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California Code of Regulations
Title 17. Public Health
Division 1. Department of Health Care Services
Chapter 2. Laboratories -

Article 1. General

| Repeal Section 1215: T oo

“Note: Authority qited: Sections 102 and 208, Health and Saféty Code..

" Amend and renumber S'ection’ 1215.1 to read as follows:
§1—’11—3—1—1215 Deﬁnltlons

(a) "Alcohol" means the umque chermcal compound ethyl alcohol Wlth the exception that
reference in these regulations to compounds to be avoided as skin antiseptics 1ncludes the generic
class of organic compounds known as alcohols. :

(b) "F orensic Alcohol Analysis" means the practical-applicationuse of specialized deviees
equipment, instruments, and methods by-trained-laberator—persennelto measure the

concentration of ethyt-alcohol in samples-of blood, breath, urine, or tissue of persons involved in = - -

traffic accidents or traffic violations.

~ (c) "Breath Alcohol AsatysisT esting" means aﬂalys&sthe s phng—e%aﬂam-ple of a person's S
expired breath, using a breath testing instrument. éea@ﬁeé—?@f—ﬂa&s—p&qa&se—m—e%éeﬁe—ée%emme :
the-concentration-ofethyl-alecholintheverson'sblood: :

(d) "Concentration" means the weight amount of alcohol contained in a unit volume of liquid or - -
‘a unit volume of gas under specified conditions of temperature and pressure; in the case of a .
solid tissue specimen, "concentration" means the weight amount of alcohol contained in a unit
- weight of specimen. ' ’ ' =

- (e) "Forensic Alcohol Laboratory” means a place at which specialized apparatas equipment,
instruments, and methods are used by trained-Jaberatory-personnel forensic alcoho] analysts to
measure the concentration of alcohol in samples of blood, breath, urine, or tissues of persons . -
involved in traffic accidents or in traffic violations; this may be an activity of a laboratory
engaged in activities ether-than in addition to forensic alcohol analysis.




DPH 05-012
_ » , Forensic Alcohol Testing Laboratories
ST SRR : - January 21, 2015

(f) "Forensic Alcohol Superviser Analyst" means a person emplo'yed by a forensic alcohol -
laboratory who ean-beis respons1ble for all aspects of the performance of forensic alcohol

(g) "Method" means the steps-procedures used by a tf&meé—pefseﬁ—forensm alcohol analyst to
. raake-a-measurementof determine the alcohol conceritration in a sample or.specimen. - :

@)(h) "Sample" or "Specimen" means a representative portion of breath:blood, urine, ez tissue,
erefan artificially constituted material, or a portion of expired breath which is essentially
‘alveolar in composition taken-obtained for the purpose of measuring its alcohol concentration. "

Le)(i) "Alveolar" refers to the smallest air sacs in the lungs and to that portion of the expired
breath which is in equilibrium with respect to alcohol with the immediately adjacent pulmonary
blood. _ _ . '

- () "Department" means the California State Depaltment of Public Health and its duly
authorized representatwes ~ :

(k) “Co jetencv Test” means the evaluation of a person’s ability to perform Work in forens1c
alcohol analysis prior to the performance of deendent casework.

( D “Proficiency Test” means a test to evaluate the contmum0 co Jetence of analysts techmcal
support and the pe1formance of a labor atonL '

(m) “Precautionary Checklist” means a’,quide to assist in the meration of a-breath instrume_nt.

(n) “NIST” is an abbreviation for the National Institute of Science and Technoloey.

(o) “NIST Standard Reference Material (SRM)” is a controlled reference material that meets
NIST specific certification criteria, and is issued with a certificate of analysis that details its
characteristics and provides information on its appropriate uses. :
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(p) “NIST Traceable” means that the properties of a reference material/standard are authenticated
by a documented series of comparisons to a NIST standard reference material and the values are
certified by the manufacturer.

(q) “Set” means a group of samples analyzed in a continuous time span.

Authontv Sect1ons 10070% and 100725 Health and Safetv Code Reference Sectlon 100700
Health and Safety Code.

Artlcle 2. Requlrements mr ¥ orensm Alcohol Laboratories
| Amend Section 1216 to read as follows:
1216. | Authoriiatiqri Reriuirement; .

(a) Every laboratory perforrnmg forensic alcohol analysis shall ha*ﬁe—a%ahd—heeﬁse—rssaed—m
HHORS .prov1de the Department with the followmg

fereﬁs&ealeehel—a&a:lyst—traﬁeees—A statement of intent to perform or stop performmg alcohol

analvsrs 1o include fluid analysis. br eath analysis. or both;

2) 583 ; ; i
&éﬁﬂﬁs&a&eﬁ—eiﬂthea}eehe}eﬁa%ysﬂ—aﬂd—heeﬁsme—pfegram—Tlle laboratorv S current

address as well as the name. add1 ess. and nhone numbe1 of the laboratorv’s Domt of contact; -

(3) A:list of current laboratory personnel qualified to do forensic alcohol analysis: and

‘_ (4) A list of current instruments used by laboratory personnel for alcohol analysis.

(b) Forensic alcohol analysis shall be performed only by persons who meet the gualifications set

forth in Section 1216.1 for forensic alcohol analysts.

Authority: Sections 100703 and 100725, Health and Safety Code. Reference: Section 100700.
Health and Safety Code.
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Amend Section 1216.1 to Read as Follows:

1216.1. Qualifications ferLicensingto Perform Forensic Alcohol Analysis.

(a) A laboratory meets the qualifications forlieensing-to perform forensic alcohol analysis by:

&) Mamialmng &qualxtyAQontrol program in forensic alcohol analy31s procedures as
- specified in Section 1220.3; ~ . o

3)(2) Per
ei—&ppfweé-by—the—Depaﬂmeﬁt—Meetmg the proﬁmencv testing requlrements spemﬁed in -

" “Health and-Safety Code Section 100702. Laboratories shall direct approved providers to
submit all external proficiency test results as required by Health and Safety Code Secnon

100702 to the Department. The {aboratories shall submit. at 2 minimum, one test per analvét

per vear, - In addition, laboratory staff shall provide the Department any documentatlon

pertammg 10 corrective actions Wlth respect to proﬁc1ency tests.

{eX(b) A forensic alcohol superviseranalyst is a person who meets the following qualifications:
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(D). Possesses a baccalaureate or higher degree '

o 2

natural science.

(2) Has two years of analytical experrence and experrence 1n 1nterpret1ng and correlatrng

demeanor and behav1or of persons who have ingested known amounts of ethylalcohol. or:

er-in-Hew-of such-two-years-of such-experienee;satisfactorily completes a training course

approved by the Department;laboratory of employment. sSuch t1a1n1ng course to include at
minimum the following schedule of subjects:

(A) Value and purpose of forensic alcohol analysrs,—meluelmg—breathaleehel—anal—ysrs,
(B) Physmlogrcal actron of alcohol
(C) Pharmacology and tomcology of alcohol
) ’.(D) Laboratory methods of fo_re_ns_rc_ alcohol analysrs
(E) Instruments and procedures for breath alcohol aﬂal—ysrs— _e_s_g

(F) Practical laboratory demonstration of the sieuéent—s nalyst’s abrhty to perform forensrc
- alcohol analysrs

(G) Interpretation of results of alcohol analysis, including correlatron of forensm alcohol
analyses with subjective observations of the demeanor and behavior of persons who have
ingested known amounts of alcohol;

(H) Court testimony; -

(I) Court dec1s1ons regarding chemical tests-of alcohol to determlne alcohol influence;
and

() Requirements of these Group 8‘recrulations'.
(3) Ata mmrmum has —Ssuccessfully éemeﬁstr-ates—aeeurae—}%n—the &&al—y%*s—er’—preﬁereﬁey

byhthe—Depaﬁmeﬂt—oompleted a competency test comprrsed of at least 4 samnles that must

(A) Have differing, predetermrned values

(B) Range from 0 to 0.25 percent alcohol concentration:

(C) Have values unknown to the test taker: and
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(D) Be analyzed utilizing the laboratory’s forensic alcohol method.

(E) Results must fall within plus or minus 5% of the known value.

ae‘rm—ﬁes—e{la—fereﬁs&ea%eehel—sapeﬁ%ser The quahﬁcatlon requ1rements set forth in

4ubd1v151ons ( b)(i);.b)@) and | Cb)( 3) shall not apply to any of the following persons

(A) A person who prior to Tanuarzl 1971 quahﬁed as a director of a clinical 1aboratorv
operating under the provision of the California Business and Professions Code. .

- (B) A pErson. who was emploved in the activities of a forensic alcohol supervrsor for a
period of one Vear nnor to ] anuary 1. 1971.

( C) A person Who was guahﬁed b[the Department as a forensic. alcohol sunervrsor onor ._,;_ _ o L
to January 1. 1971. - ST R

(D) A person who was quahﬁed bxthe Denartment as a forensic alcohol analyst priorto
January 1. 1971.

{6)(E) Either is a person who, prior to January 1, 1971, was a clinical laboratory
technologist licensed under the provisions of the California Business and Professions
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Code or is a person who, for a period of one year prior to-January 1, 1971, has been
employed in the activities of a forensic alcohol analyst.

(c) Bvery laboratory performing forensic alcohol analysis shall provide to the Department the
following: . . “ : o

[4)) Avcopv of the diploma(s) or transcripts of relevant education for each individual
performing forensic alcohol analysis for. the laboratory: The relevant educa‘non 1ncludes

p_I'OOf of a baccalaureate or hloher degzee in any apphed physical or natural science:

- (2) A training summary of the topics outhned in 1216.1(b)(2) with a completlon date for. each .
- individual performing forensic alcohol analysis for the laboratorv : Ca

-(3) Conpies of qualifving tests to include written and/or practlcal exammanons for each -
individual performmg forens1c alcohol analysw for the laboratory :

(4) Proof of completion of 2 competency test which follows the requirements articulated in
1216.1(b)(3) for each individual performing forensic alcohol analysis for the laboratory:

(5) Written notiﬁcation'to the Department alerting it that the individual has successfully _
completed his or her training prior to beginning casework: and :

(6) Proof of completion of a proficiency test as outlined in 1216.1(a)(2) for each analyst A
performing forensic alcohol analysis for the laboratory. - :

' Authontv Sechons 100703 and 100725, Health and Safetv Code. Refelence Sectlons 100700 -
and 100702, Health and Safety Code.

Article 3. Licensing Procedures

Kepeé_l Aﬁicle 3.
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Amend Article 4 to read as follows:
Article 43. Training of Personnel

Amend Section 1218 to read as follows:

(a) Any organization, laboratory, institution, school, or collece conducting a course of instruction
for persons to qualify under theseresulations-section 1221.2(a)(3) shall submitprovide a-eourse

- summary-andlistefinstructors-and-theirgualifieations-the following to the Department—fe*f

harl i

approval k20 demonstrate compliance with these regulatlons

( 1A comnlete outline of the training,yhich meets therequirements‘of Section 12-21.._2; .

§2) A copy of the written examination together with the correct angwers;

( 3) A written descnntlon of the pr act1ca1 exammatlon

( 4) A list of quahﬁed 1nstructors and

5) A description of the gualifications of instructors for the training. which at 2 minimum, ..
shall mean persons that-meet the requirements described under Section 1221.2(2)(4)(A).

(b) At the discretion of the forensic alcohol laboratory. any phase or portion of a training
program shall be subject to alteration in an effort to update the program as technological

advances are made or if a portion has been judged inappropriate. The changes will be subject to
Department notification as outlined in this Section. : .

(c) If the Department believes that the laboratory’s fraining program does not comply with these .

regulations, the Department shall notify the laboratory in writing within 30 days with its specific -
.concerns. The laboratory management shall respond to the Department in writing within 30 days.

Authority: Sectlons 100703 and 100725, Health and Safety Code. Refetence Sectlon 100700

Health and Safety Code

R.epeaI.Section 1218.1 to read as follows:

§1218.1. Additional Requirements.

10
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Repeal Section 1218.2.

Amend Article 5 to read as folloWs: |

Aftic‘le Si:;f'Collecti'on and Handling of Blood, Urine, and Tissue Samples . -

. Amend Section 1219 to-read as follows:

§1219 General..

. Samples taken for forens1c alcohol analy31s aﬁé—bfea’eh—aleehel—aﬁalysars—shall be collected and b

- handled in a manner approved-by-the Department. in which the identity and integrity of the

o samples shall be ma1nta1ned throuoh collecuon to analy51s and reporting:

Authontv Sections 100703 and 100725, Health and Safetv Code. Reference Sections 100700
and 100775, Health and Safetv Code. :

Amend Section 12'19.1 to Read as Follows:
§1219.1 Blood Collection and Retention.

(a) Blood salnples shall be collected by venipuncture fforrl living individuals as-soon as feasible
after an alleged offense and processed in compliance with Vehicle Code Section 23158. enls-by

{@(_) Alcohol or other volatile. organic disinfectant shall not be used to clean the skin where a -

specimen is to be collected. Aqaee&s—beﬁ%alkemaﬁ%eﬁée—ézephﬁaﬁ}—aq%eas—meﬁhiela%&ef
othersuitable-aqueous-disinfectant shall-be-used: Examples of suitable aqueous disinfectants

include: aqueous nov1d1ne iodine (Betadine) or aqueous benzalkonium chlor1de (zephiran

chloride).

£(c) Blood samples from living individuals shall be collected using sterile, dry hypodermic
needles and syringes, or using clean, dry vacuum type containers with sterile needles. Reusable

equipment, if used, shall not be cleaned with or kept in alcohol or other volatile organic solvents.

1
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| ¢e)(d) The blood sample shall be deposited into a clean, dry container which is closed with an
inert stopper.

(1) Alcohol or other volatile organic solvent shall not be used to clean the container.

__(2) The blood shall be mixed with an anticoagulant and a preservative.

B(e) When blood samples for forensic alcohol analysis are collected post- mortem, all practical
precautions to iasureensure an uncontaminated sample shall be employed, such as: .= . - -

) Sanmles shall be obtained prior to the start of any embalming procedure. Blood- samples

shall not be collected from the clrculatory system efﬂuent durln0 artenal inj ectlon of: -

- embalming fluid.
refriceration:

(2) Care shall be taken to avoid contamination by alcohol from the dastrointestinal tract - |
directly or by diffusiontherefress. The sample shall be taken from a major vein or the heart.

ée}@_ In order to allow for- ana1y51s by the defendant ‘the remaining portton of the sample shall
be retamed for one year after the date. of collection. ‘ , A :

(1In coroners/medlcal exam-tner cases, bleed—samples shall be retained for at least 90 days |
.after date of collection. S

'(2) Whenever a sample is requested by the defendant for analysis and a-sufficient sample
remains, the forensic aleehoklaboratory, exlaw enforcement agency. or coroner/medical .
examiner’s office in possession of the original sample shall continue such possession, but
shall provide the defendant with a portion of the remaining sample in a clean container
together with a copy or transcript.of the identifying 1nfonnat10n carried on the original
‘sample container. - - : : S

Authonty Sectlons 100703 and 100725, Health and Safetv Code Reference: Sect1on 100700
Health and Safetv Code

Amend Section 1219.2 to0 tead as follows:

§1219.2 Urine Collection and Retention. -

(2) fllhe—eﬁb—appfeveéé_ urine sample from a living individual shall be a sample collected no
. sooner than twenty minutes after first voiding the bladder.

(b) The specimen shall be deposited in a clean, dry container which also contains a preservative.

12
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(cj In order to allow for analysis by the defendant; the remaining portion- of the sample shall be
retained for one year after the date of collection.

(1) Whenever a sample is requested by the defendant for analysis and a-sufficient sample
remains, the forensic aleehellaboratory, ex law enforcement agency, or coroner/medical
examiner’s office in possession of the original sample shall continue such possession, but

.. shall provide the defendant with a portion of the remaining sample in a clean container
together with a copy or transcript of the 1dent1fy1ng 1nformat1on carried leyon the original
sample container. - :

Authority: Sections 100703 and 100725 Health and Safetv Code. Reference: Sections 100700

~and 100775 H_alth and batT{“Code

Repeal Section 1219.3.

’ Amend Article 6 to read as follows

Artwle 65. Methods of Forensic Alcohol Analysis
Amend Secﬁon 1220 to read as follows: -
_ §122(l General

(a) All laboratory methods used for forensic alcohol analysis shall be subJect to standards set
forth in this Article.

(b) Each lieensed-forensic alcohol laboratory shall have e&ﬁle%&h—tl&e—l)epafaﬁeﬁt—detaﬂed up-

to-date ertten descrlpuons of each method it uses for forensic alcohol analysis.-

(l) Such descrlptlons shall be immediately available to the person perform1n<T an analysm—&nel

(2) Each such description shall include the calibration procedmes and the quality control
program for the method. '

13
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Authority: Sections 100703 and 100725, Health and Safety Code. Reference: Section'100700.
Health and Safety Code. '

Amend Section 1220.1 to read as follows:
~§1220.1 Standards "6f7P"éff0YhianZ§él T T T e
(a) Methods for forensic alcohol analysis shall meet the following standards of performance:

(1) The method shall be capable of the analysis of a reference sample of known alcohol . -

.concentration within accuracy and precision limnits of plus orminus 5percentof the value;
- these limits shall be applied to alcohol concentrations which are 8:36-0.08 grams per 100
milliliters or hlgher :

) . "y .y L
adeefua%e—and—appfepﬁa{e—ﬂ? or trafﬁc Iaw enforcement— purposes, the method shall be spec1ﬁc. .
~ for the analvs1s of ethyl alcohol ' L , L

- (3) The method she&}dshall be free from 1nterference from antlcoagulants and preservatlves
added to the sample : :

4) Blood alcohol results on post—mortem samples shall not be reported unless the. oxidizable
substance is identified as ethsd-alcohol by 2 quahtatlve test; :

(5) The method shall give a test result Wthh is always less than 0.01 grams of alcohol per
100 milliliters of blood when living subjects free of alcohol are tested.

(b) The ability of methods to meet the standards of performance set forth in this Section shall be
evaluated by %he—DepafHﬁeﬂ%a forensic alcohol analyst using a laboratory’s proficiency test
results and such ab111ty must meet the 1equ1rements of these 1egu1at10ns

Authority: Secuons 100703 and 100775 Health and Safety. Code Refelence Section 100700,
Health and Safety Code. : S )

- Amend Section 1220.2 to read as follows:
§1220.2 Standards of Procedure.
(a) Methods for forensic alcohol analysis shall meet the following standards of procedure:

1 The sethed-instrum ument(s) shall be calibrated with standards which are water solutions of
alcohol.

14
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(A) Such alcohol solutions are secondary standards- which. for the purposes of these -
regulations. applies to prepared or purchased solutions.

(B) Each forensic alcohol laboratory shall purchase (NIST) traceable secondary alcohol
standards or prepare a secondary alcohol standard estabhsh—the—eeﬁeentrat}en—eﬁeaeh%er

¥ies usmg a dlrect

- ox1d1metrrc rnethod Wthh employs a pr1rnary sta_ndatd such as
Bureaw-of Standards the NIST potassium dichromates.

_ (C) The forensic alcohol laboratory personnel shall verify the concentration of any new

secondary standard used in the method by analyzing the new secondarv standard

concurrentlv Wlth a NIST standard reference materlal

@) &
' eaeh—da54hat—samp¥es—are—s&bjeeted$e-fefam&a4eehel—anahﬁsA blank and secondarv

‘standard shall be analvzed concurrentlmr eror to analvs1s of suhrect samnles on each: daV of
' analvsrs and on any 1nstrument used. A : . o

(3) The procedure shall also include analysis of quality control reference samples as
described in Section 1220.3 and shaH include at least duphcate analyses of samples for
forensic alcohol ana1y51s

(A) A quality control reference sample shall not be taken from the same lot of alcohol
solution which is used as a secondary alcohol standard.

(4) Alcohols or other volatile organic solvents shall not be used to wash or rinse glassware
and instruments used for alcohol analysis;, :

Authority: Sections 100703 and 100725. Health and Safety Code. Reference: Section 100700,
Health and Safety Code. | :

Amend Section 1220.3 to Read as Follow:

1220.3 Quality Control Program.

(a) Methods for forensic alcohol analysis shall be performed in accordance with the following
quality control program: -

15
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(1) For each method of forensic alcohol analysis-it performs; each forensic alcohol-laboratory -
shall make or acquire a suitable quality control reference material containing alcohol, a
sample of which it shall analyze along with each set of samples; the alcohol concentration in
the reference material shall be between 8-36-0.08 and 0.20 grams per 100 milliliters of liquid;

(2) For each lot of quality control reference material, the laboratory shall determine a mean
_value of at least 20 replicate analyses to three decimal places, at a rate of no more than 2

- ~ analyses per day, with the method used for analysis of samples for forensic alcohol analysis;

(3) Acceptable limits of var1at1on fo1 the method shall be set as follows:

(A)The ] lowe1 l11n1t shall be calculated by subtractmg, from the mean value, 0.010 grams
per 100 m11l1l1ters ' , :

(B) The hlcher l1m1t shall be calculated by addmg, to the mean value, 0.010 grams per
100 mllhhters _ :

(4) At least one sample of the quahty control reference material shall be analyzed at the
becrmmncr and end of v&tih—each set of samples analyzed for the purpose of forensic alcohol

(5) Whenever analysis of the quality control reference material is outside the acceptable .
limits, the method shall be regarded to be in error, and a forensic alcohol saapeﬁaser—analvst
shall take remedial action to investigate and correct the source of error;

(6) Until such time as the error has been corrected, as shown by return of the analysis of the
quality control reference material to values within the acceptable limits, no samples shall be
analyzed for the putpose of forensic alcohol analysis.

Authority: Sections 100703 and 100725. Heaith and Safety Code. Reference: Section 100700,

Health and Safety Code.

Amend Section 1220.4 to read as follows:

§1220.4 Expression of Analytical Results.

(a) With the exception of tissue analysis, all analytical results shall be expressed in terms of the
- alcohol concentration in blood, based on the number of grams of alcohol per 100 milliliters of
blood. '

(1) The symbols, grams %, %, and % (W/V), shall be regarded as acceptable abbreviations of
the phrase, grams per 100 milliliters of blood-¥ewid, or grams per 210 liters of breath.

16
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(b) Analytical results shall be reported to the second decimal place, deleting the digit in the third
decimal place when it is present. '

(c) Bleed-Alcohol concentrations less than 0.01% in living subjects may be reported as negative.

| (d) Bleed-Alcohol concentrations less than 0.02% on post-mortem bleed-samples may be
_reported as negative. '

(e) A urine alcohol concentration shall be converted to an equivalent blood alcohol concentration

by a calculation based on the relationship: the amount of alcohol in 1.3 milliliters of blood is
equivalent to the amount of alcohol in 1 milliliter of urine.

b}eeé—Analvtlcal results for breath shall be based on the number of orams of alcohol Der 210 o
llters of breath - : : : R

(g) %ssueaﬂa:lysi-sAnalvtrcal results for tissue analys1s shall be expressed in terms of a we1bht- -

“amount of alcohol in a unit weight of the specimen.

Authority: Sectrons 100703 and 100775 Health and Safetv Code. Reference Sectron 100700

o Health and Safetv Code,

Amend Article 7 te read as follows:

Article #ﬁ. Requirements for Breath Alcohol Analysis-Testing
Amend Section 1221 to read as follows:

§1221. General.

Breath alcohol aﬂalysrs— esting shall be performed in accordance with standards set forth in thrs
Article. T

~Authority: Sections 100703 and 100725. Health and Safety Code. Reference: Section 100700, |
Health and Safety Code.

Amend Sectioh 1221.1 to read as follows:

§1221.1. Authorized Procedures.

17
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(a) Breath alcohol analysis-testing shall be performed only with 1nstruments and related

accessories calibrating units/devices which meet the s%acﬁéafés—ei‘ﬁpeffefmaﬁee—set—{fefth—m—these
regulationsrequirements specified in Health and Safety Code section 100701.

(b) Such instruments may be used for the anatysistesting of breath samples in places other than
Lieensed-forensic alcohol laboratories and by persons other than forensie-alechol-supervisers;

forensic alcohol analysts aﬁé—fefensfe—aleehel-aﬁ&l{fs{—tmmees—on]y if such places and persons are .

~ under the direct jurisdiction of a governmental agency or lieensed-forefisic alcohol laboratory.

(D Breath alcohol aa&a%y&s esting by persons other than ferensic-aleohol supervisers-forensic -

alcohol analysts and-forensic-alecholanalyst-trainees-shall be restricted to the immediate
analysistesting of breath samples collected by direct expiration by the subject into the

-+, instrument in which the measurement of alcohol- coneentratlon 1s performed.

2) Except for the requlrements of Section 1220 4 such 1mmed1ate analysist est1ng shall not
-+ be subject to the requlrements of Article 65., . Lo

. (3) The breath sample shall be collected onlv after fifteen minutes during which time the
. - subject must.not have mcested alcohohc beverages or.other fluids. re,czurcrltated vomlted
- eaten. or smoked. : : o

Authority: Sect1ons 100703 and 100725. Health and Safety Code. Reference: Sect1ons 100700
and 100701 Health and SafemCode. =

Repeal Section 1221.2.

Repeal Section 1221.3.

18
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.Amend Section 1221.4 to read as follows:
§1221.42. Standards of Procedure

(2) Procedures for br eath alcohol aﬂal-ysrstestlnc shall meet the following standards

(1) For eachﬂperson.teste'd, breath alcohol:aﬁal—ysrs—testmg shall include analys1s of 2 separate .. .

breath samples which result in determinations of bleed-breath alcohol concentrations which .
do not d1ffer from each other by more than 0. 02 grams per 100-milliliters210 liters of breath.

2) %Che—aeearaeyeaﬁms%%tems—shall-be—de%eﬂﬁmed-The 1nstruments shall be checked for :

-accuracy with reference samples which are known water solutions or dry-gasses of alcohol.

" (A) Such determination of accuracy shall consist, at a minimum, of periodic analysis of a.-.
reference sample of known alcohol concentration within accuracy and precision limits of .
plus orminus 0.010 grams % of the true value; these limits shall be applied to alcohol
water concentrations and-/or dry-gas standards-reference samples of alcohol from 838 .
0.08 to 8:38-0.25 grams %. The reference sample shall be provided by a forens1c alcohol
laboratory.

+(i) Such analysis shall be performed automatically on applicable instruments, or
manually by an operator as defined in Section 1221.42(a)(5), and the results shall |
be used by a forensic alcohol leberateryanalyst to determine if the instrument
continues to meet the accuracy set forth in Section 1221.42(a)(2)(A).

(B) For the purposes of such determinations of accuracy, “periodic” means either a period
of time not exceedmg 10 days or, followmcr the testm0 of every 150 subjects, Wlnchever
comes sooner. :

(3) Bréath alcohol asalysistesting shall be performed only with instramentsprocedures for
which the operators have received training, such training to include at minimum the
following schedule of subj ects: :

(A) Theory of operations;
(1) Value and purpose of forensic alcohol testing:
(i1) General processes of absorption. distribution. and elimination of alcohol
(iii) Theory of breath alcohol analysis:

(iv) Discussion of the required 15 minute wait .p_eriod: and
(v) Methods of breath alcohol testing.
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- (B) Detaﬂed procedure of operation;: - o o ,
(1) Procedures of analysis for the specrﬁc breath alcohol testing instrument used

by the agency.
~ (C) Practieal-experience;Precautionary checklist:

(i) Description of, and adherence to. the Precautionary Checklist.

“(D) Pree&uﬁeﬂar—y—eheékh&t——Practlcal experience:

(i) The Precautionary Checklist shall be incorporated into the testquuence
(ii) Each instrument screen prompt shall be discussed and reviewed by the 1nstruct01
(iii) The operation of the breath instrument shall be demonstrated by the instructor.

(iv) The instructor shall observe the trainee(s) perform a test on the mstrume_nt while

he or she acknowledcres each step of the Precautionary Checkhst

(E) Weﬂ—ﬁd#efprae&eal—ekamﬁ&a&e&m the completlon of the training session.. each

breath instrument operator trainee will be requrred to successfully complete a Wrrtten
. exammatlon and to achleve a passnlg score of a minimum of 80%.

A F) Prror to the comnletron of the trarmng SESSion. each breath 1nstrument operator tramee
" will ' be required to successfully. complete a breath test. accurately following. the
\ PrecauuonarLCheclmst as outhned in 1221.2(a)(3)( C) :

' @) Upon successful comnle‘uon of the trarmng session and successful completron of- both

the written and practical examinations, the trainee will be issued a certificate. The _

certificate will indicate the onerator S name. ID/Badcre #. agency, and include the
instructor’s name.

4 Trarmng curr1culum in the procedures of breath alcohol aﬁal-ys&s esting shall be developed
by ©
alcohol malyst&eﬁemmieﬂeehe%&ﬁdﬁﬁmﬁmeﬁﬁheeﬁwd—fef%ﬁ&deeh%ab%ﬁeg.
Department notification of the proposed curriculum will follow Section 1218.

fespeﬂﬁb}e—feﬁhe—traﬂﬂﬁg—aﬁd—quahﬁaﬁc—eﬁesﬂs&ueters—The mstructors w111 be. at

minimum. certified breath instrument operators with 2 vears of practical experlence ora -

- forensic alcohol analyst who has successfully completed the breath instrument trarnmg n :

and has at least 6 montlis of nractical experience with the instrument. Training in the .
Theory of Operation. pursuant to 1221.2(a)(3). shall be coordinated by a forens1c alcohol

analyst.

(B) The breath instrument operator trainees will receive, at a minimum. 4 hours of
instructional training by a certified breath instrument operator.

(C) If a breath instrument operator trainee has already undergone training to operate an |

approved breath testing instrument. the trainee may receive mstruc‘uon as above
excludine the portion covering 1221.2( a){3)( A).
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(5) An operator shall be a fe%eehel—s&peﬁ%@f—f@ensm alcohol analyst;-forensie
alechelanalystirainee or a person who has completed successfully the training described

under Section 1221.42(a)(3) and 1221.2(a)(4) and who may be called upon to operate a
breath testing instrument in the performance of his_or her duties.

- (6) Records shall be kept for each instrument to show the frequency of determination of
accuracy and the 1dent1ty of fehe—__y_person performmo the-a manual determmanon of
accuracy.

(A) Records shall be kept for each 1nstrument at a lieensed forensic alcohol laboratory

__showing comnhanoe W1th thls Section. -

(bY A precautlonarv checkhst shall be avaﬂable at the location of each instrument.

Authority: Sectlons 100703 and 100775 Health and Safetv Code Reference Sect1on 100700. "
Health and Safetv Code ' :

- Amend Seotio_ﬁ 1221.5 to read as follows: |
| §1221.53. E_xpressioh of Aﬁaﬁ%&ea{QResﬁlts.

Results of breath alcohol aﬂal-ysis—tesﬁng shall be eXpressed as set forth in Section 1220.4.

Authority: Sections 100703 and 100725. Health and Safetv Code. Reference: -Section 100700,
Health and Safety Code.

Amend Article § to read as foiloWS' '

| - Artlcle 87 | Rec'oi'ds
Amend Sec‘uon 1222 to read as follows .. B
§1222. General '

. Forensic alcohol laboratories aﬁd—]:aw—eﬁiefeemeﬁt—ageﬁe}es—shaﬂ maintain records which clearly
represent their activities which are covered by these regulations. —Sﬂeh—}eeefds—sha}l—be—%aﬂab}e

forinspectionby-the Department-onvequest:

Authority: Sections 100703 and 100725, Health and Safetv Code. Reference: Section 100700.
Health and Safety Code.
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Amend Section 1222.1 to read as follows:
§1222.1. Forensic Alcohol Laboratory Records.

(a) Each laboratory which is-lieensed-to-performs forensic alcohol analysrs shall keep the

__following records for a period of at least three years:

(1) An up-to -date record of persons in its employ who are qualified as forensic-aleshel .
supervisersand-forensic alcohol analysts; the record shall include the quahﬁca’nons of each
such person, including but not limited to the records of education, experience; and training

3(2) Records of samples analyzed by that laboratory under these reoulatrons the1r results. -
and the 1dent11:y of persons performmg the analyses; L L

.' “43) Records of the quahty control program;

84 Records of laboratory perforrnance evaluation in alcohol analysrs as shown by results
. of proficiency tests;

£63(5) Records of suel-determinations of accuracy maintenance. and/or cahbrat1on of breath
testing instruments as a 1aboratory may perform—fef—lasae—en%reemeﬂ{—aaeﬁeses '

£7(6) Records of sueh the tra1mng as—a—LaJeerafeeﬁLrﬁaff—preﬁée provided to persons Who
operate breath testrng instruments fer—}aw—enagereement—aeeﬁe}es : ;

Authority: Sections 100703 and 100725. Health and Safetv Code. Reference Section 100700, v

Health and Safe’w Code.

Repeal Section 1222.2.
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- INITIAL STATEMENT OF REASONS
FORENSIC ALCOHOL TESTING LABORATORIES

CALIFORNIA CODE OF REGULATIONS, TITLE 17

SUMMARY OF PROPOSAL ~~

Senate Bill 1623, Chapter 337 (statutes of 2004), created section 100703 of the
California Health and Safety Code, which took away the State Department of Public
__Health's (Department's) .involvement in licensing forensic alcohol testing laboratories.

The legislation created the requirement that the Department establish a review"
committee (Forensic Alcohol Review Committee; FARC) fo evaluate Group 8 -

(commencing with section 1215) of subchapter 1 of Chapter 2 of D|V|snon 1 of Title 1'7 of .

the California Code of Regula’uons

FARC has the mandate to revise those regu‘lations to ensure the competence of .

laboratories that perform forensic alcohol testing.  The revisions to the regulations must '; . S
ensure the proper performance of the employees in testing, analyzing,-and reporting the ...~ .. ... -

results of the tests and ensure those laboratories and employees comply with applicable
~laws. The California Health and Human Services Agency reviews the revisions to the .
regulations and has 90 days to disapprove of any of the revisions. VWhen the revisions
are finalized, the Department must adopt the revisions as regulations, all pursuant to
section 100703.

The purpose of this proposal is to amend the regulations governing the requirements
laboratories are held to when performing forensic alcohol testing. Those laboratories:

provide key information used in prosecutions for driving under the mﬂuence of alcohol, -
particularly when there have been traffic accidents.

The amendments update the regulations to reflect changes in the applicable Health and
Safety Code statutes. For instance, the Department no longer licenses laboratories to
conduct forensic alcohol testing. In‘addition, equipment used to determine breath
alcohol concentrations must now be listed as conforming products in the Federal
Register by the National Highway Traffic Safety Administration of the United States

Department of Transportation. Also, the proficiency testing of the laboratories must now .

- conform to the American Society of Crime Laboratory Directors/Laboratory Accreditation
Board (ASCLD/LAB) guidelines for proficiency testing. The revised regulatlons reflect
these changes in the statutes.

(

AUTHORITY AND REFERENCE

~This rulemaking action implements, interprets, and makes specific the California
statutes governing the operation of forensic alcohol testing laboratories in California.
The statutory authorities cited for this regulatory proposal are found in California Health
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and Safety Code sections 100703 and 100725. The reference cited in this regulatory
proposal is California Health and Safety Code section 100700.

POLICY STATEMENT OVERVIEW

_ Problem Statement: The regulations that make specific, interpret, and implement the

- broad Health and Safety statutes located at section 100700, ef seq.; are in Title 17 of

the California Code of Regulatrons These regulatlons were last updated in"1986.

“In the previous 25 years, teohnology, educatlonal requirements for college-degrees,v and |
California law with regard to forensic alcohol testing have changed dramatically. For

" - instance, the advent of advanced data processing systems-and mobile breath

. instruments has enabled alcohol testing to reach new levels of efficiency and accuracy. . .
- Instruments run diagnostics, run calibration checks, and prompt offrcers to follow the
* precautionary checkllst alt automatically. - . o

i The introduction of Natlonal institute of Standards and Technology (NIST) traceable dry- .

: . gas standards in late 1990’s" has allowed breath-testing-to become significantly easier " L

to perform and- aliows for scientists to check the calibration of their instruments with.- - . -

~ every single subject breath test. This is in contrast to the current Department = - ..
regulations from-the 1980’s,-which require calibration every 10 days with a solution, an

- antiquated process. NIST is a national standards-setting federal agency inthe -
Department of Commerce. NIST traceable standards for blood alcohol testing can be -

- purchased, standards with exceptional levels of accuracy and precision, standards that .
can replace the time consuming and less accurate titrated solution standards. These -
standards can be purchased with many different concentratrons aIIowrng for better
instrument calibration and therefore more accurate tests

Improvement in technology includes the capability for instruments to reject a test when
a test parameter is not met. Instruments have become mobile, allowing for roadside -
breath testing. Data can be downloaded, transferred, collated, and compiled, allowing -
for better and more modern data management. This also facilitates the dlscovery
process, much of WhICh is becoming electronic. :

In addrtron college degrees course Work class tltles and curriculum have advaneed ,
- and changed to the point that it is difficult to correlate modern students coursework with .
~ the requwements of the 1986 regulatlons : : :

' Journal of Analytical Toxico/ogy 1997,21(5):369-372. '
hitp://www.ncbi.nim.nih. chpubmed/’?term Journal+Analytical+Toxicology+21(5Y%3A3
69.

Z Soliman, Mary (2008).
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California law addressing driving -under the influence has changed, creating the need for

" altered criteria in alcohol testing. Whereas the current regulations center on a 0.1%
level, the pertinent legal limit is actually at 0.08%.> Driving under the influence laws for
juvenile and commercial drivers require alcohol programs that check the accuracy of
their levels down to a 0.01%. These changes in California law serve to further diminish
the relevance of the current regulations. . :

- laboratories have also changed. The changes and updates to these regulations reflect
these changes.

For instance, proﬁciencv.testing.‘ Proﬁoievno:y testing is an integral part of an effective

- quality-assurance program. It is one of many-measures used by a laboratory to monitor
its.own performance and fo identify areas in which improvement may be needed. It
verifies that technical procedures are valid and that the quality of the work product is
maintained at a high level. Therefore, crime laboratories must take proficiency testing:
very seriously and must have stringent criteria for employing a proficiency-testing _

- program. In these proposed. regulations, laboratories must now meet the. proficiency- .-

. testing critéria.of the American Society of Crime Laboratory Directors/Laboratery-.. = .
Accreditation:Board (ASCLD/LAB), which means they.are held to national standards.*
ASCLD/LAB: is a national and international crime laboratory accreditation organization.
Greater than- 95% of Calrforma S orlme Iaboratorles are acoredlted by ASCLD/LAB.:

Another ohange is that the Department w1ll no Ionger reguire forenslo alcohol o
laboratories to have on file with the Department writien descriptions of the methods it
uses for forensic alcohol analysis. The laboratories will, however, still be required to
maintain detailed, up-to-date written descriptions of each method and to'make these
_-available to the Department on request. :

. Because 25 years have passed since the |ast revision of forensic alcohol testing -
- regulations, the forensic community finds itself in a new era of teohnology, educatlon _
- proficiency:testing; and oversight.-. ' : : o

Objecz‘lves The-broad objeotlves of this proposed regulatory actron are 1o aooomphsh
- the following: A

- »Codlfy in the regulatlons the removal of the authority of the Department overthe _
‘ Ilcensmg of the state s forensic alcohol Iaboratorles SR :

+  Adopt updated standards pertaining to forensic alcohol laboratory operations,
including maintenance of records, testing protocols, proficiency testing, and

®Vehicle Code § 23152.
* Health and Safety Code §§ 100700 to 100775,
Page 3 0f 26
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training and SuperVISIOl’l of laboratory-staff, proposed by the review committee as
necessary to effectuate the enabling legislation.

Benefits: The anticipated benefits from this proposed regulatory action are the following:

e Clarification of the Department’s role i in the oversight of forensic alcohol testing
- laboratorIes e

. ClarIfIcatIon.of the educational and experience requirements for forensic alcohol .
analysts. : :

° Cla‘riﬁcatlonfofthe testing Aprocedure

January 21, 2015 -

. Create a more unIform and more- accurate testIng environment, which will lead to

better results In the prosecutIon and defense of alcohol related otfenses

° Al.lovy the state to better controldr_unk drIVIng.

" CONSISTENCY AND COMPATIBILITY WITH EXISTING STATE REGULATIONS e

_ The Department and FARC evaluated whether the proposed regulatIons are . - :
inconsistent or incompatible. with existing State regulations. This evaluation Included a
review of the Department’s laws and specifically those statutes and- regulations related.
to forensic alcoho! testing. The Department and FARC also conducted a review of
- California Vehicle Code statutes related to prosecutions for driving under the influence
- of alcohol and considered several research publications and reports.

No statute or regulation conflicts with this proposed regulatory update. No other State
regulation addresses the same subject matter, and this proposal is not inconsistent or
Incompathle with other State regulatIons -

Business Reportmg Requrrement
None

DETAILED DISCUSSION OF EACH REGULATION

CalIfornIa Code of Regulatlons TItle 17 Sections 1215 to 1222. 2
| ~ Article 1. General |
Secfion 1215: It is proposed this sectIon be amended to remove the prior authority.
The section had been adopted prior to the creation of the Office of Administrative Law in

1980. Regulations adopted or modified after 1980 include statements of authority as
part of each regulation.
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This section will now prowde defmltlons of terms used in the regulations, which were
previously in section 1215.1. The amendments to these definitions are reasonably
necessary to provide for uniform interpretation of the text, consistency in the

terminology used in the proposed regulations, and to effectuate the purposes of the
.enabling statute. New definitions are proposed for adoption, and outdated or
unnecessary definitions are proposed for deletlon The reasons for each ofthe
proposed changes are as follows. '

Subsectlon 1215(a) ThlS definition was maintained in its current form because it
-accurately- reﬂects the definition of "alcohol” for the purposes of these regula’nons

'Subsectlon 1215(b) ThlS deflnltlon was changed to clarlfy meaning and to use more- - |

common language. To this end, “practical apphcatlcn was replaced with use,” and

- “device™ was replaced with “equipment.” In section 1215(a), *alcohol” is. defined as the - o
unique chemical compound ethyl alcohol. Therefore, the descriptor “ethyl” is propesed - -
to be struck in this definition to avoid redundancy. Finally, the reference tothe. .~ ... .. ..

operators.of the equipfiént was struck from this definition (“trained laboratory . .

personnel”) because the definition should be restricted to the analysis itself. .~ - .

Appropriate personnel to'perform'these analyses are defined elsewhere. ...

Subsection 1215(c) The change from “analysis” to “testing” is propdsed becauee_ itis
more consistent with the accepted verbiage used throughout the country
The word “analysis” describes how the test results are achieved, which is not suitable in

“ this context. Thus, its removal makes this revised definition more clear and appropriate. - ‘

The word “sampling” reflects more accuraiely the limited function of the breath
instrument operator in simply obtaining a breath alcohol test result.

- Subsection 1215(d)'This subsection remains unchanged.

Subsection 1215(e) This definition was changed fo increase its clarity. and to provide

consistency with other definitions. The “trained laboratory personnel” phrase was

replaced with “forensic alcohol analysts” to be very specific. In addition,.the word .

. “apparatus” was changed fo “equipment,” and the word *forensic” was added to the
phrase “alcohol analysis,” to provide conststency with other stated deﬁmtlons The

- phrase “other than” was changed to “in addition to” to provide more clarity. -

Subsection 1215 (f) This definition eliminates the prior outdated and- obsolete = - ‘
classification of forensic alcoho! supervisor here and throughout this document. These
regulations specify the qualifications required to be an analyst and the guidelines of
‘those analyses. The revised language provides clarity, especially to the-legal
community, courts, and juries who may incorrectly assume a “forensic alcohol
supervisor” is an actual supervisor in the laboratory. This is not in fact the case.

The words “can be” were changed to “is” to provide clarity.
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Subsection 1215(g) The definition for “forensic alcohol analyst” is now located in
Section 1215.1(f). The requirements for analysts are defined in the enabling statute;
thus their classification and definition (forensic alcohol analyst and forensic alcohol
analyst trainee) are no longer required. Therefore those definitions have been repealed.
. The subsections were then re-designated. This subsection now defines “method.” The

changes to the definition specify who uses the method and gives a more clear definition -~

as to what a method is. In addition, it provides for consistency of verbiage throughout
the definitions and their use elsewhere in the proposed regulations.

Subsection 1215(h) This deﬂnltlon has" been amended to more accurately define a-

breath sample or specimen. A breath sample shouid be alveolar in composition. The -
scientific nature of breath alcohol analysis requires’ deep lung air (i.e., alveolar air)
because it best represents the alcohol concentratlon in an lndlwdual This is also

: con3|stent with Title- 17 as currently wrltten : e -

| i ":Subsectlon 1215(1) Thls subsectron remalns unchanged

| ...vSubsectron 1215(]) The deﬂnltlons of “mstrument and “devxce were: repealed The

- words “instrument” and- “deVIce are-common terms, and therefore it is not necessary- to

define them.

This deﬁnition of “Department was amended 10 reflect the change from the Department
- of Health Services 1o the Department of Public Health :

Subs_ectron 1215(k) This deﬂnrtlon of “llcense ‘was repealed because the enabling
legisiation removed the Department’s authority to issue such a license.

The-definition of “.Competency Test” was added because it is used elsewhere in the
proposed regulations and should be distinguished by the term “Proficiency Test.”

. Subsection 1215(]) The definition of “Proficiency Test’ was added to define the term,
~'which is used elsewhere i m the proposed regulatlons and to help dlstmgulsh the term
from a competency test”® : :

‘Subsection 1215( ) This deﬂnltlon of “Precautlonary Checklist” was added to deﬂne"‘- :
the term, Wthh is used elsewhere in the proposed regulatlons

Subsection 1215(n) This abbreVIatlon of “NIST” (Natlonal Institute of Standards and
Technology) was added to define the term, which is used elsewhere in the proposed
regulations. NIST is a national standards-setting federal agency in the Department of
Commerce, widely viewed by expert as setting the best standards in the country.

% 2006 Supplemental Requirements for the Accreditation of Forensic Science Testing Laboratories,
January 24, 2006.
® 2006 Supplemental Requirements for the Accreditation of Forensic Science Testing Laboratories,
January 24, 2006.
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Subsection 1215(o) This definition of “NIST Standard Reference Material (SRM)” was
added to define a term used elsewhere in the proposed regulations and to dlstlngwsh
the termfrom a NIST traceable material. v

__Subsection 1215(p) This deﬂnltlon of “NIST Traceable,” which indicates manufacturer
certification of the values, was added to define a term used elsewhere in the proposed
regulatlons and to distinguish the term from a NIST Standard Reference Material..

Subsectlon 1215(q) Thxs definition of “set’ was added to define a term that is used
elsewhere in the proposed regulatlons and to provrde clarity. -

: Artlc,le 2. : Requtrements for Foren5|c Alcohol Laboratorie‘s

- Subsection 1216(a) This subsection-was amended fo remove the language regarding - - -
the Department'’s jurisdiction over issuing licenses. The Department no longer has that- - - . -
~authority. Instead, each laboratory will have to provide the Department with certain: .- .. ..

' mformatlon o ensure there is a reposrtory of lnformatlon for the pubho

o Subsectlon 1216(a)(1) The proposed amendment clarn‘les that the Department no .
longer determines who performs alcohol analyses, and the references fo the supervrsor
and frainee classifications have been removed o be consistent with the changes in -~ .
these regulations: It is proposed that each laboratory provide the Department with a -
statement of intent, to notify the Department it will be performing alcohol or breath - -

analyses, so there is a repository of information on who is performing breath analyses in .

the state in compliance with Title 17. These records_will be kept for public access.

Subsection 1216(a)(1)(A) This subsection is repealed in its entirety because the
Department classification of trainee and.supervisor has been eliminated. They were
eliminated because the distinction is irrelevant because under these proposed
regulations, anyone meeting the performance standards may perform analyses,

Subsection 1.216(a)(2:); This subsection |s amended because the enabling Iegislation
‘removed the Department's jurisdiction to provide licenses. Instead, laboratories must
submrt certaln lnformatron |nolud|ng their addresses

Subsectlon 1216(a)(3) A Ilst ot current laboratory personnel qualified underthese
regulations to perform forensic alcohol analysis must be provided to the Department. :-

Subsection 1216(a)(4) A list of current instruments used to perform alcohol anat'ysis
must be provided to the Department.

Subsection 121.6(b) This subsection remains unchanged.

Section 1216.1 This section has been amended to remove provisions related to the
Department’s licensing of the laboratory; the enabling legislation removed that authority.
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Subsection 1216.1(a) This subsection has been amended to remove provisions related
to the Department’s licensing of the laboratory; the enabling legislation removed that
-authority. The addition of “forensic alcohol” to the laboratory description provides
improved clarity. -

Subsection 1216.1(a)(1) This subsection is amended because the Department
classification of forensic alcohol supervisor has been eliminated by the enabling statue.
This change reflects a [aboratory’s ability to operate without a forensic alcohol
-_supervisor classification. The educational requirements for a forensie alcohol analyst

have increased (see section 1216.1(f)(1)) such that having an additional classification of

‘a forensic alcohol supervisor is not necessary for the performance of all of the functions.
of forensic alcohol analysis.

.~ This subsection has-been amended to include the addition of a citation:to clarrfy the R
- 'locatron of the requlrements thereby avondlng redundancy in the proposed regulatlons :

Subsectlon 1216 1(a)(2) ln 2005 the Department drscontlnued onsrte lnspectlons
following the change in.the Health and Safety Code that took away the Dep,artm_entf

~ - licensing authority. This subsection was amended to.reflect the change. Health :and--: R L

Safety Code section 100702 requires ASCLD/LAB, the accrediting body of crime.
laboratories in California, ‘annual audits of all accredited areas, as well as S
reaccreditation inspections every 5 years. ‘In addition, all laboratones work product -
-may be scrufinized in the court.system.

- dtis proposed that Iaboratones must now report the results of all external proficiency test
resulis to the Department, with a minimum being one test per analyst per year. .
Laboratories must also provide all documentation of corrective action with respect fo
any poor proﬂmency test results This mformatlon will be kept for public access.

Subsection 1216 1(a)(3)—(5) These subsectlons were. repealed because the -
Department no longer has the Junsdlctlon to llcense laboratorles

Subsectlo_n .1216.1.(b) ThlS su,bsectlon remains unchanged.

Subsection 1216.1(b){1) This subsection was amended to remove “or an equivalent” to .

~ further clarify the section. The phrase "in any.applied physical or natural science” was. = .

added to allow employers more-specific instruction over educational requirements -
because “appropriate discipline” was too vague. In addition, “applied” indicates hands- :
on experience versus theoretical experience. Hands on is preferred because it shows
experience and application of theoretical experience. Finally, the reference to the
Department was repealed because it no longer has oversight in this area.

Subsection 1216.1(b)(2) This subsection was amended to replace the phrase
“approved by the department” with “laboratory of employment.” This clarifies that an
individual must be qualified by his or her specific Forensic Alcohol Laboratory.” The
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expectations of the course training are outlined in the following sections. Giving the
laboratories control of the approval of courses appropriate for training forensic alcohol
analysts allows for local laboratory control of when, where, and by whom these courses
W|II be offered. ‘ :

The word “ethyl” was eliminated to be consistent with the rest of the document and
 because the type of alcohol has already been defined.

Section t216.1(b)(2)(A) This subsection was amended to remove the phrase “including
breath alcohol analysis” because it is redundant.: The term “Forensic Alcohol Analysis”
is defined in Section 121 5(b) and incl'udes a reference to breath alcohol analysis.

Sectnon 1216 1(b)(2)(B) Thrs subsectlon remalns unchanged
Sectlon 1216 1(b)(2)(C) ThlS subsectlon remains unchanged

Sectlon 1216 1(b)(2)(D) ThlS subsectlon was amended to: |nclude the word “forensnc
for clarlty and conststency o .

. ,Sectlon 1216 1(b)(2)(E) ThlS subsect|on was amended to replace the word “analysns

with “testing” to moere accurately reflect the training topic.” This also reﬂecte the change '
~-in the deflnltlon of “Breath Alcohol Testlng” noted in Sectlon 1215(c). :

| 'Sectlon 1216. 1(b)(2)(F) This subsectlon was amended to add the word “forensic” for .. -

clarity and consistency.. “Analyst replaces “student” because an analyst is not a
student. : oo

Section 1216. 1(b)(2)(G) This subsectlon was -amended to add the word “forensic” for -
clanty and consrstency :

Section 1216 1(b)(2)(H) ThlS subsectron remains unchanged
Sectmn 1216. 1(b)(2)(|) Thls subsec’uon remains unchanged

Section 1216.1(b)(2)(J ) This subsection was amended to remove the words. “these -
regulatrons and the Iocatron of the specrflc regulatlons were added for clarity..

Section 1.216 1(b)( ) This subsect|on was amended for clarlty Completlon of
“competency” tests rather than “proficiency” tests is more accurate in this context The

- addition of the definition of competency tests under Section 1215(k) will aid in the clarity
of this section. The references to “the Departmént” were removed to reflect the change
in the statute. It is proposed that ASCLD/LAB national guidelines be used.

The reference o passing examinations prescribed by the Department is deleted
because the laboratory of employment has requirements that will be the determining
factor in deciding whether a person is deemed competent in forensic alcohol analysis.
This is referred fo in the Section 1216.1(c)(4). Testlng by accredited laboratories,
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whether by written or practical examinations, is more current and relevant to today’s .
technological advances. The following proposed changes are those recommended by
ASCLD/LAB:

(A) Have differing, predetermined values;

(B) Range from 0 to 0.25 percent alcohol concentration;
(C)Have values unknown to the test taker; and

(D)Be analyzed utilizing the laboratory’s forensic alcohiol method.
(E) Results must fall wrthrn plus or minus 5% of the known value. .

Section 1216 1(b)(4) The information presented here is no longer accurate Instead
prewous subsectlon (b)(5) Is tabulated for easier reading as (b)(4) -

‘ Sectron 1216 1(c) Thls sectlon llsts the information a laboratory must submrt jie} the
Department regarding their forensic alcohol analysts. This requirement will aliow
: over5|ght of the Iaboratones to ensure complrance wrth these regulatlons

- Prewous subsectlons (b) through (e) These subsectlons were repealed because the
Department no longer has the authorrty to llcense laboratorles Coes T

Prevrous sect|on 1216 1(f)('l)—(6) ThlS subsectlon was repealed in. rts entlrety ThIS
- element is covered in general in Section 1216.1(b)(2). The forensic alcohol laboratory_ :
~ will be required to ensure its analysts are competent to conduct alcohol analysis.. This -
is also covered in Section 1216.1(b)(4). Running 25 samples with known results serves
only as practice for an analyst and does not show competence. The competency test
requirement outlined in Section 1216.1(b)(3) is a true test of an analyst s competency
becausé the answers fo the test are unknown to the analyst.- :

) .
Previous sectlon 1216.1(g) This subsectlon was repealed because the trainee
classification has been eliminated; thus this subsection is no longer applicable.

Article 3. Licensing Procedures
This article was repealed because it pertained only fo matters prewously under the -
' 'le’lSdIC’[IOﬂ of the Department but that are no longer
New Article 3 Tralnmg of Personnel
This artlcle dlscussed approprlate training’ programs programs that are deemed
suitable by the Department. The proposed regulations further codify the removal of the
Department’s jurisdiction over fraining.

Section 1218 This section is amended fo enumerate what must be submitted to the
Department regarding training programs to ensure compliance with these regulations.
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This section clarifies-that the discretion regarding the content of training programs lies

" with the laboratories, not the Department. However, it allows the Department to notify a
laboratory if the Department believes the tralnmg program is out of compliance with
these regulations.

Section 1218.1 This section is combined into Section 1218.

~ Section 1218.2 This section is repealed because the Department no longer has this
-authority under the amended Health and Safety code statute. '

New Article 4. Collectlon and Handllng of Blood Urine, and Tlssue Samples :

This article is amended to update the requnrements for collectmg the samples usedin

forensic.alcohol testing. The fitle of this article. was amended to more accurately reflect - |

the kinds of samples being collected under these regulations.

~Section 1219. This section was -amended {0 remove the phrase"‘appreyed by the . .. o

Department.” The Department no longer has the power to approve per the enabling
statute. - Appropriate -handling is outlined in the regulations. For those issues.not -

: . specifically outlined.in Section 12191, it is proposed that the laboratory’s protocols A_ o S

- address these particulars (chain of custody logs, labeling, security, etc.)-as each..
- laboratory entity sees fit; while fulfilling the requirements outlined in Section 1219.

-~ FARC believes this is the best option because the adversarial justice system provides

for the ultimate oversight of proper collection and handling, because these issues are. -
' challenged in most driving- under-the-mﬂuence cases. :

‘Subsection 1219.1(a) This subsection was amended to reflect a change in the
California Vehicle Code. .

Previous subsection 1219.1(b) This subsection was repealed in its entirety. This
section is vague and puts the onus on the technician drawing the blood to determine
what amount is sufficient versus on the analyst with the knowledge to support that
decision-making process. It is proposed that the analyst will be required to determine .
whether the sample collected is sufficient to perform. duplicate analyses.

. New subeectien 1219.1(b) These subsections were re-deeignated.g

Some amendments to the language were made to update the section as to suitable
disinfectants. In 2002, the Department determined that the agueous merthiolate or

other mercury containing compounds should not be used to clean the skin as these - -

compounds are now known to cause cancer or reproductive toxicity. Therefore, it is-
proposed that less dangerous substances be used. : :

" New subsection 1219.1(c) This subsection was amended to increase clarity and to
make it grammatically correct.

New subsection 121§.1(d) This subsection remains unchanged.
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New subsection 1219 1(e) The subsection was amended to change the word * ‘insure”
to “ensure” for grammatical correctness.

New subsection 1219.1(e)(1) This subsection was amended to reflect current crime -
laboratory best practices. Current best practices recommend the addition of a
preservative irrespective of refrigeration. Current best practice also is to store blood
_specimens in a refrigerated environment.

New subsection 1219.1(e)(2) This subsection remained nearly as written because it.
reflects current best practices. :

~ New subsection 1219.1(f)(1) This subsection was amended to replace “coroner” _With g

“medical examiner.” Different jurisdictions may‘ use.a coroner system, whereas others

use a medical .examiner-.system The term “coroner” in this sense may be incorrect.

The term “medical examiner” is more accurate and will apply to either system. .

- Subsection 1219.4(f)(2) This. subsectlon ‘was: amended o Create a.more accurate
representatlon of current practlces e S Co e

- Subsectlon 1219 2(a) ThIS subsectlon was: amended to delete ‘an approved” sample -
. - because the Department does not “approve”. of certain practices. It.also clarifies that .-

~ the protocol'in this section refers to-a living individual, because these procedures are
not used when dealmg WIth urine collectlon from a deceased person.. o

Subsectlon,1219.2(b) Thrs subsectron remalns unchanged. :

Subsection 1219.2(c) This subsection remains unchanged.
Subsection 1219(c)(1) This subsection was amended to include “or coroner/medical -
examiner’s office” to create a more accurate representation of current practices. The
change of “by” fo “on” provides consistency with prior language contained in -

Section 1219 1(g)( ).

Section 1219.3 ThIS subsectlon was relocated to Artlcte 6 (Requurements for Breath :
Alcohol Testlng) as Sectlon 1221 1(b)( ). : :

‘ New Artlcle 5 Methods of Forensrc Alcohol Analys:s

ThlS article outlrnes the requlrements for conductlng the analysis of a sample.. tt ,
-includes discussions on sample handhng testing procedures standards controls, and

quality assurance.
Subsection 1220(a) This subsection remains unchanged.

Subsection 1220(b) This subsection was amended to remove reference to the
authority of the Department, jurisdiction that was removed by the enabling statute.
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Subsection 1220(b)(1) This subsection was amended to address an important factor,
that the analyst has immediate access to methods used. This is a criterion addressed
in Section 5.4 (Test and Calibration Methods and Method Validation) of ISO 17025
Program of Accreditation, currently used by ASCLD/LAB-International. All accredited
crime laboratcries will be following the ISO guidelines within the next five years.

P Subsectlon 1220(b)(2) This section remained as written. This sectlon is fairly general

in its requirement for available methods to include calibration and-quality-control

- procedures. This section can stand on its own as currently written because it provides

. general guidelines that are fleshed out in great detail in the requirements of the.
-accrediting bodies used by most crime laboratories. The ASCLD/LAB accrediting

_guidelines far exceed the requirements set forth in these regulations.” For those

' laboratones that are not accredlted this guldellne IS appropnate

Subsecﬂon 1220 1(a) ThlS subsectlon remalned as wrltten because rt is merely an "
mtroductron to the followrng requirements. ‘. S : e

. ,Subsectlon 1220 'l(a)(1) This subsectlon was amended to replace “O 10 grams per 100-; Coe
: mllllllters” ‘with “O 08 grams per 100 milliliters” to reflect the change in the state legal ST

.llmlt B LR SR,

Subsectlon 1220 1(a)(2) ThlS subsectlon was amended to provrde clanty because the
phrase adequate and approprlate is vague. . .

: Subsectlon 1220 1(a)(3) ThlS subsection remalned as wrrtten ‘with the more correct
replacement of “shall” because interference from the anticoagulants and preservatives -
that could alter the testing results is not a vrable option. Interference is not acceptable

when quantlfylng results c

. Subsection 1220.1(a)(4) The word “a” was added to be grammatically correct. The
rest of the subsection remained as written because it reflects current accepted practice.

. Subsectlon 1220.1(a)(5) Thrs subsection remalned as written because it reflects
current accepted practice. L :

- Subsection 1220.1(b) This subsection was amended to‘_remove the -referen.ce to the

Department and replace it with “a forensic alcohol analyst” to codify. the oversight of the . -

-proficiency program to the individual laboratories. -This serves to clarify who must make-
the determination that a method is meeting requirements and brings this subsection in .
line with the intent of the legislature to remove the Department’s jurisdiction. Accredited
laboratories have mandated quality-assurance programs, with quality-assurance

7 General Requirements for the Competence of Testing and Calibration Laboratories-and Supplemental
Requirements for the Accreditation of Forensic Science Testing Laboratories.
¥ California Vehicle Code § 23152(b)
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- managers that are tasked with implementing, running, and overseeing a proficiency test
program. ‘

The laboratory must follow accreditation proficiency testing requirements and is held
accountable through the Proficiency Review Program (PRP), applicable to both the
ASCLD/LAB Legacy accreditation program as well as the ASCLD/LAB-International

accreditation program. To retain accredited status for a full 5-year term, a laboratory

" must continue fo meet the staridards underwhich it was accredited. One of the means -

by which ASCLD/LAB monitors compliance is by reviewing proficiency-testing reports
submitted by approved test providers. The PRP.outlines the roles and responsibilities -
of the Proficiency Review Committees (PRCs), approved test providers, the
ASCLD/LAB Proficiency Test Program Manager; and others in-carrying out the — -

~elements of the proficiency. review process. This program provides the oversi@ht ,
needed to ensure methods are functioning according to required specifications.? The
requirements are set forth in these regulations in.a manner sufﬂcuent to accommodate

o those laboratories that are not currently accredited:-

o 'Subsectlon‘1220.2(a)(1) Thrs subsection was'amended: The word, “method” was: -
“-’changed to-s“.instru‘ment(s) for clanﬂcatron and to-describe actual practlce

Subsection 1220. 2(a)(1)(A) Thrs subsectron was amended to allow the-use of two"
- different types of solutions, those prepared according to the 1986 regulations and those - -
that can be commercially purchased. The use of purchased solutions saves many
hours of analyst time and provides better-quality solutions. The complete Justlfrcatlon '
for this change is located under section 1220. 2(a)(1)(C) . -

Subsection 1220.2(a){1)(B) Thls subsectron was amended to add National institute of
Standards and Technology (NIST) traceable standards as an optlon for secondary .
standards. _

. Accurate calibration of instruments used in-forensic alcohol testing is. critical because
the results directly affect criminal prosecutions. For the past 30 years, California
. laboratories have been required by regulation-to prepare their own secondary alcohol
“standards using a direct oxidimetric method. These secondary standards were then
used to check the calibration of the instruments. Commercially prepared secondary
standards and NIST Standard Reference Materials (SRMs) are now widely available at
critical concentration levels. Under the amendments here, laboratories are given the .-
opportunity to continue to.prepare secondary standards themselves or take advantage
- of the availability of commercially prepared NIST traceable secondary standards See
the Justrflcatron outlined for sectlon 1220.2(a)(1)(A). :

The word “dlrect was added to emphasize the fact that alcohol is added directly to the
oxidizing media in the method for the quantitative determination of the aicohol present in
the agqueous alcohol solutions. Also, the United States National Bureau of Standards no

° “Proficienctheyiew Program.” American Society of Crime Laboratory Directors, Version 2.1; 2008.
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longer exists and has been replaced by the Natronal Instltute of Standards and
Technology.

- Subsection 1220.2(a)(1)(C) An additional requirement was added as a final verification
and most accurate test of the secondary standards that will be used to check the
calibration of the instrument for testing. NIST SRM solutions are designed to provide
_ consistency and reliability for use in all countries and for all methods.

Currently, laboratories make their own secondary standards using a direct oxidimetric
method. These secondary standards are then used to check the calibration of the

instruments used for forensic alcohol analysis. This process has inherent difficulties
because the process is fraught-with the possibility-of human error. This-error rate is -

" exacerbated by the fact that laboratories do not have to perform this method-ona.

regular basis,; and often'a different analyst does the work each time. ~The regulations:
currently aliow for a 5% error rate in the preparation of these solutions. By contrast, the
NIST ethanol-water SRMS have an established error. rate of Iess than 1.2%. for aIl
concentratron Ievels : :

The concentratlon of the SRMs have been ta|lored to legally relevant percentages
(0.02%, 0.04%, 0.08%, 0.10%, 0.2%, and 0.3%). The ethanol-water SRMs are - :
-prepared gravimetrically; and the concentrations of ethanol in water are confirmed. at-
NIST by using gas chromatography with flame ionization (GC-FID) detection.. The -
National Metrology Laboratory (CSIR-NML) in Pretoria, South Africa, provides - -
measurements for each of the concentrations. of ethanol in water using a fitrimetric. =
method. The National Analytical Reference Laboratory (NARL) in Sydney, Australia, -
provides measurements using an exact isotope dilution-gas chromatography. The :
certified concentrations of ethanol! in water of the SRMs are based upon a combination . -
of the gravimetry (NIST), GC-FID (NML), and the NARL measurements. The product
produced by NIST is clearly of a higher quality and is much more accurate than any of -
the secondary standards the state, city, or pnvate laboratories currently produce

A review of acoredlted laboratorles inall 50 states lndrcates that the restrlctlon of using - |
titrated secondary standards for calibration purposes is mandated only in California.:

- Although other states have laboratoriesthat use the direct oxidation procedure to titrate- o

- secondary standards, this is a matter.of choice, not state mandate. California’s
requrrement is overly restnctrve outdated and not necessary.

g Subsec’uon 1220 2(a)(2) ThlS subsectlon was amended because the original. language . .

~-was vague as to when the blank and secondary standard can be analyzed in a given
day and did not address situations in which multiple instruments are in use. This
amendment is clarifying the time frame of when the blank and standard samples must
be run during the day. Further, the revisions clarify the issue by requiring blank and
secondary sample analysis be performed on each instrument used for analysis, which
provides the most accurate approach to determining an instrument’s accuracy.

% National Institute of Standards and Technology, Certificate of Analysis, Standard Ref. Material 1828b.
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Subsection 1220. 2(a)(2)(A) This subsection was repealed in its entirety.. Applicable ..
information has been incorporated more clearly into Section 1220.2(a)(2).

Subsection 1220.2(a)(3) This subsection remains unchanged.
Subsection 1220.2(a)(3)(A) This subsection remains unchanged.

~ Subsection 1220:2(a)(4) This subsection remains Unchanged. ~ ~
‘ Subsectmn 1220.2(a)(5) This subsection was- repealed because it is.redundant and

unnecessary given the provisions above. Those. prowsmns will ensure instruments are
‘ln qood workmg order and are checked for precrsron -

; Subsechon 1220 3(a)(1) ThlS subsectlon was amended The alcohol concentra’non
range was changed to reflect current law in the California Vehicle Code section
23152(b). . B L 5 ,

- Subsection 1220.3(a)(2) This subsection was amended to add lhat the analyses must o

- be determiried to:the third decimal place, in order-to.accurately apply uncertalnty
measurements and ensure a hlgher level of conﬂdence in the test. =

3 -"Subsectlon 1220 3(a)(3)(A) Thls subsec’uon was amended The 0. 01 was changed to 4.

read 0. 010 to reflect the change proposed in section 1220 3(a)(2).

Subsection 1220 3(a)(3)(8) The 0.01 was changed to-read 0. 010 fo reflect the change
: proposed in Sectlon 1220. 3(a)( ) ‘ _

It should be noted that if three decimal places are used the +/- range for-a sample _
would be 0.020%. If, however, the truncated two-decimal-place range is used, then the
total range of acceptable three-decimal-place results are effectively increased o | o
0.029%. This is nearly 50% greater than the 0.02% range implied by the +/- 0.01 grams . -
% limits. - This analysis shows that the acceptable results required by current regulatlons
can only be accurately applled by using all three S|gn|f|cant frgures -

Subsectlon 1220 3(a)(4) This subsectlon was amended to be more specrﬂc and - - -
- provides clarity and a greater frequency as to when a quality-control reference material

is to be analyzed. This additional mandate demonstrates a higher degree of confidence - : v
that the instrument remained in calibration throughout the entire analysis of all samples B

The term “set™ has been lncluded in Section 1215 for clarity.

Subsection 1220.3(’a)(5) This. subsec’uon was amended to reflect the deletion of the
forensic alcohol supervisor classification. :

This will correspond with the changes made to Section 1216.1(a)(1). With the
increased educational requirements for a forensic alcohol analyst, a forensic alcohol
supervisor classification is-no longer required.
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Subsection 1220.3(a)(6) This subsection remains unchanged.

Subsection 1220.4(a)(1) The phrase “or grams per 210 liters of breath” was added to
the subsection to address the change in law regarding the partition ratio. In 1991, A.B.
4318 changed the law so that the breath test was a reflection of the alcohol '
concentration in the deep lung air and was not necessarily linked to the blood
__concentration. In other words, the breath test result is a measure of the breath and not

Code.

Subsection 1220.4(b) This subsection remains unchanged.

the blood. The word “l|qu1d" Was changed to “blood” to be consnstent with the Vehicle ™~

" Subsection 1220.4(c) This subsection was amended fo remove the word “blood”-'to. N : o
make this section inclusive:of all sample types as-is appropriate. The word ‘may” has - . -

been retained in this section as well as in Section 1220.4(d). Different laboratories may -
be able to satisfy greater reliability of analysis at lower levels. Also, as technical :
advances occur, more laboratories may have a greater capaclty to test for smaller e
'levels and thls language would apply e v , -

Subsectlon 1220 4(d) Thls subsectlon Was amended to remove the:word “blood” from L

the phrase “blood alcohol ‘to make this sectlon lncluswe of all sample types as is
' appropnate o : Ceoe LT :

Subsectlon 1220. 4(f) in 1991, AB. 4318 changed the law sothat the breath test was a -
reflection of the alcohol concentratlon in the deep lung air and was not necessarily
linked to the blood level. In other words, the breath test result is a measure of the
breath and not the blood. This subsectlon was amended to reflect the change in the

law.
Subsection 1220 4(g) ThlS subsec’uon was restruotured to be more grammatically

correct.
New Article 6. Requirements for Breath Alcohol Testing:

~ This article outlines the regulations for breath alcohol testing. The word analysis has -
been replaced with “testing” in the article title and in the following sections to be
consistent with the deﬂnltlon section (Seotlon 1215) and the remamder of this
document Lo : S : : .

: _Subse'ctron‘1‘221 This subsection was amended to replace “analysis” with "‘testing,” fo -
provide consistency with the definition section. : _
Subsection 1221.1(a) The US Department of Transportation uses the word “units,”
whereas the California Health and Safety Code uses the word “devices.” The change

will serve to clarify this difference. In addition, the Health and Safety Code section
reference was added to identify the specific applicable requirements.
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Subsection 1221.1(b) This subsection was amended {o change ‘analysis”.to “testing” ..
for consistency. References to licensing were deleted because the Department’s

licensing authority was removed by the enabling statute. References to forensic alcohol |

supervisors and analyst trainees were deleted because these designations no longer
- apply. .

~_Subsection 1221.1(b)(1) This subsection was amended to change “analysis” to

“testing” for consistency. References to licensing were deleted becausethe ™~ 7

Department’s licensing authority was removed by the enabling legisiation. References
to forensic aicohol supervisors and analyst trainees were deleted because these '
desrgnatrons no Ionger apply. . .

'Subsectlon 1221.1(b)(2) This subsection was amended tc change analysrs fo o

" “tes‘ung for consrstency throughout the regulations. -

:'Subsectlon 1221 1(b)(3) The original Sectlon 1219. 3 was relocated 1o this: sectron
where it is more relevant. (The first sentence was deleted as redundant because the,

information is already: listed in the definitions section (§ 1215). The second_;sentence,, R
was deleted because it does not accurately reflect modern technology. Currently, mest. = -~ -
- instrumentation will not necessarily measure:and-report a quantity of -breath. sample; . - - ...~ -

rather, the instruments are set to require 'a minimum volume:of breath in the chamber -
prior to proceeding with testing. The “continuous observation” is vague and lacks -
specificity as to how that will be accomplished. The new wording clearly requires that
no test will be performed in less than 15 minutes after a subject eats smokes, efc., in -
order {0 ensure a more accurate test.

Subsectlons 1221 .2 and 1221.3 These were repealed because they are redundant.
The specifications set out here are outlined in California Health and Safety Code sectron
100701 and referenced in Sec’uon 1221.1(a) of these regulations.

New subsection 1221 2(a) Thrs subsection was amended to change analys,is” fo
“testing” for consrstency throughout the regulations. .. _ :

: SUbsectlon 1221.2(a)(1) This’ subsec’uon was amended fo change the word “blood”to .. . -+ -
“breath,” and'the phrase “grams per 100 milliliters™to “210 liters of breath ? Thrs makes W

the regula’non consrstent with the enabllng Iegrslatron

Subsectlon 1221 2(a)(2) This subsection was amended to specify what types of
reference samples are best for checking the accuracy of the mstrument consistent with
nationally recognlzed best practices.

Subsection 1221.2(a)(2)(A) This subsection was amended in the following ways for the
following reasons: - ,

If three decimal places are used, the +/- range for a sample would be 0.020%. If,
however, the truncated two decimal place range is used, then the total range of
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acceptable three decimal place results are effectively increased to 0.029%. This is
nearly 50% greater than the 0.02% range implied by the +/- 0.01 grams percentage
limits. The acceptable results required by current regulations can only be accurately
applled by using all three significant figures. Therefore, the 0.01 grams percentage
precision limit was changed to 0.010 grams percentage.

__The addition of dry-gas standards was added to reflect current and widely accepted
best practices. Many laboratories are already using NIST traceable dry-gas standards ™~
to perform accuracy checks on a regular basrs

The range of 0.08 to 0.25 grams percent was lnserted to more accurately reflect
meaningful alcohollevels. Inparticular, the O 08% reflects current state lawrn the

o Callfornla Vehicle Code Sectlon 23152(b)

,Subsectlon 1221 2(a)(2)(A)(1) This subsectron was amended because instruments are
now available that-automatically perform accuracy checks. The change from.the entity
ofa laboratory toan analyst Is more specrﬂc as to Who W|ll make the: determlnatlon of.

accuracy..
" ~-'-Subsect|on 1221 2(a)(2)(B) ThlS subsectron remalns unchanged L A R

: Subsectron 1221 2(a)(3) Thrs subsectlon was amended to change analysrs
“testing” for consistency throughout the regulations. “Procedures” replaces

- “instruments”. because the procedure encompasses all aspects of the testrng process

S including the instrumental portion.

’ \
Subsection 1221.2(a)(3)(A) through (D) These subsections were enhanced to more
closely resemble the training section for blood alcohol in.Title 17. The breath aicohol
section did not have the specific detail for breath alcohol instrument operator training, so
it was added. The training for breath analysis and for blood analysis are not ldentlcal of.
ourse but they would now closely resemble each other. _

Subsectlon 1221 2(a)(3)(E) This subsectlon was amended because both a wrltten and
practical examination should be required to'ensure the- operator has: sufflcrent
- information and experlence to perform atest.. : :

- Subsectron 1221 2(a)(3)(F) and (G) Because breath alcohol analysts are requlred to
take specific training, a certificate provides proof that they have done so. An officer will
need to be able to prove in a court of law that he or she has in fact completed the :
training. A certificate is a typical way to provide that verrﬂcatlon

Subsection 1221.2(a)(4) This subsection was amended because the phrase “under the
supervision of” is vague. The development of the training curriculum has been clearly
defined as a responsibility of the forensic alcohol analyst.

The word “analysis” was changed to “testing” fo conform to the rest of the regulations
and to the definitions listed in Section 1215.
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The phrase “of persons who qualify as” was removed as redundant, thus increaslng the
clarity of the section. The supervisor and trainee classification were elrmlnated to be
consistent with the other sections of the regulations.

The term “licensed” was removed to reflect the removal of the Department’s ju-risdiction.

~ The word “laboratory” was removed to allow for off-site fraining in-facilities other than e

laboratories, which is very relevant in today’s environment. Analysts will go to various
agencies to deliver the training onsite. Because the testing machines are portable this
makes it possible to take the. trarnrng to the many, rather than have the many come to a
specrflc laboratory . -

Subsectron 1221 2(a)(4)(A) This subsectron as prevrously wntten is now obsolete
because Section 1218 was repealed. Section 1218 discussed appropriate tralnrng
programs; programs:that were deemed suitable by the Department.-. Because the -

“oversight of training programs has been removed from the Department and given to the_,"

employing laboratory entities, this subsection became irrelevant. In addition, the

training curriculum.required is spelled out in subsection 1216.1(b). This would appe'a'r ::rt.:j :
. to.make this section redundant as'well.. The changes. made here have glven oversrght SR IF R

to the forensrc alcohol analyst

' Subsectlon '1221‘.2(a)_(4)(B)-- Here, 4 hours was chosen to resemble biood training. .
Both breath and blood analysis training.require a comparable amount of time. .-

- Subsection 1221.2(a)(4)(C) This proposed regulation was included so that peace
officers and others moving between different jurisdictions, where there may be different -
instruments used, are not required to repeat trainings that would be redundant and
unnhecessary for them to repeat

Subséction. 1221 2(a)(5) Thrs subsection was amended to replace the word “his” with ..
“his or her.” Supervisor and trainee classifications have been removed fo be consistent
throughout the. regulatlons The reference to (a)( ) was added because it also applies.

‘Subsectlon 1221.2(a)( ) Thrs subsectlon was amended to add the words a manual” ;
-into the section just prior to “determination of accuracy.” This insertion is to address the -

current technology offered by. many breath programs that includes automatic calibration ...

-checks. Many instruments dre set.up to perform calibration checks as.needed,. -
‘prompted by the software program, using guidelines determined by laboratory -
personnel. Therefore, it is feasible that in many programs, the operator will be the
person administering the breath test. In one breath program, a calibration check is
performed automatically before and after every subject test. In actuality then, the -
“calibration check” is being done by the instrument at the prompting of the officer. If the
instrument is receiving additional service, and a calibration check is part of that service,
and is essentially a “manual calibration check,” then that operator will be recorded as
having performed that check. :
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Subsection 1221.2(a)(6)(A) The word “licensed” was removed to reflect the removal of
the Department jurisdiction contained in the enabling legislation.

Subsection 1221.2(b) This subsection was added here to finish the discussion of
required records. |t was removed from Section 1222.2 and put here as a more
appropnate Iocatlon

New subsection 1221.3 This subsection was amended. The word “analytical” was
removed-as unnecessary. The word “analysis” was changed to “testing” for consistency
throughout the regulations. - . R

New Article 7. 'Re'ccr'ds

Thrs artrcle outlines the type of documentatlon necessary for forensrc alcohot testlng
Iaboratorles fo generate and malntaln s B

: ,Sectlon 1222 The reference to. Iaw enforcement agencres has been deleted These
~regulations are not intended to regulate the law-enforcement community. The p‘hrase .

- . “Such records shall be available for inspection by.the Department on: request w-as e e :

~deleted to reflect the removal of the Department’s jurisdiction.

- Subsectlon 1222.1(a) The phrase “is licensed to.perform was repe_aled. and 'r_eplaced o

- with “performs.”” This amendment implements the removal of the Department’s -
jurisdiction '

Subsectlon 1222 1(a)(1) This subsection was amended to be more- grammatlcally

correct and accurately reflect whose records are required in the laboratory.

Subsection 1222.1(a)(2) This subsectlon was repealed because the tralnee
~ classification has been deleted. The rest of the subsectlons are-renumbered.

New Subsectlon 1222 1(a)(2) ThIS subsectlon remains unchanged. .
New Subsec’uon 1222 1(a)(3) This subsection remains unchanged
: New Subsectlon 1222 1(a)(4) Thls subsectlon remains unchanged

~ New subsection 1222.1(a)(5) The phrase malntenance and/or calibration” was added - - "
to further clarify what records need to be maintained for 3 years. In addition, this
recordkeeping requirement should apply to all forensic alcohol laboratories regardiess
of whether the analyses are performed by or for law enforcement agencies. Therefore,
the phrase “as a laboratory may perform for law enforcement agencies” is not needed
and was deleted. The term “breath” was removed to clarify that records should be
maintained for all types of tests.
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New Subsection 1222.1(a)(6) This subsection was amended to provide clarity fo the
requirements. This recordkeeping requirement should apply to all forensic alcohol
laboratories regardless of whether the analyses are performed by or for law
enforcement agencies. Therefore the phrase “for law enforcement agencies” is not
needed and was deleted

__Section 1222.2 This section was repealed because itis redundant with the proposed
amended regulations.

TECHNICAL, THEORETICAL, AND/OR EMPIRICAL STUDIES REPORTS OR
DOCUMENTS RELIED UPON
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REASONABLE ALTERNATIVES CONSIDERED

FARC determined that no reasonable alternative considered or otherwise identified and

brought to its attention would be more effective in carrying out the purpose for which this -

action is proposed or would be as effective as and less burdensome to affected private

__persons than the proposed action or would be more cost effective to affected private

~ persons and equally effective in implementingthe intent-of the: enabllng legislation, "
Senate Bill 1623, Chapter 337, statutes of 2004.

SB 1623 or_eated an deependent revrew committee that was charged with Considering a
__narrow range of alternatives when crafting these proposed regulations to carry out the -

purposes of the statute. As intended by the enabling legislation, the review committee ~ -~

did consider, as explained in detail elsewhere in this document, matters involving. ,
laboratory procedures, proficiency testlng, trarmng and overS|ght of laboratory staff, and .
maintenance of records. : . .

- LOCAL MANDA TE

The Department has determined that the regulatlons would not i rmpose a mandate on ... o]

_ local agencies or school districts, nor are there any costs for which reimbursement is.
required by part 7 (commencing with section 17500) of division 4 of the Cahfornra
Government Code. > :

EFFECT ON SMALL BUSINESS ‘ ’
FARC and the Department have determined that there will be a small frnanoral lmpaot
on small-businesses who must comply with the regulatrons

EFFECT OF HOUSING
The Department has determined that the proposed regulations will not have a financial

impact on housing.

FISCAL IMPACT ASSESSMENT

1. Fiscal impact on local government. None. The Department is not aware of any -
‘cost impacts that a local government agency Would neoessarlly incur in
complying with the proposed action.

2. Fiscal |mpaot on state government: Yes. See 399. The Department anticipated a
' reduction in costs as a result of the Department staff that will no longer be
needed to perform the licensing and oversight duties that were previously
performed, before SB 1623. The Department is not aware of any other cost
impacts that state government would necessarily incur in complying with the
proposed action. .
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3. Fiscal impact on federal funding or state programs: None.

4. Fiscal impact on private persons or businesses directly affected: The Department
is not aware of any cost impacts that a representative private person or business
would necessarily incur in complying with the proposed action. See 399.

5. Other nondiscretionary cost or savings imposed on local agencies: There are no
known costs or savings imposed on local agencnes in connection to this proposed
action. ~

Economic Impact Analys:s

The Department has made an lmtlal determlnahon that the proposed regulatlons would |
not have a significant statewide adverse economic impact directly affecting business, . .
- including the ability of California businesses to complete with businesses in other states.

Based on the economic impact analysns the Department has determlned that the

S .regulatlon would not s:gnn‘lcantly affect the followmg

1. The creatlon or ellmmatlon of jObS wnthln the State of Callforma :

2. The creation of new businesses or the elimination of existing businesses WIthm
the State of California.

3. Theexpansion of businesses currently doing business within the State of
.Callfornla , :

Beneflts of the Regulation to the Health and Welfare of California Res:dents
Worker Safety, and the State’s Environment ,

The proposed regulations are necessary to protect the health and welfare of California
~residents. This' modernization of the laws applicable to forensic alcohol festing will work -
to ensure that the evidence presented against those charged with driving under the -
influence is accurate and that justice is served. The ability to present accurate evidence -
will further serve to protect Californians from the harms of drunk driving, by enabling
more prosecutions to go forward when, previous to these updated regulatlons some
prosecutlons falled because of poor forensxc alcohol analy3|s .
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