1(e) of

the Regulatory Review Act.

H. CONTACT PERSON
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Questions regarding these regulations may be submitted to Dr. Sharon Watkins, Director. Bureau

olEpidemiology. Department of Health. 625 Forster St., Harrisburg, PA 17108. Rm 933.

Health and \Vellhre Building. Harrisburg, PA 17120, (717) -787-3350. within 30 days alier

publication of this notice in the Pe;iimvlvaunt Bulletin. Persons with a disabi litv ho wish to

submit comments, suggestions, or objections regarding the proposed regulation may do so by

using the above number or address. Speech and/or hearing impaired persons may use V/TT

(717) 783-6511 or the Pennsylvania AT&T Relay Service at (800-654-5984[TT]). Persons ho

require an alternative format oithis document may contact Dr. Watkins so that necessary

arrangements may be made.

1. FINDINGS

The Department finds that:

(I) Public notice of intention to adopt the regulations adopted by this order has been given tinder

sections 201 and 202 of the act ofiuly 31. l968 (P.L. 769. No. 240) (45 P.S. 1201 and 1202).

and the regulations thereunder. I Pa. Code §7. I and 7.2.

(2) A public comment period was provided as required by law and all comments were

considered.

(3) The adoption of regulations in the manner provided by this order is necessary and appropriate

lbr the administration of the authorizing statute.
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J. ORDER

The Department, acting under the authorizing statute. orders that:

(I) The regulations ofthe Department at 28 Pa. Code Chapter 27 are amended by amending

27.2 Ia. 22. 23. and 32a-32e as set fbrth in Annex A.

(2) The Secretary ol’ l-Iealth shall submit this order and Annex A to the Office olGeneral

Counse) and the Office of Attorney General for approval as required by law.

(3) The Secretary of l-Iealth shall submit this Order. Annex A and a Regulatory Analysis Form to

I RRC, the House Committee on l-lealth and I-I uman Services and the Senate Corn m ittee on

Public Health and Welfare lbr their review and action as required by law.

(4) The Secretary of l-lealth shall certil this order and Annex A and deposit them with the

Legislative Relbrencc Bureau as required by law.

(5) This order shall take ellëct upon its publication in the Pe,n,.cv i’cuiiu Bulletin.
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Annex A

TITLE 28. HEALTH AND SAFETY

PART III. PREVENTION OF DISEASES

CHAPTER 27. COMMUNICABLE AND NONCOMMUNICABLE DISEASES

Subchapter B. REPORTING OF DISEASES, INFECTIONS AND CONDITIONS

GENERAL

§ 27.1. Definitions.

The Ibilowing words and terms, when used in this chapter. have the Ibliowing meanings, unless

the context clearly indicates otherwise:

* * * * *

ELECTRONIC DISEASE SUR VEILLANCE SYSTEM - ANY OF THE ELECTRONIC,

WEB-BASED PLATFORMS THAT THE DEPARTMENT USES TO COLLECT AND

MANAGE INFORMATION REPORTABLE UNDER § 27.2 (RELATING TO SPECIFIC

REPORTABLE DISEASES, INFECTIONS AND CONDITIONS, AND PUBLIC

HEALTH EMERGENCIES). FOR PURPOSES OF THIS CHAPTER, THE TERM

INCLUDES AN ELECTRONIC LABORATORY REPORTING SYSTEM.

ELECTRONIC LABORA TORVREPORTINGSYSTEM-THE ELECTRONIC

PLATFORM THAT THE DEPARTMENT USES TO RECEIVE AND PROCESS

INFORMATION ELECTRONICALLY GENERATED BY CLINICAL LABORATORIES

TO FULFILL THEIR REPORTING RESPONSIBILITIES UNDER § 27.22 (RELATING

TO REPORTING OF CASES BY CLINICAL LABORATORIES). INFORMATION

SUBMITTED TO THE ELECTRONIC LABORATORY REPORTING SYSTEM WILL



BE ROUTED TO THE DEPARTMENT’S ELECTRONIC DISEASE SURVEILLANCE

SYSTEM WHEN APPROPRIATE.

* * * * *

§ 27.4. Reporting cases.

(a) Except for reporting by a clinical laborato, a case is to be rcported to the LMRO

serving the area in which a ease is diagnosed or identified unless another provision of this

chapter directs that a particular type of case is to be reported elsewhere. A clinical

lahorato shall make reports to the appropriate office of the Department WHERE

OThERWISE NOTED IN THIS CHAPTER, A CASE SHALL BE REPORTED TO THE

DEPARTMENT THROUGH THE APPROPRIATE ELECTRONIC DISEASE

SURVEILLANCE SYSTEM.

(b) Upon the Department’s implementation of its electronic disease surveillance system

for certain types of case reports, persons who make those reports shall do §0 electronically

using an application and reporting format provided by the Department. At least 6 months

in advance of requiring a type of case report to be reported electronically, the Department

will publish a notice in the Pc,msrlvmila Bulletin announcing when electronic reporting is

te-beginA REPORTER MAY MAKE A PRELIMINARY REPORT OF A CASE BY

TELEPHONE. THE PRELIMINARY REPORT MUST BE FOLLOWED BY A

FORMAL REPORT MADE THROUGH THE APPROPRIATE ELECTRONIC DISEASE

SURVEILLANCE SYSTEM.



(c)This section does not prohibit a reporter from making an initial report of a ease to the

Department or an LMRO by telephone. The reporter will be instructed on how’ to make a

complete case report at the time of the telephone call.

(d) Department offices to which this chapter requires specified case reports to be filed are

(1) Cancer Regist’, Division of Health Statistics, Bureau of Health Statistics

and Research.

(2) Division oflnfeetiouc Disease Epidemiology, Bureau of Epidemiology.

(3) HIVIAIDS Epidemiology Section, Division of Infectious Disease

Epidemiology, Bureau of Epidemiology.

(1) Division of Newborn Screening and Ceneties, Bureau of Family Health.

fe) A case shall be reported using the appropriate case report format. THE REQUESTED

information solicited by the case report form shall be provided by the reporter, irrespective ol’

whether the report is made by submitting the form directly in hard copy or by

telecommunication or electronic submission. An appropriate case report form or format

ma)’ be procured from the office to which the type of ease is reportableTilE MANNER IN

WHICFI THE REPORT IS SUBMITTED. ACCESS TO THE APPROPRIATE



ELECTRONIC DISEASE SURVEILLANCE SYSTEM MAY BE OBTAINED FROM

THE DEPARTMENT UPON REQUEST.

* * * * *

§ 27.21 a. Reporting of cases by health care practitioners and health care Ilicilities.

(a) Except as set forth in this section or as otherwise set forth in this chapter. a health care

practitioner or health care lhcility is required to report a case ol’a disease, infection or condition

in subsection (b) as specified in § 27.4 (relating to reporting cases). ifthe health care practitioner

or health care ihcility treats or examines a person who is suffering ftorn. or who the health care

practitioner or health care facility suspects. because olsymptoms or the appearance ofthe

individual. ol’having a reportable disease. infection or condition:

(I) A health care practitioner or health care facility is not required to report a case ifthat

health care practitioner or health care Ilicility has reported the case previously.

* * * * *

(b) The following diseases. infections and conditions in humans are reportable by health care

practitioners and health care facilities within the specified time periods and as otherwise required

by this chapter:

* * * * *

(2) The following diseases. infections and conditions are reportable within 5 work days

aflerbeing identified by symptoms. appearance or diagnosis:

Al DS.



Amehiasis.

Brucel losis.

CD4 T-lvrnphocte test result with a count of less than 200 cells/pL or a CD4

T-lymphocytc percentage of less than 14% of total lymphocytes

(effective October 18, 2002)1 counts and percentages.

Campvlobacteriosis.

* * * * *

I-I IV (I-I uman I mmunodeficiency Vi Ins) I (effective October 18, 2002)1.

HIV viral load test results, includin2 detectable and undetectable viral load

results, and all HIV genotvpin1 results.

1-lepatitis. viral. acute and chronic cases.

* * * * *

§ 27.22. Reporting of cases by clinical laboratories.

(a) A person who is in charge oVa clinical laboratory in which a laborator test oVa

specimen derived from a human body yields microscopical. cultural. immunological, serological.

chemical. virologic. nucleic acid (DNA or RNA) or other evidence signilicant from a public

health standpoint of the presence oVa disease, infection or condition listed in subsection (b) shall

promptl report the uindings. no later than the next sork day alier the close of business on the

day on hich the test was completed. except as others ise noted in this chapter.

(b) The diseases, infections and conditions to be reported include the Ibllowing:



* * * * *

CD4 T-lvmphoc>te Itest result with a count of less than 200 cells/pL or less

than 14% of total lymphocytes (effective October 18. 2002)1 counts

and percentages.

* * * * *

Granuloma inguinale.

[NV (Human lrnmunodelicienc Virus) I(effeclive October 18, 2002)1.

HIV viral load results, including detectable and undetectable viral load

results, and HIV genope test results.

llaemophilus influenzae injections—invasive From sterile sites.

* * * * *

(d) Laboratory test results shall be reported by the person in charge ofa laboratory direetlyte

thcDepurtmcnt’s Bureau of Epidemiology throughsccurc electronic mcchanismsin a

manner %pecdicd by the Department, except for 11w following:THROUCH

THEAPPROPRIATE ELECTRONIC DISEASE SURVEILLANCE SYSTEM. Reports of

CAl-I. galactosemia maple syrup urine disease. phenylketonuria. primary congenital

hypothyroidism. sickle cell disease,ANDcancer. CD-I T lymphocyte test results with a count

oflcss than 200 cdllsIL or less than 14% of total lYmphocytes, 11W (Human

Immunodeliciency Virus),and cad poisonin shall be made in the manner and to the location

specilically designated in this subchapter. See § 27.30AND 27.3 l.27.32and 27.31.

* * * * *



§ 27.23. Reporting of cases by persons other than health care practitioners, health care
facilities, veterinarians or laboratories.

Except with respect to reporting cancer. AIDS. CD4 T-lymphocyte Itest result with a count of

less than 200 cells/pL or less than 14% of total lymphocytesi counts and percentages. [llV

test results or perinatal exposure ola newborn to I-NV. HIV viral load results, including

detectable and undetectable viral load results. and HIV genotype test results, individuals in

charge of the Ibllowing types of group facilities identiIing a disease, infection or condition

listed in § 27.2 Ia (relating to reporting of cases by health care practitioners and health care

Ihcilities) by symptom. appearance or diagnosis shall make a report within the timeftames

required in § 27.21 a (relating to reporting ofcases by health care practitioners and health care

facilities):

I) Institutions maintaining dormitories and living rooms.

(2) Orphanages.

(3) Cluld care group settings.

§ 27.32a. Reporting AIDS, liv, CD4 T-Iyrnphocyte counts and percentages, 11W viral

load test results, including detectable and nondetectable viral load results and

FIIV genotype test results, and perinatal exposure of newborns to HIV.

(a) Reporting hi’ clinical lahoi’atorws.

(I) A person in charge ofa clinical laboratory shall report CD4 T-lymphocyte Itest

results as defined in § 27.22(b) (relating to reporting of cases by clinical



Iaboratories)I counts and percentages electronically to the !IIIV/AIDS Epidemiology

Section, Division of Infectious Disease Epidemiology, Bureau of Epidemiologv,

Department through the Department’5THE APPROPRIATE electronic disease

surveillance system within 5 work days of obtaining the test results.

(2) A person in charue ofa clinical laboratory shall report positive test results of any test

approved by the FDA to establish the presence oil-NV. including a serologic. virologic.

nucleic acid (DNA or RNA) or any other type oitest the FDA approves to establish the

presence oil llV. The report shall be made to the IHIV/AIDS Epidemiology Section,

Division of Infectious Disease Epidemiology. Bureau of Epidemiology,I

tlwouh the Department’sAPPROPRIATE electronic disease surveillance

svstemwithin 5 work days of obtaining the tcst results.

(3) A person in charge of a clinical laboratory shall report HIV viral load test

results, including detectable and undetectable viral load results, and HIV

genohping results, to the Department through the Dcpnrtmcnt’sTHE

APPROPRIATE electronic disease surveillance system, within 5 work days of

obtaining the test results.

1(3)1 fJ The report shall include the lbllos ing inlörmation:

(i) The individuals name and the address, city, county, and zip code of the

individual’s residence.

(U) The patient identifying number assigned to the individual by the physician or

at the facility requesting the laboratory test.

* * * * *



fj To enable the laboratory to coinpieLe the report it is required to (lIe with the

Department. a person or entity that requests a laboratory test for HR’ jor). a CD4 T

k mphoey te count or percentage, or H1’ viral load test results. including detectable

or nondetectable test results, and HI\’ genoflpe test results shall provide to the

laboratory the in Formation iii subsection I(a)(3) (aft4). with the exception of

subparauraphs (vi)—(ix). In addition to the inlbrmation included in subsection I(a)(3)I

(a)(4). a person or entiw that requests a laboratory Lest (hr lllv Ion: a CD4 T

lymphocyte count or percentage, an Hl1 viral load test result, including detectable

or nondetectable test results. and HIS’ genope test results shall provide to the

laboratory the date each test was requested and the type 01’ test or tests requested.

(b) Reportiiig hi’ IpTh’swuinsl lieu//li cure practitioners. hovpiials, and a/herpersotis or em/dec.

u/ia hugiiose AIDS or i’/io receive or woi’idc’ f-ill’ jandj test resultv, (‘Di T—Ivinphon’ie I/es!

resul/sI counts and percentages, or HIV viral load test results, including detectable and

nondetectable results, and HIV genotype test results.

I) A Iphysiciani health care practitioner. hospital. person providing l-llV services or

person in charge ofan entit providing [NV services. ho makes a diagnosis oi’AIDS or

who receives [NV Ion test results. CD4 T-lmphocte Itest resultsi counts and

percentages. HIV viral load test results, including detectable and nondetectable

results, or HIS’ genohpe test results, or who provides an AIDS diagnosis, I-NV Ion

test results. CD4 T-kmphocyte Itest resuitsi counts and percentages. WV viral load

test results, including detectable and nondetectable test results. and HIV genofrpe

test results to patients. shall report the following to the ILMRO responsible for the

geographic area in which the person is tested or diagnosedj Department through



the DepwImen1½APPROPRIATE electronic disease surveillance system within 5

I husiness work days ofthe diagnosis o1AIDS or the receipt of the results of the test:

(I) A diagnosis ofAIDS.

(ii) A positive result of any test approved by the FDA to establish the presence

of l-llV, including a serologic. virologic. nucleic acid (DNA or RNA) or any other

type of Lest Ue FDA approves to establish the presence of I IIV I(effeclive

October IS. 2002)1.

(Ui) IAI CD4 T—lvmphocue Itest result with a count of less than 200

cells/pL or a CD4 T-lymphocte percentage of less than 14% of total

lyrnphoctes (effective October 18,21102)1 counts and percentages.

(iv) A perinatal exposure ofa newborn to l-llV I(effective October 18, 2002)j.

jfl WV viral load results, including detectable and undetectable viral

load results, and HIV genoh’pe test results.

(2) A report ofan H IV test result. CD4 T-lymphoc te count and percentage, HIV viral

load test result, including detectable and nondetectable test results, and HW

genotype test result. AIDS case based on the CDC case definition, or perinatal exposure

ola neborn to HIV shall include the Following inlhrmation:

* * * * *

(xi) The name, address and telephone number of the Iphysieianl health care

practitioner, hospital, or other person or entity that secured a specimen Ibm the

individual and submitted it for laboratory testing.



(xii) The name, address and telephone number oithe entity iii which the AIDS

diagnosis was made or that received the IIIV test result lorL C04 T-lymphocyte

count and percentage. HIV viral load test results. including detectable and

nondetectable test results, or HIV genoh’pc test results.

* * * * *

(4) jAn LMROI A local health department receiving reports ol’ diagnoses oIAIDS.

positive I-NV test results. Ireportablel CD4 T-Ivmphocte counts and percentages. HIV

viral load test results. includin2 detectable and nondetectable test results, and HIS’

genofl’pe test results, and perinatal exposures to I-NV shall lbrvard completed case

reports containing the intbrmation included in paragraph (2) electronically to the

(Department’s Bureau of Epidemiology through a secure electronic medium

specitied by thej Department through the Department’s electronic disease

surveillance system.

§ 27.32h. Confidential and anonymous testing.

* * * * *

(b) Anonymous test results shall be reported in accordance with § 27.32a(b)(2) (relating to

reporting AIDS. [IIV. CD4 T-lymphocyte counts and percentages, HR’ viral load test results,

including detectable and nondetectable test results, and HIV genohpe test results and

perinatal exposure omnewborns to HIV). In lieu oCthe inlbrmation required in § 27.32a(b)(2)(i).

the report olan anonymous test shall incitide an assigned number preprinted on the l-IIV

counseling and testing report form. The report shall also include the individual’s county o

residence.



* * * * *

§ 27.32c. Connseling, testing. referral and partner notification senicesi Partner services
relating to HIS’ and AIDS.

I Counseling, testing referral and partner notification services shall be performed in

accordance with the Confidentiality of HIV-Related Information Act (35 P.S. § 7601—

7612).I

uifl A person providing an AIDS diagnosis. l-ll\’ test results. CD4 T-lvmphocvte counts and

percentages, HIS’ viral load test results including detectal)lc and nondelectaNe viral load

lest results, or HIV genotype test results to a-pa4ien4AN INDIVIDUALmay ask lbr the

Departments assistance with counseling iFthe person chooses to do so.

th] A person who providesPROVIDING an AIDS diagnosis, HIV test results, CD4 T

lymphocyte counts and percentages, HIV viral load test results, including detectable and

nondetectable viral load test results, or HIV genotype test results to an individual shall

inform the individual that the Department or a local health department may contact the

jINDIVIDUAL for a voluntary confidential interview to discuss partner services,

including counseling, testing, referral and partner notification.

(C) COUNSELING, TESTING REFERRAL AND PARTNER NOTIFICATION

SERVICES SHALL BE PERFORMED IN ACCORDANCE WITH THE

CONFIDENTIALITY OF HIV-RELATED INFORMATION ACT (35 P.S. § 7601—

7612).

§ 27.32d. Department authority to require complete reporting.



The Department will have access to and may revie the patient records of Iphysiciansi health

care practitioners. hospitals. persons providing HIV services and persons in charge of entities

providin l-IIV services, who make diagnoses oCAIDS. or who receive or provide FIIV landi

test results. CD4 T—lymphoc>te Itest results counts or percentages. Hl’ viral load test

results including detectable and nondeteetable test results, or H1’ genotype test results.

Access and review iIl enable the Department to conduct case investigations, to deterniine

hetlier under—reporting is occurring, to investigate reporting delays and to investigate other

reporting problems.

§ 27.32c. Record audits.

(a) The Department may conduct record audits ofthe records of’ Iphysiciansi health care

practitioners, hospitals. persons providing [MV services and persons in charge of entities

providing I-llV services1 who make diagnoses oFAIDS or who receive or provide l-IIV test

results, CD1 T-lvrnphoevte counts and percentages, 11EV viral load test results includinn

detectable and nondeteetable test results, or Hl’ genoh’pe test results fbr the purpose of

obtaining information allowing the Department to complete l-IIV janti). CD4 T-lymphocvte case

reports. and viral load and HI\’ genohping case reports to aid it in tracking trends in disease

and obtaining additional funding Ibr prevention and treatment programs. The Department may

audit records going back to January 1.2000. for this purpose.

(b) The Department may require special reports of persons or entities required to report

under this chapter to ensure compliance with this chapter.
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COtgIMONWEALTH OF PENNSYLVANIA
DEPARTMENT OF HALTH

August 12, 2020

David Sumner
Executive Director
Independent Regulatory Review Commission
14th Floor, 333 Market Street
Harrisburg, Pennsylvania 17101

Re: Department of Health — Final Regulation No. 10-209
Complete Reporting of CD4 T-Lymphocyte, Viral Load and Genotyping Test
Results Relating to HP! Regulations
28 Pa. Code § 27.1,27.4, 27.21a, 27.22, 27.23, and 27.32a-32e

Dear Mr. Sumner:

Enclosed is a copy of the above-referenced final-form regulations for review by the
Commission pursuant to the Regulatory Review Act (Act) (71 P.S. §745.1-745. 15). These
final-form regulations amend 28 Pa. Code § 27.1, 27.4, 27.21a, 27.22, 27.23 and 27.32a-32e, to
require reporting of all CD4 T-lymphocyte cell counts and percentages related to HP! infection.
as well as all viral load Lest results, including detectable and undetectable viral loads, and
genotyping test results related to HP!.

The Act provides that, upon completion of the agency’s review of comments following
proposed rulemaking, the agency is to submit to the Commission and the Standing Committees, a
copy of the agency’s response to the comments received, the names and addresses of
commentators who have requested additional information relating to the final-form rcgulations,
and the text of the final-form regulations which the agency intends to adopt. See 71 P.S.
§745.5a(a).

The Department received four comments to the proposed rulemaldng. A list of the names
and addresses of the commentators who requested a copy of the final- form regulations is
enclosed. These comments were forwarded to the Commission upon receipt by the Department.

The Act also pThvides that IRRC may have until its next scheduled meeting which occurs
no less than 30 days after receipt of the final-form regulation to approve or disapprove the final-
form regulation. 71 P.S § 745.5a(e).

RACHEL L. LEVINE. MD - SECRETARY OF HEALTH
625 Fuster Street 8th Flecr West I Health and Welfare Building I Harrisburg, Pennsylvania 171201717.787.9857 p wvov.health.pagcv
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The Department will provide the Commission with any assistance it requires to facilitate a
thorough review of the regulations. Ifyou have any questions, please contact David Toth,
Dfrertor, Office of Legislative Affairs, at (717) 787-7262.

Sincerely,

Rachel L. Levine, M.D.
Secretary of Health

Enclosures
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From: thilletin
To: mbrooks0oasi.noov; srnanrhaywoodiOoasen,cov; rdel!inper(0oasenppv; ciarjssafrccmanoacenatoccrn
Cc: A,). Mendnlsobn; Vinrent Doli hereto; Duane Searle; Martin. Megan; Smith. Pamela fLI-OCC1
Subject: [External] Delivery of Final Rulemaking—Department of Health, Complete Reporting of CD4 T-Lymphocyte, Viral

Load and Genotyping Test Results Relating to HtV Regulations, 10-209
Date: Wednesday, August 12, 2020 12:37:10 PM
Attachments: Brooks 10209 Finel.pdf

Hav’aood 19 709 FinaLodf

.4 TTENTIQN: This email ‘nescage is/ion? an external wink’,’. Do not opeti links or
alt acinnents from unknown sources. To report suspicious ennui, ft ,‘sl’arcl I/IL’ nies.s’age a an
tttwlniient to (‘11 ‘OPA ,,,,SPA Aicipa.gov.
We have attached Final Rulemaking No. 10-209 from the Department of Health.

Please confirm receipt of this email by replying to all.

Thank you.

The Pennsyfvon/a Code & Bulletin Office

AUG12 2020

Independen Regulatory
Review CommIssion



From: Brooks, Senator Michele
To; uiloiolthais; Dellinoor, Ryan; rnflPnrnr.ulJzOCQ
Subject: RE: Delivery of Final Rulemaking—Department of Health, Complete Reporting of CD4 T-Lymphocyte, viral Load

and Genotyping Test Results Relating to HIV Regulations, 1O-2O
Date: Wednesday, Au;ist 12, 2020 6:07:33 PM

Thank you! We have received this notice a.9d will share with the Committee

Best, Michele

AUG 12 ZOZO

Independent Regulatory
From: Brooks, Senator Michele <mbrooks@nasen.gov> Review Commission

Sent: Wednesday, August 12, 2020 12:49 PM

To: McNaugbton, Diane <dmrncnaughton@pasen.gov>; Dellinger, Ryan <rdeHingerpasen.gov>

Subject: EW: Delivery of Final Rulemaking—Department of Health, Complete Reporting of CD4 T
Lymphocyte, Viral Load and Genotyping Test Results Relating to HIV Regulations, 10-209

From DH

From: Bulletin <irJHLI±lLJLitLn>

Sent: Wednesday, August 12, 2020 12:34 PM

To: Brooks, Senator Michele< ilHilr hbjgiJy>; Dellinger, Ryan
Ltirl*Ir:’Qfjj’i..’>;

Cc: A,J. Mendelsohn <rInJLLhnbniJiijzlii.iiL>; DeLiberato, Vincent C. (LRB)
<vi1eliherto(tnaLhii>; Duane Searle <rLJ.j fl1ii.,>; Martin, Megan (OS)

Smith, Pamela (Ll-OCC) <m ln,DsmIthDpdçv>

Subject: Delivery of Final Rulemaking—Department of Health, Complete Reporting of CD4 T
Lymphocyte, Viral Load and Genotyping Test Results Relating to HIV Regulations, 10-209

tIPr
We have attached Final Rulemaking No. 10-209 from the Department of Heath.

Please confirm receipt of this email by replying to all.

Thank you.

The Pennsylvonio Code & Bulletin Office



From: Freeman. Darissa
To: Smith, Pamela (U-OCC1; Sullctin@&rb,us
Cc: Hvwngd. Senator Art; Lewis. Dwight
Subject: Re: Devew of regulation
Date: Wednesday, ALust 12, 2020 11:03:47 AM

Received by Clarissa Freeman
Thank you.
C larissa
Get (hit I rink Ii r i( S

From: Smith, Pamela (LI-OCC) <pamesmith@pa.gov>

Sent: Wednesday, August 12, 2020 10:59:41 AM

To: Bulletin@palrb.us <Bulletin@palrb.us>
Cc: rdellinger@pasen.gov <rdellinger@pasen.gov>; Freeman, Clarissa
<Clarissa.Freeman@pasenate.com>

Subject: Delivery of regulation

• EXTERNAL EMAIL.

Good morning:

AUG 122020

in&pencjen RegulaLory
j Review Commission

Pursuant to SR 318, authorizing the Legislative Reference Bureau to transmit regulations to the
appropriate committees for consideration, we are submitting Final Rulemaking 10-209, Complete

Reporting of CD4 T-Lymphocyte, Viral Load and Genotyping Test Results Relating to HIV, to the

Senate Health and Human Services Committee.

Please provide written (email) confirmation that this rulemaking was received by each of the offices

of the respective Committee chairs.

Sincerely,

Pamela G. Smith I Assistant Counsel

Pennsylvania Department of Health I Office of Legal Counsel

625 Forster Street, Room 825 Harrisburg, PA 17120

Phone: 717.783.2500 Fax: 717.705.6042

PRIVILEGED AND CONFIDENTIAL COMMUNICATION

The information transmitted is intended only for the person or entity to whom it is addressed ond
may contain confidential ano/or privileged material. Any use of this information other than by the

intended recipient is prohibited. if you receive this message in error, pleose send a reply E-mail to the

sender and delete the moterialfrom any and all computers. Unintended transmissions shall not
constitute waiver of the attorney-client or any other privilege.



This message and any attachment may contain privileged or confidential inibrmation intended
solely for the use olihe person to whom it is addressed. I (‘the reader is not the intended
recipient then be advised that forwarding. communicating, disseminating, copying or using

this message or its attachments is strictly’ prohibited. Ifyou receive this message in error.

please notify the sender immediately and delete the information without saving any copies.


