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Measurable Elements of HRP

Measurable Elements

HRP.1

1.

2.

Hospital leadership establishes and promotes a code of ethical
professional behavior.

Hospital leadership, verbally and in writing, communicates within the

hospital their commitment to protect human subjects research
participants and support the code of ethical professional behavior.
Hospital leadership identifies the official(s) responsible for
maintaining the development of and compliance with all human
subjects research policies and procedures.

Hospital leadership assumes responsibility for patient protection
irrespective of the sponsor of the research.

NPTIN IOYO 9 .1IPINY 120N HMIN 7Y IMNN DMIPNN NPPTN
PYD HH5 DY PN NN TINA DINYN

NTDHOPPOHN NIV NN NN DIINN N2 DN -97¥2 -9PNNI NN NP
PN NYPA DO DY MIPTRT NN INRD APNNI MNIWINR DY NdONND
NIRM DMIPNNN YINXD DV AN NPTIAY NP DT NP PINNRD
3D DMIPNN NPT -2N52 ,IPNNN P2

PN PPIOIN DN ,27NWN HMNA 1PNNND SYNI APIN DY NPINN
8.4.7.4 Py

57N ,(17 70 1.3 ,6/0 MITIN) 27NWN YN -9PNN S9NNWN NN

510 DMIPNN NPPTH ,(8.4.7.11 D) MIPN YPIOIN

HRP.1.1

Hospital leadership recognizes and establishes mechanisms for
compliance with all regulatory and professional requirements related
to research.

Hospital leadership has a process for budgeting to provide adequate
resources for effective operation of the research program.

Hospital leadership provides or ensures that there is adequate
indemnity insurance to compensate patients participating in clinical
research who experience an adverse event.
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HRP.2

Hospital leadership identifies the program scope in terms of drugs,
medical devices, testing, and other potential research topics and
methodologies.

Hospital leadership identifies those facilities that will be included in
the research function.

Hospital leadership identifies the qualifications of staff permitted to

participate in the research program as principal investigators or other

members of the research team.
There is documentation of the qualifications of staff permitted to
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5. Hospital leadership identifies those circumstances in which staff can NYUPa nwIn nya (GCP nTyn +0»n MMp) DPIN NN Sy Twwn .4
serve as research subjects. 992 TVINN ,NNYRIN DY IPNNY
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HRP.3 1. The requirements include that sponsors comply with the hospital’s NPORD PMIND DNMNN 12 JPIND IPNHND NN NVNH OV NPINN .1
policies and processes for monitoring and evaluating the quality, GNNYHNN MR MNPVIAZ NIINNN IPNNN O DY NV NN
safety, and ethics of the research. MAONNN -2.6 PYD /- 1.370 2/1WN 5NN) (9.3 /0 NPPTH) IpNNa
2. The requitements include that sponsots use teseatch teams that are GCP 5 (9.2 yod N79N2 VNN DI IPIN 4 DNV PIYND DIV
trained and qualified to conduct the research. 5P
3. The requirements include that sponsors protect the privacy and /5.6 0,5.2 70 GCP -3pninn miy manyn XXINN PR o1 .2
confidentiality of subject data. (Also see PFR.1.3 and MOL.2) IPNNN PINNYN NPV DY PIY INNN IPHHN O .3
4. 'The requirements include that sponsors ensure that the research data “YPNID PHR IPNNDN NNV GONIVY Y701 >3 >NNND IPNDN DY
ate reliable and valid and the results and reporting are statistically )5.5'0,5.1.3'0 GCP 5m)
accurate, ethical, and unbiased. NPT -IPNNN YANNYNID DININN ﬂbJP IWANY XD ApNNN DY 5
5. The requirements include that sponsors do not permit patient or 8.4.7 10 ©pND
researcher incentives that would compromise the integrity of the
research.
HRP.3.1 1. The hospital establishes and implements a process to determine the 1IN NINYH NPINKY MWD ITO NYNPN MIYPNN NPPTH .1
activities and responsibilities of a contract research organization. JCI 7.5.2'9,1.20'9,1.17'0 GCP ,9.1 70 27nwn 5N -9pnnn
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2. The duties and functions transferred by the sponsor to the contract .9 70 DMIPNN NPITI, DT MAMNNN NYIN
research organization are contained in a written contract. PNNN NVNY DIXINK DIV IN ORIV TOWIN ¥ VI PPN NN .3
3. 'The contract specifies that the contract research organization or WY VI NHINM -NPPNIND D22 NTHY IMNVI NN NIWM
sponsor is tesponsible for monitoring and evaluating the quality, GCP 10y m7,5.18 '0 GCP) GCP »5mib 010100 MY 778N
safety, and ethics of the research. (8.3.10 ' ,(pre trial monitor report) 8.2.19
4. 'The sponsor is responsible for monitoring the contract. NN NDIYN TOTTN MIINK -NIND NVIT ORINN PN O .4
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HRP.4 1. Hospital leadership identifies and supports the structure and PN TIPOND MYIITM NNNN AN NNIN TOMWN NoMN- .1
operational requirements of the research review function. NYNA NYITI PNONIY ONNNA IPNN DIW» .2
2. The research review function complies with applicable laws and YPY MPAYNN TOMI INK NMIWYHN AN PIANN 1990 NoMn- .3
regulations. CRO y5 9
3. Hospital leadership specifies the requirements of entities outside of PN NN PHINN DNV DIPHN DN NN 1N DO .4
the hospital that provide all or a portion of the research review TPIPNN MY TN MYITN NN VIBN 1IN NOHA .5
function, such as a contract research organization. ™MWA DY MPNN MT POON ¥DWN NON .6
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Hospital leadership clearly identifies research that is exempt from the
research review process.

Hospital leadership specifies the requirements for documentation of
the activities of the research review function.

Hospital leadership provides for a review of all research review
processes at least annually.

who to contact with questions about the research.

Patients asked to participate are informed about the expected
benefits, potential risks, and alternative treatments and procedures
that might also help them.

Patients asked to participate are informed about the extent to which
confidentiality of records will be maintained.

Patients asked to patticipate are informed about the compensation or
medical treatments available if injury occurs.

Patients asked to patticipate are assured that participation is voluntary
and refusal to participate or withdrawal at any time will not

HRP.5 The hospital specifies the requitements for managing conflicts of 555 V2PN ONMIY TNV DY 2NN MYITN NN PPARN 190N oM .1
interest, both financial and nonfinancial. Y9595 1IN
The hospital specifies the individuals, committees, and others for D23973Y7 T RWN 9PN 203 P2INN 1IN NN .2
whom the requirements apply. PN FIOIRN NTND PYT NN TN PON 0PN 150N NOMN - .3
The hospital has an ongoing education and monitoring process to Pnnn
ensure compliance with the requirements.
HRP.6 The research program is a component of the hospital’s processes to DOPIN DOYIPN MPTD YNNI NVITH NN IMN Nvdn - .1
report and act on sentinel events, adverse events of other types, and ,0%2101 DN DIV NTYNA DI NATNYN IPNNT NN
the processes to learn from near misses. (Also see MMU.7.1, QPS.7, MOAIN NTYN NPNIDT NPNDNOV
QPS.8, and QPS.9) DMIPINONPA NN .3
The research program is included in the hospital’s programs for DPIYOPY AR, IPNN TPRTPRL DDAPN DIVIVIPY )91 e
hazardous material management, medical technology management,
and medication management. (Also see FMS.5, FMS.8, and MMU.1)
The evaluation of staff participating in the research program is
incorporated into the ongoing monitoring processes of professional
performance. (Also see SQE.11)
Patients asked to participate are informed about the research, Y 993,205 97¥2 Y9NONIVIdN GNNWNY 120 NYTH NNION I
HRP.7 duration of patient’s patticipation, procedutes to be followed, and TON2 YD K2 13 IPNNN NN ARV D15 NI D GRnvny 9nNam
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compromise care or access to hospital services. JCI p251 3.8'0,3.7 ©,2016 27NWYN NNION DNV NNIAN - 4
6. Through the research review function, the hospital establishes and SMATINN ©YDA Y IPNNI MONNWN .5
implements how consent for participation will be btained and ONN NYI NPIVH VIV 7 -1 NNIONN TINI DAPIN2.1'D
doc.umen.ted and under which circumstances consent will be obtained |y, PIYN. TDIND 315 HY TININSY DNN GNNUNN 31 Y TININ
again durlng the research. "qnnwnn ,A’,b 401 DINNHD VIVA
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HRP.7.1 1. Patients and families are identified and informed about how to gain Y2)D 2NN DNPY YN -1NPAN INNL DDIANN DIPNHN NYYY .1
access to clinical research, clinical investigations, or clinical trials (720 NN IONN) DIPNNI MANNYN
relevant to their treatment needs. IPNRNOANNYN NN .2
2. Through the research review function, the hospital establishes and PN NS M .3
implements safeguards to protect the safety, rights, and well-being of
vulnerable patients, including children, prisoners, pregnant women,
persons who are mentally disabled, persons who are economically or
educationally disadvantaged, and others who may be at risk for
coercion or undue influence.
3. Through the research review function, the hospital establishes and
implements safeguards to protect the safety, rights, and well-being of
hospital staff who may be at risk for coercion or undue influence.
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